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1. B BAFE DIRHL

Pl o v A )V ARYYE (COVID-19) 1 XEMHE K Y A VA TH D EIESPERFR SHERERE 2 1
F A A2 (SARS-CoV-2) M5 X Z FHYYE CTh D, SARS-CoV-2 (ZHI[ETHIHTE F~
DOIFFEMENHER I, B )b e bR CAE IR P LT,

ARELERGEAGRHFER A CTH, EITH O T 1y 713K E L TR AR E R LU
FOLENHTLHERRRETH Y, §NTOFMmEZE L CTRRSNIZ T 7 F 3R]
RPOEBERERR TH D,

1.1. COVID-19 DEFRE R L OE S

COVID-19 O EBUIHKCHENTH VU, B X B CA Y 7 AR E -3 A 2R3, L
L, BFOZL IR X G o2 bz ttbd, EEEOSBELHY, v AL
ADEREFIET 25 2 & 2 WEEHZ LT\ 5, EEMEOBE TIREENETL, AN THREZ 0
H L3 5 VIR G5B E R EAUZ T e Zs A RB LU CICEL Z L03H D |,

ABEIRIEN VI L 72 > T2 BE TOERIERIE, HEORWIRICREEL, ek, B, 3%
5, WP, EO - R FE X, B8, B, BIRTHo L, BREELIERTE OIS
COVID-19 B35 DF) 3% HIMDJER & L TR L L

KEFE P& #E Y % — (CDC) 1%, COVID-19 DJER E LT TV 1 DL E&2Fd
HZEELTWA?: 88, R EIREAL L2, Bl E- 3B L Boin, B, o
TXEBAL L7, TBlOMR 03 R R s, W, T/, WM, %57, 5m, SPAE
k&, b L <L

T RTOHET COVID-19 ~DFEBNBFRD 550, R 60 12 B 2 546 E TEIER

(CFR) M@\, D/EEEE, FERIE, @i, (20N B 7 & o075 AL CFR © EFIZ
HEEE LT D4, R EBE DD ORRZENIIRIE D72, COVID-19 BFIZB W TERIESEHE N S
D DENEDEN 4,

elr, /NRIZET D COVID-19 JEBIOEENMMNFRD BT\ 5, KETIE, 2021 410 A 14 HEf
T, COVID- 19/J\ TIER OB HEENIBIER D 25.5%% HD TRV, N7 v 7 BMGLIED
BRHESE LTI D 16.4%% HH TV 55, [FERIZ, BRINTIE, 2021 410 A 14 HFFRT
Bl E S COVID-19 FEFNE, 15 ARl O/NE TR b 20 o726 ENTIE, 2021 410
H 19 AIFAC COVID-19 /NRSERF] (20 mEAT) OB HEEITRIER D 22.1%% 5, BREEHE
Bl LTIIRED 15.7% T 57, /INED COVID-19 OFEJEE T AN TE LKW EE 2
SNDED, EBEEEEZETS/NETIECOVID-19 |12 L 0 EEOKRANSL S FEH L, SARS-CoV-2
JEYECHEIT R OFRAT OV NE O BN 70 0B OREREICE % KT T & OGBS T D

5.8
o
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1.2. ERPRBH R BB
1.2.1. BAF ORHL
1.2.1.1. COVID-19 DREZRINE L O FEHY 7 F o DB

HUERI TR 1B T, RSB ORBEOBRFHIIG LT, SEIE KTy b VA
U RERE LD 19, COVID-19 HBEE A DIRFITERREBR A R CRE STV DA, Mk 72
RUT 2w 7 OWRITF T SARS-CoV-2 T A IVAEGD U A7 D L, TOIEKEEMT 57
WIIZD 7 F L BRI b SARA IREFH T 5.

BUE, KEO KSR DL < ORI B W TR S m N0 g, R 2
FUEFER v o RX—= U PETHRICE 000 BT, EVWMaiE 12 AT 5 SARS-Cov-2 D B.1.617.2
(FIE) BRMOTERBRICE S HDTHH12, BNTI62b2 & & T A[RE72 COVID-19 U ~
F U DEMERENT EnD, BEFESE THITEER COVID-19 ORENLE IS D, L
MU G, 2021 4 7 A0S iihEIAMICIM L TR Y, SHTHENT 52 N FHlE
U, REREEIITHREEOREZRERTH Y FiT 55, BIE 12 A O/NNLX COVID-19 U 7
TV DR TIE WD, REFEOIRETH S, ZOIREEE, SARS-CoV-2 DJEGMNYLEK
L, M= &R DENE, RIEESFEXDTA X A Uy F T — 7 O X 9 70k
DL ONDH CTERNEHBIND L XITREL TN D,

CDC @ Coronavirus Disease 2019-Associated Hospitalization Surveillance Network (COVID-NET) '
I2& 2 &, KRETITHAENRZET ABEENEML TV D, LD 5~11 mo/hNNRicsir 5
AL O AP (AN 10 TAHY) 13X, 202146 H 19 HETOMED 03 725202149 A 11 A
FTOBED 0.8 ETHEMLTWD M, BRM T, 2021 4510 A 14 HEEATO COVID-19 JEFI 5L
X 1SR O/NE TR b %<, EEROARRIIERE TS LETFHISATNS S, FiEasns
DI, FiToh 252 COVID-19 |[ZBHE L7 EE KB TH H/NELRMBIEMIEMEE (MIS-C) %
FIETH Y A7 ThD, KIECDC T MIS-C &2 S 7=/ 4600 il 25 LHEE L T
0, KETHE S 417z MIS-CIEGIOFHn O IR 9 5% T, BIEFIOHED 5~13 i D/NNR T
WhHEEINTWDY, 72, BESLN TS CDC OF —HZ )25, COVID-19 /NESEFIE A E N
T HIZONT, MIS-CIEFIN BT HA[EEMENH D & THIL TV D 15,

12 AT D /NI COVID-19 DFEER Y 27 NE<, #ITHORF 2 v 71280 T
SARS-COV-2 7 A WV A MUY S E DA HEER H D Z L nn, Z OFEM~0 BNT162b2 Off
M 2RI 52 LITBRE2OAREE LOVIVEINZ DB D THD, COVID-19 ~DEILZ L5
R Y 272Nz, N7y s, EHEEREOETOWRITE ZUCHE S REEC XD, 14
UL EICE Y HECHEMRE T O TRWIEEOEBIMZRBHEARBR L TETW\W5b, K,
RUT 2w 7 SEEF OSSR S 2 BAL S B2 A, FRSCHBHENIC R & e fENE T
000 BEIIEEOETE/LEERTHY, BREMKSOFEE N THLH S, HANICHD L,
COVID-19 [T HE v AT ML EiR b REREALE B0 L, 190 Z# 2 5EOK 16 ([EAD
FHEICHEE 52 TEBY, BEY R 0H RN TAEET /NI R EET T h A
ONTH REREELZITTWAHE, COVID-19 U 7 F o ORISR E 2 5~12 WA O 725 1
O/NRIZIERT B Z X, AL L OAREAEDBLE N GMEN & S 2 R# L, FIRTD
R ~DORERE e BT 52 L ICER D,
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C4591007 5B T SN HZME [ (effectiveness) GEFRMET Y v 712X 5] BLOLLM
T HIHADE, S~12 AR DO/ A %G & L2 BNT162b2 10 pg OfE AR I D Z &1
L0, AREELHBICBIIDIEENSD EOT U Ay h=—RUGZD I ENTE 5, FIH
A[REZR T —H D, 5~12 AR OFEMEIZB VT, BNTI62b2 (10 pg) 13242 CTRABMENE

<, BMWRERISZFHEL, BEMB L OBTENRY A7 % ERIAZ_XXT7 v hablebd 2 &

DRBE I TND,

1.2.1.2. BNT162b2 BAZ& D%k

7 74 % —3 LU BioNTech X, SARS-CoV-2 #1Z1JIZ COVID-19 O iz AN E L=V 7 F
ZBHTE L7-, 2020 4F 4 A2 BioNTech |Z R Y Tt a5 (FIH) Bk (BNT162-01) #BH
WL, ZOEELT 7 AV —I3KETE 1/2/3 HiRER (C4591001) % BAtE L7z, Z DIREROE 2/3
FAHR 45 Tl FEME 295K L7z, C4591001 iRBR OIF#IT 1.2.3.1.2 THA B,

ZDY 7 F L BNT162b2 (BioNTech == — RK#&5 : BNT162, 77 A F—a— RF ¥ :
PF-07302048) &Y, SARS-CoV-2 DA/NA JfEX X778 (S) bz a— KR35, RES/
B (LNP) % W CHIAME L7 RNA A TH D, Piii%E 22— K95 RNA Z R0 -258 /)
WCHRRT 2 L 9, XU & — Ny 7 R—r OEERITREL SN TS, £72, RNA & LNP (I
EATHZLETRNA U7 F L ONITE HICRBILESNTEY, 22k RNA DS IC
£ % RNA OO fEPEE S, FHRNEERER OfE ZHl~O T VA7 =7 2 a U3 ATRE & e
Do

1.2.2. U 7 F U BIE8

BioNTech 23FH% L CTE 72 RNA-LNP 77 v R 7 4+ —AD | DIZERiX 7 AT K mRNA
(modRNA) 7D, Z D RNAITHARGEY —OFEMLENME T SELNTEBY, JURSRE
BN SN 5, modRNA DEMTY 7 F o TII P2 ERAHTDHS X0/ (P2S) InS A
NI ED = BRMEZ RS AL (RBD) 22— K45, &EMTY 7 T AT AINT
WAL ST 7 AESNCIE U CV THE DEA OFEEREI V4 THR TS,

KRS NT=T 7 F 13X BNT162b2 (RBP020.2) [P2S % =2— F9% modRNA (V9) ] TH 5,
D RNA 7T v F 7+ — LD T 7 F AERIZOWTITEHEH LA,

ARG RS H ORANT 2.1 HEZM,

123. 97 FORFE 0 7T A
1.2.3.1. EGARABR
1.2.3.1.1. %5 1/2/3 FHEER  (C4591007)

C4591007 sRBRITZFERET D 6 » Hlii~12 i DR/ NE A2 5% & L EI1EAL, 77 2Rt
L BB R TH D, ABERIL, RIS EE CHE L7z 5~12 A, 2~5 A
L OV6 » H i ~2 AR OEEZIZOWT, & 1 AESY (R 2 BRI TP T JHERTE
BR) BILOVE 23 FE Ay (BB 1 ARERy TR L7 &) 128V T BNT162b2 % 3Effid~ 5 7l 7
WA U ThD, C4591001 FRERITIIT 2 HFEHFEPIRE TR SR ATRE R 2R L ORAEMEC
Eox, BRbmWMERE (5~12 ARl O ARIBBRABEE LT,
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a3 ST mE NEA (5~11 %)
2.5 FEARICBI 3 2 BEFEREA

AFFHITIE 5~12 oA 0/ IZ BNT162b2 10 pg 2 #0892 = & 2 KR4 % IR R T — 2
HNEEND, IRRT VA OFEIEL M5.3.5.1.1 TH C4591007 AABRIABR L sl &2, F7-,
LUFIC 8K LT,

AR PR YE

%1 FERSY - VRBRERGTEE THUE L7 FlniE (5~ 12 ok, 2~5 A, 6 # H ~2 Ak
i) FNEIUTOWTRHE L7z, R, FiARAR X ORI Y EM O BRRAHIENZ S 2R
BRA~DORAAINDS RS &5 2 DALz, BB X Ot a A AT, BRMICEE 28
EOEFNE IR ECIRREERE N H 58, BEI/NEL RERAEEEGER
(MIS-C) DO#ZWrE 2 F7-3#, MiHFHICHEE L2822 SARS-CoV-2 RN H 54, BIO
R AT —BEgHMIL (PCR) s CiEfi L 7= SARS-CoV-2 &Y & 5 & # BRI LTz,

55 2/3 FRES Sy - TRBRIEMEE I E CHUE L7 E TR A A, KRIRBROE 1 #8545 (H
BiRE) ICBWTEAERE TEIR L7- BNTI62b2 DHE L~V &3l L7-, ZE L7z 1 B R
i E T ITHRIMSRE IR TIE 7 EORBRBN H 2H, BELay br—ArInTnb e Mk
RETA VA (HIV) , CHEFFETA VA2 (HCV) 721X BRFR YA VA (HBV) EYH,

B EOMIEFH F 72 13ED F AR Z B 3 518 512 SARS-CoV-2 EYLE GEEEME) 2dH D
FHMAANEAREE LTz,

% 1 8%

B1FHRSIIHEREDTZOORRTH 5, EBEflaR— Fo/NIERE 2344102, Kb mEmWFE
fE TR LIROHEL L HRERZBME L, FilniEZ BEENIC T TunE, ALV EEE
fili L7z, SAFWEIZIHBWT, AIRBROE | AR Ttk & M7 & QNS U 2 e
NIEHELUZOWT, 823 S TS bR 55l 24T - 72,

AIEEROF 1 AR IKETEM L7z, BEfiars—F 0 HELLHZD 16 4)) X5,

RbLEWERE ~12 K0 ORLIEWHABL LA L, fHNFHMEEZES (IRC) ©
MM KD E, WICEWVHEL VBT T 50, ZOFME&TIoZ L L L7, K
AETLEMEDRRD bNT-EE, FEMBT0ug ETOMELZIMT 2L 2HME L, |
ELZEHEL VR, ZOHELVVOEREZ ST -FiER L O LD A WEREICOW
TE LR TN & & Lz, IRC DEZEMFHMAICE S, BERBIZBWT, 5

HELSANZETH L B SNTIGE, ROBEDEREIZEBAT L, ZOFIATH 1 FHHE
T OEFEREIZB W THHMIB KOOSR SN TZHE L VVZLTD LBY Th 5,

o S~I2 AT OEME : 10 ug, 20 ug BL V30 ug
o 2~S R OFRE 3 ug BILT10 pg
o 6 n Hili~2 WA OFNE : 3 g

5~ 12 AT DM 231 DA 4 D b s W HE L1 Téh 5 BNT162b2 30 ug O 2 [A]
AEfiA 27212, b 46212 2 [ BEME% O RSIRMEIZ XV, IRC 13580 OHERE
2 BNT162b2 30 ug @ 2 [l B ATV L 2R L2, ZOFEMBOKY O 12 B2, 2
EIREARE S LT, ROV ITEH 23 tHE > TRl 2 2 & 288 S 47z BNT162b2 10 pg & 4H:7#
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a3 ST mE NEA (5~11 %)
2.5 FEARICBI 3 2 BEFEREA

L, 30ug HELVOEMATIE L. (T7bb, COFEREOWEREICH T O%ER LA
Mmotz)

B AR TR T — AI3EER TH o 7o, B 1 AR AN SN TR E 12DV T
COVID-19 JEFIOBHNAE 21T 9 25, FHE L7z A 2RI IZE 5 LRy, Zaemiinixd 72 <
EDH 2HEMETITIBRRE T £ Tk T 5,

KIGBROH 1 AHE 331 D& athds L O RMERHmIC £S5 %, BNT162b2 OfcfHE LS L
T, 5~12 @zﬂ%{ﬁﬁf 10 pg, 2~5 AR LN 6 H Al ~2 s T 3 ng IR LT,

K5 TIL, 5~12 G Rt DFEREICF517 5 BNTI62b2 10 ug DAR % FF95, KibgEDE
HHE 2 DI EZE T — 5 & L T DERED T —Z DR Z T T B, MOFREIZI TS5/ E
FRAE T — 51T HR T 5,

%5 2/3 FEER Sy

AIBBR D 2/3 FHE S Tl, #EBREITEITH 2:1 THRAEMBIZB WV TER L7- &0 BNT162b2
F72137 T B RICEES LT,

B2 FEIEKE, 74 TR, A—=F U FBIORAS, U TCEBTTH Y, KEHH—ZICH
WTCIBIR S 4072 BNT162b2 O & L~ L D2tk & FaEME, g itkd K OE e (G Rk
TV VT O IEREDERR, 3B X047 COVID-19 JERIEOERIC L D) ZifiT 5,
FEIRNET Y » O v TN T, RIGBRO B FinfE 231 2 /NEERE O SARS-CoV-2 [fiLif H
FPUARIG S %, A2 3N L 72 C4591001 FRERIZISIT D 16~25 ik O PEBRE % ot FRIZFFAM L
oo F£7o, QEIAEFER 7 HETE TI) MIGFFHIETIT T A /L ZFHIT SARS-CoV-2 YLD
PRUN 5~ 12 AT OAEERE DO WBRE 2B T COVID-19 HEE BN D7 &b 21 flERE S h, =
DEEEE CRIEFRIET Y v o v 7 ORI ENEE 2R LT 56, AW 217 ot s L,

I 62, 7ty MIBWTERH &M O 500 M 2 RIS HHE T 280 B2 & 5,

72F, RIRBROE 2/3 FAE 3 TIE, 5~12 AR O T OGRS %2 X5 720D L h K&
IR REMET — X R—= A %G 572D, 2021 8 HnD, T OHEEOHERE 2250 512 B 1 TH
H A, EfFE 2:1 (BNT162 10 pug : 1500 1], 77 &R : 750 ) TOEIEZ/LBZTHOITND

(7720, KHGFEICEENTHRYY) , &6, baR=riHOBEERRO =2, 2021
10 HinD, ZOFEEEOMERE 750 fl &2 BN THAANF TH D, ZibOBMPEHRE NS
BoNDLENT —X1X, AFAREIC/ZRVIRE, S%RET D,

K55 TIT, 5~12 IR DEREIZF517 S BNT162b2 10 ug DARZ Z1595, KGO 2/3
HHES 23 D HH] 7 — 5 &5 S.,

ERMFRICET 2 ER

TR iU{L‘%ﬁ%ﬁmEﬁ?%ﬁFﬁ@{L‘%ﬁﬁéﬁﬁK%bé?ﬁ HHENL, i 2 ORERE OFIEEIC
B L CEREMKDET 5, MBRT — DS X 20 eMmi i, BBREROERMRNRET 5 ET

* C4591007 RSN EESGTH 4 i Qo] Al R) T2 BlicEE L,
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aIFTF o NEA (5~11 %)
2.5 FEARICBI 3 2 BEFEREA

BT CEMT 5, IRREMICEG LRWBIOEERT — LR ARGFEEZETRH YR & 000
B0 2S5 2, MEFAIRIKICOWTIE, BIEKREOR Y E N E R Sz 7k TR E1T
Do

AIBFRIZI T D 5~12 5k A O F-infg OPERE DY 12 5l 72 0, %@I itk T ER S FHFF AT
(EUA) F 721354 ZR T C COVID-19 U 7 F 0 OBEFEN A REIZ 72 o 12354, 1RBR S 5
FHEWEIHEROEREZMEIRT D Z LN TE 5, BMRMRE, Y77 B RBICE Y )5
TR 1T, BB EM T EICHE > T BNTI62b2 B OS2k L, Fo%i34—7
TV TIEBWAEZIT OB R H 5,

1.2.3.1.2. 55 1/2/3 ¥H3B  (C4591001)

C4591001 BRIL =S OMIELAIL, 77 vARRIR, 5 123 iRk CTh 5, KETHE 1/2 AR
th&A%ﬂ%’%ﬁ% TR ISR E A GET LT, 407 COVID-19 e Ef 2 558 LK
(A 2 RIS 5 72 D OWEBRE $5 A ML A A D [EBRSE RIS 2/3 FEskBR ~ LR R L=, &

t,MWklﬂ&1ﬁ 12~15 & DHERE Z R0 AN DIBBR R FH I ZEOWET 1T o 72,

%%?f4y®ﬁ%ﬁ;w EW 7 N—TDOF—H 1%, aIFT 4 fHED 2021 42 A 14 AEE

TRERER LG R, AT SCEWETRE OG22 5 TNT 2021 49 A 28 A ¥ EHFEER E LT
ﬁﬁf%éo
KIBBRIZHOWT, GEFEET Y v V7 OXIREEE LT, 823 M2 5 16~25 i DO#k

B OB IRIMET — % O R RAGERGEEEHZE D TV D Ml%ﬁ%)

1.2.3.1.3. FEH ORER

INREER], B0, RAZRBICLTEMREREY 7 F o Bl IV PO F LD
FIHRFRERR, 7 — A X — R OANNE, 72 5 ONTEEREIRME O 2 DM F U 2 I ik AR AR D ER H
PEate, S50 (FI3ERK S ORERIZEBIT 21BN 0 — 70l BIENT) % Rl £ 721X
EfiiT TH D,

1.24. TRET %018 - R
BIFEOD BNT162b2 (30 pg) DOZhEE - ZhRIE 12 sl EOF 2Bt 5:# & §% [SARS-CoV-2 IZ
EDEYIED TBE ] Th D, BHIEROFF Al E L OEROFEMIZ M1.6.1 HZ SR,

ATKGRHGE X S~ 12 R O/ N 2 BT g & L7z BNT162b2 (10 ng) % 3 IR T 2 [Al4EFE
‘a—é%ﬂ@ﬁ&@%wu%%’ﬁ‘ TAHAZ AR L LTWah,

1.2.5. &SRR OIBHL

C%mm7ﬁ%®%1M% TN OFEE (5~12 AR, 2~5 WA, 6 » HEn~2 miA
i) (R Db HE LAV ERINT 5 72O E M Z B IS T B HiEE AW, &

ﬁ7u774wkiUC%mm1ﬁ&®%3Mﬂ\K%H51rqsﬁ@1&45ﬁ’ﬂ¢éﬁ
MR T Y » 0 T ORRENIEHENER LT 2 B IS &, C4591007 FRABRDE 1 FHE IR 5
FHERTEE 5~ 12 A OFEME NS BtE LT,
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aIFTF o NEA (5~11 %)
2.5 FEARICBI 3 2 BEFEREA

C4591007 iBROE 1 FHE TR T LMt (EL U TRISEN) BRI OGEREET —2 005,
ettt ARMEBLOEWREREZET L LA SN2 LIk, 5~12 @R LU 2~
5 AT OFEE TIX 10 ng, 6 » Hlin~2 Al OFlnfE TIL 3 ng IR L7z, T3 ToO/NR
DFEEEIZIHWNT, K3 ERRET2 BHEERE (FIRRE) (T72b6, mALRUHE) 2MTb
Nz,

1.3. ENARBFBICRB T 318547 — % OFH

C4591007 FBRIZEB T D55 | MHERY DLEEMER L OEFEMET — 2 v D, 5~12 Rl o /NNE I
BUIAAKOHE (10pg) NER SN @3 1THBIWS21H) . 512, F 23 MHEly0
5~12 mEARTw O /NRIZ BT D5y FME OfE B2 oW T, C4591001 3ERD 16~25 ik DR E ICE
T ARERITHT D 0EEME T Y » U T ORRBIEREEENR LT (43225H) , LR -T,
C4591001 7BR THEGIE S A7 16 ik BL BICIIT 2 H0MED, 5~12 iR D/ THHIFRFC& 5,
F 72, C4591007 #BRICEBUVNT, 5~12 BRI DO /NRIZ BNT162b2 % 2 [B[8:ff L 7= & & o224t
FOBSITRO LN oT- (521H)

EINE 1/2 fH3ABR (C4591005) (23517 5 BNT162b2 30 ug @ 2 [alHEFE% O ik & 22 Mok
3 C4591001 FABR & [RIFRECTH V, C4591001 7R T/as 4172 BNT162b2 DA ZhEN H AN T
HHIHFTELZ L9000, ENIZEBWT 16 Ll EDOFE 2 %512 BNT162b2 30 pg M FFFIEFE 4 5%
F 7z,

C4591007 FERDE 2/3 FHE Sy T 5~12 AR O/NRIZ BT 222 BEDORE RN, AZRIEE L
t%%ﬁ%[l%ﬁH%Lmymﬁ%(mwmm),lW%lQmﬁ%(mwm%)]®%%&
KELS B bhotz,

PLEXD, 5~12 RO BARNNETH BNT162b2 (10 pg) DOFZMWER L V2N #fF T&
HEEZD,

14. 54 R4 BLOHBIYBFOBE

Z'KEFI O)ﬁﬂﬂr_‘-j‘ 5/\//7"—: V'El&)f_ﬁuuﬂ(nﬁ%i /\/V//&VEEKJ:U\ICHGCP %J%TL
Tl L7, X COREBRIIEMmE S CHR 2 KERMERKNLE (FDA) , BINES (EU) i
RakBRte o, T OMAE - M3k ME (EEIZZY T 5858) Ik DN HESWCEE
], ik L OWRNT U7z, 1EBRIEMEHEEICIE, A E OB/ OHERFIE A2 M LT,

INRZEXIEE L2 C4591007 iBRITKE, 74T K, "= RBIOUARAS O TEME L
7. F77, C4591001 RBRITKE, 7720, TABLF L, ra, 77UV hBLIORAY
THEHE L, KB OWEERE 13K E O I RS THAAN LT,

141. FBaaF A4 NV AT 7 F U BEEFEEE

E%mEﬁwm‘ SHE L OFM aa T U A VAT 7 F UMMAERE FEME L, 5~ 12 A /)N
%ﬁ%&#émwm%zuo%)@&m&awau DIEYYED TR &2 By & LTz B3
LE&JL%H‘L \—O‘/\T%ﬁ% L/f\—o
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aIFTF o NEA (5~11 %)
2.5 FEARICBI 3 2 BEFEREA

2. AWK F I B3 A ST
2.1. BIAIBAZ

AHFETIL, S~12 AR O/NRZx G L LTARPFEEITY, 7 74 ¥ —%BioNTech £t
%, BEMEZUGEL, EEBIGICBT 2R EZR Lt s FUoF 2 RMtT 5 2 L2 H
N, VU USRI ORI MY AEER E Y, e N U AB IO Y U AR
EH L7 as okl (LT, ARHD) 2R3 LTz,

AANE, mRNA REMENT &G, 5~12 AT O/NEIZ /372 mRNA O AIHE & 72
éo

AFNZ, 2mL OH T ZABASA T CHEE A 1.3 mL FobE U7- 8% C, AMEHiK 1.3 mL THR
L72%, mRNA & LC 1[R[ 720 02mL (mRNA & LC 10pug) % 10 [ AEETH D,
FRBORIACOBRER TH D, AANL, HANSEEATHY, BRAKEE2EETL MY R
RERICIEE S T2 s w=8AIch s, £7-, RIFAIEE £,

TUHIBH R I K OMRIESRMEOFEMIT M2.3.P THICFE#H T 2,

2.2. EIAFHER

NAFTRATEY T 4 BLOVEWRNRIZEEITD 7 F o OFUEM T84S 5. 297, F4hL
Twﬁwo—%%&@%%kiﬁw,U?%V@i?@%ﬁ?%%%iU??/¢@#ﬁKﬂ
THREINEERETDHZ L TH D, BN (FR) TY 7 F 102 X 2 hiii i oEit:
BT Y, ZOBPUFERRAINILER T Y o Y 2 B TR U oS~ & BT LIS R
172 B flifads X O T MR TR L 2 5 & 23, IS OERDIT L E 72 i H OFUREE 3R
ESITWNRW,

2.3. BEERERBR CRHW =AM B L OB LRI 54
M2.7.1 TEIZ, SARS-CoV-2 ~DJEYk b 4o A ORI E OIS 2 Fe# L=,
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aIFTF o NEA (5~11 %)
2.5 FEARICBI 3 2 BEFEREA

3. ERPRIEHICBE 9 A HEFE R
WY 7 F o TR KPR IR D STV, B2 0 T 7 F o 1 B oo I IR

TH D,
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aIFTF o NEA (5~11 %)
2.5 FEARICBI 3 2 BEFEREA

4. FotE (RRERMEEETe) OBERHME

/NRIZET D BNT162b2 DA RMEITGIEIFMET ) o P 0 NS &Ml L2, BRI, 1=
YERRIZ k9% SARS-CoV-2 50%IfLiE FAIHLIAN & 512 & LT, SARS-CoV-2 EYLEEN 721 5~12
A O/NEEERF 1281 D BNT162b2 (10 pg) @ 2 [B1HBEREL 1 » H RO GREISE D, 16~
25 I DA WHEERE 123 1F D BNT162b2 (30 ug) @ 2 [0] H MR 1 » H R ORI TR L TH
ANCHE LIz~ — Y ORANICEEND Z & 2R Lz, sEE R REORHMEEAE (4.1.1
) B X OE R OFEHENT (4.1.2 1) (ZFEik L7z,

5~12 A DFEE IZF 1 D COVID-19 MEEFI~DFIEDOFHMIL, V7 F o EfEaiE-ixv
7 F AR HZ SARS-CoV-2 JEYEMN I R E 23072 < &6 21 BIPEERE L, 72D 5~12 5%
HNEDOWERE 1T )T AIERMET Y » O v S ORI NG SRS ICET AT ETH
éo

C4591007 FABRD 5~12 A D/ (BNT162b2 10 pg £7213 7 7 R 2 85fE) Zxi% & L,
202110 H 8 HAET =2y bAT7HE L, TOR A E CICERSNTZ COVID-19 #EER (B
PN BER S AU 2250 il & OME) (ZHES SRR BIMET — % 2~ d, ARWERHmE B
BLOVEFIHED UL 42,1 TIZ, RN k% 422 THIZEAH® LT,

SARS-CoV-2 FAHFUAIRIERL L ONPCR TlE, NUF—a vy EnN-HEOREM L GEM
1L M2.7.1 AR ks KOS 5 0 hriE)

4.1. FEFHEOFMEE B L OB FE (C4591007 35R)

C4591007 iRER D GIE JFMET — & OFENTIX, T AT RE o IR AR R 4 L OVERI H T Re e JRUME 4R
R L U7z (M5.3.5.1 C4591007 {6BR S A E s X OWEHET il =) |

4.1.1. S R O FEAmE B
%1 A

5~12 AT OWERE O 2 8] A BEfER 7 B D SARS-CoV-2 50%IM1E R FnHTiAAth 2 F 5112 25K
L7z, ZNHORERZHWT, H23 MO OHEL~VERIRL T, 1B OT—2I1%,
2 M HEAES 7 B CICIMIE R E 72137 A /L A F9IT SARS-CoV-2 ~D YL 70\ R ER 12
%L TR LT,

55 2/3 FRERSY

S EMEO EEHRIE, 2 BIHEERE 1 » ARFE Tl Fr £ 72130 A L AFHIIZ SARS-
CoV-2 ~DEGLR 720N, C4591007 785k C BNT162b2 10 pg OEERE % 521 72 5~12 AT O /NR
R DGIEINE & C4591001 5RER D 2/3 FHER 5> T BNT162b2 30 pg O 52 1) 72 16~25 i
DR E ORIEIE & I L C, EFMET ) v Vv T aRT 2 L ThoTo, 5 2/3 iy
TIHUTOTFT—F %8R Lz,

@ C4591007 IR ENF I EUGETH 4 i Qo =] A H) T2 plicEE L,
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aIFTF o NEA (5~11 %)
2.5 FEARICBI 3 2 BEFEREA

e SARS-CoV-2 IfiLii§ FAIFLAM O BT FURAMM (GMT) (U 7 F R /4l fE i)
o /NIRLEHHE TD SARS-CoV-2 FEHERRIZ 31T 2 i HFH LA O & F4) . (GMR)
o PR EFEEE TCORPUAGIRERDE

e SARS-CoV-2 [ EHfER (GMFR) (U 7 F U1/ 4FlinfEhl)

4.1.2. SRR DOREFHAFAT

% 1 A5 TlX, SARS-CoV-2 50%IMiE FFnfTisfii A 2 [0l B #fdt% 7 HRFE CRE L, GMT &
LTERN LT,

23 FHEAICEBWT, RERMT Y v VO, 2 [\ HEFE% 1 5 Ao SARS-CoV-2
50%FRHTARM A FEIE & LT, 5~12 mAii O#ERE 2 C4591001 sRER DS 2/3 FHE4r D 16~25
R DB (2t L CHld 5 Z & THEMi L7z, GMR & FRPUABIRR Ol I LE R T > 72, T
b, FANCHE L7 GMR IZHT 20EIEME TV » ¥ v O EENG - SN HE 12D
I PFIHUAR B R R X 2 3 2 F2 0 L 7,

GMR (T2 e U 7= HUiRAli O A D 75 % RN FEIC Wi #e 9~ = & TR Lz, Wil 95%/5 %8
X%, Student ® t HAFIZ IS < WA & — L OB D ZE1Z 5t DAZHE K ] % R B |2 i 28
#ad s Z L THH L7, GMR O] 95% (XM O TR 0.67 % LEIV, 722 GMR O RHEE
a2y 0.8 LI (JRBR LSz HE CHANIHE) Th-o7258E, GMR T2 0EFEET Y v
CUTNIREND E LT,

FRHURIGERZRIIN—Z T 1 (1 [ BE#HERT 2> 6 PRHUAMEAS 4 7L I2 B5- L7 o
HEEERL, N—XT7 A AEEETRIE (LLOQ) KiiD%a1%, U 7 F el DN
LLOQ ® 4 f5LA L & ITHURIGHR & LTz, FAHURHEER D #23 K O Miettinen and Nurminen
DIFEZES EIG DD 95%E XM ZF I U, PURIGHERICEE D < S itk 7
Uy P T OEINE, GMRIZIEES S GERMT Y v ¥ v FRER SN FEO T T, PRk
BHERR D 22D Wi 95%(FHHK [ O TIRA-10%% LRl > 72858 L Lz,

GMT $ L OV GMFR (225U T % Student D t 434 12563 < ifH] 95%FHEIX I & & HITR LT, 2
o] B #2FE7% 1 » HFFE T2 SARS-CoV-2 JEYLE N 72 W HEBRE (239 2 e FMET — ¥ O ik %
To7-, WRMSHEXEIE, HEMEE A H L, Student O t /AT EES & B L7 (EHE X &
JRREECZAW S 2 2 L TR L7, 2 DORHMBE B O ERMER MRl 95%E XML, FofiaH
WCHH L7z (Clopper-Pearson %) . HRIHFUABGHRZR LIS D5 X TOMHTIZOWT, HUikfhins
LLOQ AR DFE1E LLOQ D 0.5 {F Dl % v 7=,

C4591007 7R OOIBNN D 50258 JEMEREAT (5~ 12 Al O kg O —H TFhi) TiX, SARS-CoV-2
DB L OEWMEIE 12 H T 5 SARS-CoV-2 D B.1.617.2 (T V%) ZRRIZKT 5 Fnpt
Al 2370 L TR Y, 2021 10 ARICT =203 3615 FETH D,

HEFHEY T v b OIEFIEDRE

523 FHE Ay COTFERGEIRME T U » U ZEMIIE, C4591007 RBR  (5~12 i) D5
JEMEY 7 > ko 225 BIOFEAR ATRERF], 38 LTV C4591001 #RBR (16~25 %) TOEELEAIZER
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aIFTF o NEA (5~11 %)
2.5 FEARICBI 3 2 BEFEREA

SNT-HESHREEL Lz, 20L& &, GMR B X OHTRHUKRBIRRD IS S FMET Y
DU T R T TOOBRHNIEENEN 90.4%B KT 92.6% TH oz, IBRUYZFURLETTER
ﬁk@ﬁﬁwiz rf&@,&mrﬁi%%%&ﬁmbtﬁm,n&%w%&va%y@ﬂﬁ
REBIEE S5 72121, 2 B EEERE%R 1 » ARE (Visit4) OIMEMRIEZERICT 285038 & LT
ﬂ%o@(%%vyf/ﬁymm,77?ﬁﬁﬁ0%)%%%&bto

o AT -

523 AHER IR, NEFEEHFEROREE (BRI, AR, RR) B OR—RZ T 1 KD SARS-
CoV-2 YR PN FaSNT, e FAEREAGIE B %855 5 F AT 2 S0 L 7=,

4.2. B OFMEE B X ORI TIE

C4591007 FABRD 5~12 A O/ e (BNT162b2 10 pg £7213 7 7 R 2 85f0) Zxi% & L,
Q1 10H8 AT —Zhy hAT7HEL, ZOBSE TICEMINZ COVID-19 FEERF (K
BN G S T4 2250 il 5 ORAE) (ZEES M7 B T — 2 2”4,

BRI, SCRtMEAT =S RHE L - A2 O T, AR rTREEE R 3 L OVER)
A FTREA RIS E EfiT 5 2 & & Lz (M5.3.5.1 C4591007 1R85 32k 3+ E3 L O
fRMTEHEE) |

4.2.1. BEOFAREE

COVID-19 OJEFIIE, FIEE721L MIS-C & & 2 HALDIER S & 6D T 5~12 moR T OPERE % %t
B, UTFTORMECESW T 7 FUBINCER T2 & LT,

COVID-19 JEFPHE :

C4591007 FER OYERE 5~ 12 AT ZI 1T D COVID-19 SER] (2F X OVEE O FEHE A7~

JEB], 3L UNMIS-C) DOREFERI7Z2BHNT K 0 A 20250 L7z, B DNt E R E2 Rl L

%n,aﬂmn9ﬁ%®7 EMEN DD EE 2 DI, #EERE OB LR LRER 1 TIRER 90 = R B
JHE L TEE R T2 T L LT,

TRBR I FH I =256y, SARS-CoV-2 Kt o> 7= b (2 gl i RS © 5209~ 5 RT-PCR s
[Cepheid t1, KERMEZSLF2S BUA MR T CRAT] Ho&HEE (FRFN) 27 7hiikz
BRI LT, HmRZ2EOLE, HBRE OB IENRER DN BHITE A U 7 B AR 2 B L RSl e
ST 52L& Lz, $£77, BRI X OE - #ulsl ToRUER 2R R b i S
7oo FRHILIERED TO NAAT OFERZEFHIEIZH WD Z & & Lz, Rl EHE Tomt
FERPE LR WEEITIE, LTFOWT IO RIEEIC X 0 K EEEB CHEME L7- NAAT Off
REHWAHZ L&A & LT,

e  Cepheid Xpert Xpress SARS-CoV-2
e  Roche cobas SARS-CoV-2 Real-Time RT-PCR test (EUA200009/A001)
e  Abbott Molecular/RealTime SARS-CoV-2 assay (EUA200023/A001)

JEFIHIE CTlX, SARS-CoV-2 BHHEJER] (55 1 ODEHZEB L O 2 DEFE) , SARS-CoV-2 B EIE
B33 KL OYMIS-C FEBIDSZEIE S vz, BB ITEp & LIERDROICRB LA & Lz, JERD
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TRTHELTHD 4 HUNIZHTZRIERDPHRE S NTZHE, TNOIE—HOBEGEO— & I
L7,

b

SARS-CoV-2 B:EJER] : COVID-19 #EEH :

F1OEEHR (BREHIEEOEMEIZESL)  COVID-19 %W D=OIZkE L, LLTFOMERD
DI L H—oONRD B, OREGEIF E 2 IEGEIFIATE 4 B USRIk RS £ 720X
£E - Ml CoOMmAE MR GERTHE/ M) TO SARS-CoV-2 NAAT BtENEERD Hii-4&

o FEEN

o HTTTRNEMRE T 1Tk o HEAL

o  HBYINFEITEIINOE

o

o HTTZ 7oA E 7 XA AR OBk

o TR E T ITRE O K

o NEMEIR

e T (1H3[RILLEDHEKSFE)

° e H-

o SIRLIEOWEREICBIT HDEARER X OS5 AR OB E RIS D RESEEAR

%2 DEHE CKE CDC BEIER?) : Fikod COVID-19 FEEF O EZRF OIER Y 2 MZLLTF O
JERZ M Z 5723, COVID-19 D728 O Kl TIRER S EATS LB L 1T 258 2R & 07
W,

. T

o EPAFITEH
o  HEINVEIIAETEY
° HEAR

SARS-CoV-2 B ABEDESR : COVID-19 i E 5D A5

SARS-CoV-2 BEEBEEEFIDESR : COVID-19 fEERI T, LATFDOEED D/ EH 1 DIZ5EH L
Sebe L7=34

o HERLVEIREZIRRT D LHHT ORRKA
o FRMREL (WR743) F L UMk (7)) 23 EEHE(ES

o  RAXTOEEFEIFE (Sp02) 92%LLT, WMAKIERIRE (Fi02) 50%E8 T 92%LL F3FF
e, BHRIMAZSEYE (PaO2) FiO, 300 mmHg AT

o LITOEMEMAUEZ ML T DAL
. CPaP

e BiPaP
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o IHMRIEEMEARI
o HRMRHA
e ECMO

o I v ERITLAR
o UUHEWIME (mmHg) 7%, 10 mRN T [70+ (R X2) ] AR, 10 LA LT 90 A
o IMEHERFOT-OICIMEERIEA VI LT 5
o HRRAMEAS
o IMIFEZ LT F =R, BUEM ERO 2 5L EE 70 I_R—2 T 4 D 2 5L E
o  HRLRWLEAE/NFAE
o HEVUNLEVN 4dmg/dL LLEFE2I1F ALT 23 EHEME RO 2 {524 1
o HRRMRREERERETE

e Glasgow Coma Scale A 27 728 11 LA FE/2II_N—Z T A > (HEE) 2603 5RA b
LL o Glasgow Coma Scale A = 7K T 25388 41 5 A5 IR AR O SR 2R {123

o fEHIREE (ICU) ~DAPE
o -

MIS-C EHIDEZE CKE CDC MIS-C FEF] D EFE)

o 21 AT TC 24 BEREILL B2 4072 5 38.0°C LU EDRENGRS B D £ 7213 24 R L Iz 7=
BHIEED B RIEIROHENH D

)

o UITORIEIZEET DEARMAIERE (Fhisk OBRMRALEEIZES ) 231 2LLER
b5

CRP, ESR, 747V /v, ZYuhbiri b=, D-FA~—, 7=UF>, LDH F7-I%
IL-6 ® E&, ffhEkiEin, U o R B LT L7 2 VIRE

N

o ABiZLEL T HIRMICEBRREORE 2 SLl EOMGHA) 25
o DM (Bl:vavs, brA=r kR, BNP L&, Dxa—RE, FEIR)
o BEE (] AMEEREE)

o IMPMRERR (B : ifiZk, ARDS, iZERRIE)
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kg RFlgEEE (B : eV vey bR, ISR EA, THD

BRI (] 3895, BRHBIRZL)
FRREIOE R (B - CVA, MEEMEREIRYE, JMIE)

Re)

o LR EYRBWINN

)

o BI{EFE/IXEITD RT-PCR, MIEMA F 72 I3HUFMAIZ X 5 SARS-CoV-2 YL 5 D fiEd
HHNE

o JEIRTEHLRT 4 WHELLN D COVID-19 ~DBREE

IMIEZAEL : COVID-19 DEFHFIEIR A 72\ PEERH (258 A

e COVID-19 AHE T SARS-CoV-2 ~DHUKBGHE SRR S 7= 55 (L ZN-F5 A 1gG ik
MNEMETH - TR E 1BV T, N-fSA IgG FLikn BBt cdh - 71

o HfEETIXEUTO RT-PCR, MIFFHIRMRAE £ 72 13HUEMAIZ L 5D SARS-CoV-2 YL 5IE DT
PO E T IRIERFEBLRT 4 B E LN O COVID-19 ~DIg#E

o MIEFHIBIOT A LA FHNCHETE L7218 FED COVID-19 YL £ 72 1T S I L W R S
7= COVID-19 O EEM:

4.2.2. BMEOFREAENT

5~12 AT DEME BT D COVID-19 HEEFI~DOBZEDFHAMIL, V7 F o BfEpiE-13v
7 F AEFEMIR FZ SARS-CoV-2 JEYLFRIN I W EER G 3D 7e < & % 21 W;%% L, 7D 5~127%
A OREERE IR T D HIEIRIET Y v U v 7 ORI ERER G- SN G EICET 5 TETH
% (411H) .

2 [B] BEERET 7 HEELIREED COVID-19 (kT2 U 7 F o OFZhE (VE) 13100 x [1—FIERLE

(IRR) ] OBEHRIZLvRkHHZ &L L=, IRRIEBNTI162b2 #0 1000 AEdH 72V & COVID-
19 feEBIORIEFR D 7 7 B RFIHRT D TH D, VE I L ONEHRMR CHH%E L 7= Clopper-
Pearson 752 X 2 Wl 95%EHEXMEZH T2 L & LT,

@ C4591007 IR ENF I EUGETH 4 i Qo =] A H) T2 plicEE L,
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YRR SERE FHREHLE L7 RIERNC LS < VE OfFFTICN %, COVID-19 EAER] (FDA IZ X5 7E
B ILOCDCIZ L DEFRY) , 2 (FEEEEMDRRWV) I3 LT, sibfita G8iEtk,
£ 3 L O Clopper-Pearson 1512 & 5 95%[EHEIXM]) ([CXVEKTHZ L L LT,

4.3. BEFEEORE R
C4591007 FRER DO FIE OFE R O IR B G s E (M5.3.5.1) IR LTz,

ARICETIE, C4591007 REROPERE (5~12 %AT) 1IC2OWT, UTFOMEE =T,
o B 1AHERSY ;2 [BIHHEMES 7 A E COMERNORERM (4.3.1 H)

o 2B AHIESY 2 EIBEHESL 1w AREE TORIEISRZEIZONT, 5~12 5ERliE O wkErE L
C4591001 #BRDEF 2/3 FHERIT D 16~25 mEOWERE % s 260 RMET Y o ¥ v T T
(4.3.271H)

4.3.1. EEMEORER (5~12 AT, 5 1 HH5457)

C4591001 FBR i, 16 LA EOBERZ 7 HEEL L7z 2 [BI B B2F% 1 » H RO MyEBREN S, iR
T 720 A RO B LT=, C4591001 3452 T COVID-19 (Z5%13 5 BNT162b2 DA ZNMENZRD 5
=%, C4591001 FABRD 12~15 mEDOHLER#E D SARS-CoV-2 FFIFUMAAN &, [FFRBRD 16~25 %
OYERE OFFPUAM 2 T2 2 L1k, FEBNHOERBICT 2 0ERETY v
U T ISHESL ST,

C4591007 FER DO 1 A3 TlE, B 23 fHE COREFEMET Y v v 7 Tombl s H &L
IVEIEIRT 572012, NEHELV BT D R SE 2T 57 A & Lz,

ZOTN—TTORIGEMEZ IRC IZTHREFT L7ZRER, 30 ug A F IS (52.12H) , &
JEJEMEDMEATIZ 10 ug & 20 pg IZBRETH Z & EleoTz, B 1 FE 0 O#BRE TiE, 2 B B85
% 7 HEFE T SARS-CoV-2 D MIFFNET2IX T A NV AFHTET » ATFRD Lo
776

4.3.1.1. SR EER (58 1 F8E84)
T —F v b

5 1FRER Sy (5~12 mfoAdii) CoOSERMAER  (2F] A mTRe S L d O AT RE % i
PEAER) 13X, 10 ug B L ON20 pg DIGERD 7 F o Bl L 795 TR S L2, 20 ug BEOD 1
BT 2 521 72 o e ie @, S RMEEER 3 KON 2 HERSN L7c, 10 pg B2 1 B Clipefd
BOMERKRPGEONRD ST,

30 pg BELCHI D AT ALz 16 BlE3_C, 2F A e s R 2R [ 36 L OGN #] e S R 4R
2 BERAN LTz, 10 pg BED 1 F138 LTV 20 pg BED 1 6L, LU OERHIZ X 0 2F H Al Hesa R
MRS & OV rTRE S M [ 2~ B BRAL L 72,

o BRI RREGIEIFIMEEER - U Y F BRI OB N OMEE L T i RS S S a7
Mol-e WTENOHRBEDO T 7 F L2 o 7,
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o FHIlFTRESLIEIRMELEN]  FIVAT O U VY F & 2 BHERE L e oo, 2 [0l EEER 6~
8 HUNIZAZh D OMEE LT SR MERE R MG D e o T2,

A OREE SRR -

551 Ry (5~ 12 mAiis) DORHM rTRE % R E R DR DT & A E1TE AN (742%) Th
O, BAEFRIZT 7V HZRT AV I NIL97%, 7T ANE12.9%, FOMo AFEIL 3.2%Th -
77 BEANR=Y T /T35 VR 6.5% Th o1, HFERO P IMEIT 9.0 5T, #RERE D 48.4%

BRI TH-oT-,

A AT RE e MR O N LR EH AR 1L, MM EREETH o7 (5.2.1.1 TH)
4.3.1.2. SARS-CoV-2 Hfnftisfi (55 1 #E%)
AR X 5 (TR 5 M (GMT)

C4591007 #BR (5~12 miAiis) OF 1 FHERSY CORIEFMT — & 1%, FM ol RE S JF L ©
D SARS-CoV-2 [EYEN 72 W EBRF 12DV TC, HERER] (10 png BB XUV 20 pg ) 12EHI L
72 2FH AIE e MR R C ORE B IR rT e MEER COR R LR ThH - 72,

2 [B BB 7 B GMT 1%, 2 2O EL VL TRBRETH 72 [10 pg B 4162.6 (95%(Z4H
X[ : 2584.7,6704.0) , 20 ug B 4583.4 (95%(SHEX ] : 2802.9, 7494.8) 1 .

4.3.1.3. REFEMEORER (G811 FEE5)

SARS-CoV-2 JEYLIEN 72U 5~12 jfAiis DR 72/ N IZ BNT162b2 & 42FE L 7235412, &
(10 pg R LT 20 pg #) 12T, 2 I HEERER 7 HEFIZ SARS-CoV-2 50% P FIFLIRDNGHE S 41

7oo &5 LARERSY oo 2 [BIHBERES 7 BIFO GMT 1L, 10 pg BERB LN 20 pg BECRIRE TH -

7oo 10 pg BECHR S BAFRSUSEMENR B HIZ 2 s, 823 FIER IS E T D 5~12 A

DOAERIE TO BNT162b2 O E 5w A EIL 10 upg AR Iz (5.2.1.51H)

4.3.2. RBERMEORER (5~12 RN, 5 2/3 HE D)

4321 REFMET Y » DU TS ER (8 2/3 M)

43.2.1.1. T —F v b (5 23 FEH5)

S FPEEE

C4591007 wBR (55 2/3 FHERy) /NS (5~12 mRii)  (BNT162b2 10 ng £72137 7 &
RN L, C4591001 #ABR (5 2/3 FHERSy) OF R (16~257%) (BNT162b230 ug %

7237 T v R A ) OREEMET — 2 2 ik Uiz, IO D BRI RN R C A
K0 HIE 2 Sk LT,

C4591007 FER D 2/3 FHE57 TlE, {RBRSEMEETFIE ICHE S L7 S R A O8I 2 52 17
To/NR (5~12 Ris) OREIFMET — X 5l L7z (G EET U » U2 ZE 5
BNT162b2 & : %3300 B, 77 &AREE : K9 150 ) , BRIV » 2 v TN O s T — %
1%, C4591001 R~ & MEVEZ T8I L 72 (16~25 %) DOEB4ER] (BNT162b2 #f : 9
300 B, 77 EAEE K50 61) oL,

PFIZER CONFIDENTIAL
Page 25



a3 ST mE NEA (5~11 %)
2.5 FEARICBI 3 2 BEFEREA

STAR PTRE 72 S IR AR I, 5~ 12 WA /N TIk BNT162b2 B 294 55 X OV T R EE 147
FICHY, 16~25 kDA g Tld BNT162b2 273 Bl KON 7 R Bt 47 Bl Th - 7=, #HiA]
BESR IS AR s D RN SRR E OEIB 1L, V7 F U TRBETH Y, bEZho72K
ShDOBRHIE, 2 [BI B % 28~42 B LINIZH I OfEE U - JRPERE R MG b v o 7Tz

HThHoT,

2 [ HEEFETS 1 » HBEFE TO SARS-CoV-2 JEYLFE N 72 UWEEA Al RE S R MEEE R, 5~12 A
O/ TIE BNT162b2 B 264 i3 L OV 7 B AREE 130 il HREEL S 41, 16~25 kDO A5 g T
X, BNTI162b2 £ 253 i35 L N7 T & AREE 45 5l CHERE <7~ (Table 1)

HERE DR -

CEIRMET ) v ¥ v T O E NI AN ST &AW 7 N — 7 OHRERE D NFR % Table 2 (2
R, B 2/3 FHER S T 5~12 s O/ NRAERFE OWNFRIL, 2 BIEE#FER | » HREE TR & B
L TBNTI2WR2 BEB L O 7 EARAHEOWNTIICE W T, T XTOHERE & EREET Y v
Uy TEVEEM CRIBRCH o 7= (Table 23) ﬁﬁ@&&hf@%%ﬁ(%m@uﬂﬁzﬁﬁ
Pefit% 1 o ARRICCORPBEZ 7E T Le, ZOMSEEICH N T, PRI E 72 i3RIk aHIC

DI DT> T,

CIEIRMET ) Vv T O ER T, WERBOITE AL EOWERE (99.1%LL E) 231 HEHEHFB
FO2FI B OEFE ST, KEMBOIZEAEOWRE (97.7%0L ) 132 B BHEfE% 1 4 A
TR E5E T L,
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Table 1. Immunogenicity Populations — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and Study C4591001 Phase 2/3 — 16

Through 25 Years of Age
Vaccine Group (as Randomized)
BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
n?* (%) n? (%) n?* (%) n?* (%)
Randomized® 322 (100.0) 300 (100.0) 163 (100.0) 50 (100.0)
All-available immunogenicity population 311 (96.6) 286 (95.3) 156 (95.7) 49 (98.0)
Participants excluded from all-available immunogenicity population 11 (3.4) 14 (4.7) 7 (4.3) 1(2.0)
Reason for exclusion
Did not have at least 1 valid and determinate immunogenicity result after 11 (3.4) 13 (4.3) 7 (4.3) 1(2.0)
vaccination
Unreliable data due to lack of PI oversight 0 1(0.3) 0 0
Evaluable immunogenicity population 294 (91.3) 273 (91.0) 147 (90.2) 47 (94.0)
Without evidence of infection up to 1 month after Dose 2¢ 264 (82.0) 253 (84.3) 130 (79.8) 45 (90.0)
Participants excluded from evaluable immunogenicity population 28 (8.7) 27 (9.0) 16 (9.8) 3(6.0)
Reason for exclusion?
Did not receive 2 doses of the vaccine as randomized 3(0.9) 0 1(0.6) 0
Did not receive Dose 2 within the 19-42 days after Dose 1 3(0.9) 3 (1.0) 2(1.2) 1(2.0)
Did not have at least 1 valid and determinate immunogenicity result within 13 (4.0) 21 (7.0) 14 (8.6) 3 (6.0)
28-42 days after Dose 2
Did not have blood draw at 1 month after Dose 2 visit 7(2.2) 8(2.7) 6 (3.7) 0
1 Month after Dose 2 blood draw outside of window (28-42 days after 6(1.9) 8(2.7) 8(4.9) 2 (4.0
Dose 2)
Had blood draw within the window but no valid and determinate 0 5(1.7) 0 1(2.0)
immunogenicity result obtained in lab
Had important protocol deviation(s) as determined by the clinician 10 (3.1) 4 (1.3) 1(0.6) 0
Unreliable data due to lack of PI oversight 0 1(0.3) 0 0
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Table 1. Immunogenicity Populations — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and Study C4591001 Phase 2/3 — 16
Through 25 Years of Age

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
n* (%) n* (%) n* (%) n* (%)

Abbreviations: COVID-19 = coronavirus disease 2019; NAAT = nucleic acid amplification test; N-binding = SARS-CoV-2 nucleoprotein-binding;

PI = principal investigator; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

a. n= Number of participants with the specified characteristic, or the total sample.

b. These values are the denominators for the percentage calculations.

c. Participants who had no serological or virological evidence (prior to the 1-month post-Dose 2 blood sample collection) of past SARS-CoV-2 infection (ie, N-binding
antibody [serum] negative at Visit 1 and Visit 4 (C4591007) or Visit 3 (C4591001), SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and negative NAAT
[nasal swab] result at any unscheduled visit prior to the 1-month post-Dose 2 blood sample collection) and had no medical history of COVID-19 were included in the analysis.
d. Participants may have been excluded for more than 1 reason.

PFIZER CONFIDENTIAL Source Data: adsl Table Generation: 17SEP2021 (09:12)

(Cutoff Date: C4591001 [24MAR2021]/C4591007 [06SEP2021]) Output File: ./nda2_ubped/C4591007_P23 5 12 Bridging/adva_s008_immu pop p2 12
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Table 2. Disposition of All Randomized Participants Through 1 Month After Dose 2 — Immunobridging Subset — Phase 2/3 — 5 to <12 Years
of Age and Study C4591001 Phase 2/3 — 16 Through 25 Years of Age

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001) (N*=163) (N*=50)
(N*=322) (N*=300) n® (%) n® (%)
n® (%) n® (%)
Randomized 322 (100.0) 300 (100.0) 163 (100.0) 50 (100.0)
Not vaccinated 0 0 0 0
Vaccinated 322 (100.0) 300 (100.0) 163 (100.0) 50 (100.0)
Dose 1 322 (100.0) 300 (100.0) 163 (100.0) 50 (100.0)
Dose 2 319 (99.1) 300 (100.0) 162 (99.4) 50 (100.0)
Completed 1-month post-Dose 2 visit (vaccination period) 319 (99.1) 293 (97.7) 161 (98.8) 50 (100.0)
Discontinued from vaccination period but continued in the study up to 1-month 2 (0.6) 0 1(0.6) 0
post—Dose 2 visit
Discontinued after Dose 1 and before Dose 2 2 (0.6) 0 1 (0.6) 0
Discontinued after Dose 2 and before 1-month post—Dose 2 visit 0 0 0 0
Reason for discontinuation from vaccination period
Withdrawal by participant 1(0.3) 0 1(0.6) 0
Withdrawal by parent/guardian - I I I
Withdrawn from the study before 1-month post-Dose 2 visit 1(0.3) 6 (2.0) 1 (0.6) 0
Withdrawn after Dose 1 and before Dose 2 1(0.3) 0 0 0
Withdrawn after Dose 2 and before 1-month post-Dose 2 visit 0 6 (2.0) 1 (0.6) 0
Reason for withdrawal from the study
Lost to follow-up I - I I
Withdrawal by participant I - I I
PFIZER CONFIDENTIAL
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Table 2. Disposition of All Randomized Participants Through 1 Month After Dose 2 — Immunobridging Subset — Phase 2/3 — 5 to <12 Years
of Age and Study C4591001 Phase 2/3 — 16 Through 25 Years of Age

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001) (N*=163) (N*=50)
(N*=322) (N*=300) n® (%) n® (%)
n® (%) n® (%)
Withdrawal by parent/guardian 1(0.3) 1(0.3) 1(0.6) 0

a. N = number of randomized participants in the specified group. This value is the denominator for the percentage calculations.

b. n=Number of participants with the specified characteristic.

PFIZER CONFIDENTIAL Source Data: adds Table Generation: 16SEP2021 (15:29)

(Cutoff Date: C4591001 [24MAR2021]/C4591007 [06SEP2021]) Output File: ./nda2_ubped/C4591007_P23_5 12 Bridging/adds_s002_disp_immu p2 12
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BERY 7 F B I UOERRR

C4591007 FRERDF 2/3 FHERSY TlX, B EMT7 U v o0 ZHAER (5~12 Bk DIiFE A
COWERE (99%E) NE/ELEID 1T YR 0 ICER A 7=, 18] BB TlX 100%, 2 [FH
BEFE Tl 99.1%38 LTV 99.4% MR ZF 40 BNTI62b2 B8 L N T T R OBFE 25 1) -,

C4591001 FRERODF 2/3 FHERSY Tl, B EMET U » o0 ZHAER (16~25 %) OEEERE )1
HEEAEID T EBVIZ, 1, 2FB & bICEREESZITT-,

C4591007 ERDGIEFMET Y » 0 TR DI & A K O#RE (BNT162b2 #f 305/322 fi
94.7%, 77 BAREE 156/163 5l 95.7%) 1%, TRBRIZMEETEFICHE SN FFASIM (1 Bl B #fE
% 19~23 HBIC 2 A A#fE) CEAEZ 2T 72, PR COBMONGRIE, 1 BB #fE% 19
H R C 2 0] B BEFE 2 32 1 72 W BRE 7 BNT162b2 £ 0.9%3 L OV 7 B AREE 1.2%, 1[5 0 BEFEt
23 HHC 2 [B] H R A 5 1) 7o 98B 2% BNT162b2 £ 3.4% B L O 7 v REE 2.5% CTh - 7=,

C4591007 FBR DG FMET ) o O 0 ZER A8 O BNT162b2 BERB KON 7 B R O#ERE 128
W, 1R H R L 2 [ H ORI 28 A LU EOWEBRE DOEIGIILITO LB Thotz,

o 28~34 HH : BNT162b2 B 1.6%, 77 BAREE0.6% (LLTFFEIE)
o 35~41 HfH : 0.9%, 1.8%

C4591001 REROGIEIFNET Y » ¥ v TSR OIZ & A & OflRE (BNT162b2 # 284/300 i
94.7%, 77 &RHE 43/50 1] 86.0%) X, TRBRIEHEFHEEICHIE S N-FAMIRE (1 Bl B EEE%
19~23 A BIZ 2 [A| A #EfE) CHFEZ T 7o, FFAMIMA COEMONGUT, 1 [BIHBFE% 19 A
R C 2 (8] H 855 252 ) 7o g BR A )N BNT162b2 B¥ 0.3%38 L OV 7 B REE 0%, 1 [0l H 8% 23
HEC 2 [0 B BERE 252 1T 72 W BR 5 78 BNT162b2 ¥ 5.0%B8 L OV 7 B AREE 14.0% TH - 72,

C4591001 FERDGIEFMET Y » 2 0 FHAHE O BNT162b2 #8 L OV 7 B REEOHERE 12k
WG, 1 R HBEE% & 2 [ HEEREORIFRES 28 AL EOWBRE OEESIILATO LB Tho71-,

28~34 A : BNT162b2 £ 2.3%, 77 v REE2.0% (LLFIEIE)

35~41 HfH : 0.7%, 2.0%

49~55 AH : 0%, 2.0%
e 55HE:07%, 0%

BNT162b2 Bt £ 72137 7 B AREED 1 [0l H$Ef: & 2 [0l B B O M O FHIZ, C4591007 R D
INBARERE Tl 14~41 B TH Y, C4591001 FRER OB EIERE Tl 14~55 B TH - 7=,

4.3.2.1.2. A ORFZERORE (BB 2/3 FE8S)

C4591007 FRBROD5E 2/3 AR5y OFFAR rl RS FMEERIC I\ T, 2 M HEEREEE 1 o HRFET
SARS-CoV-2 JEYLIEN 70 INFHEERE  (5~12 mAdM) 0 BNT162b2 FETIE, 53.0%723 5% KL,
TBO%DAN, 64%NBANEIIZT 7Y HRT AVIN, 8O0%NRT PT N, 148%M L A/R=y
7/ FFRRIETH Y, FROFRIEIT 8.0 B CTh oz, N2 T A LHED SARS-CoV-2
RPLL, BNT162b2 BT 7.1%, 7T EREET 88% B TH o7, MO/ (GRfindks K OWE
BICOFHEIZH-SL) X, BNTI162b2 BET 8.0%, 77 BAREET 11.5% Th -7,
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C4591001 FER DS 2/3 FHER Sy DR FTRESE FMESEIZ W T, 2 B HEEFE% | » HRFE T
SARS-CoV-2 [EYFEN 7o WA IR S (16~257%) ¢ BNT162b2 BETIL, 49.8%13 B, 76.7%
DEAN, 107%BBANENET 7V BRT AVIN, 63%NT T N, 31.5%0Nt A= )/
TTURERBETHY, FEROPREIL 210K TH o1, N—R T A VD SARS-CoV-2 JEYL Ik
I%, BNTI162b2 BET 4.8%, 77 BREET 21%0 B THh - 7=, B OFEHER# 1T,
BNT162b2 BT 15.8%, 7 7B REET31.1% CTh-7- (Table3) ,

2 [F] HBERE% 1 5 A FFE T SARS-CoV-2 YRR DN 70 WO R rT RE S ISR R o0 N D e HRaReE
1%, B AT RE S R AR B8 L OVERI H T RE S R SRR o0 N O R rReE & a0 L T

Too [RAERIT, SefEEMAER o N DEEHARR Y, ZRMER O N OFEFIRHE L BTl
ML TWe= (5.22.131H)

Table 3. Demographic Characteristics — Participants Without Evidence of Infection up to 1
Month After Dose 2 — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age
and Study C4591001 Phase 2/3 — 16 Through 25 Years of Age — Evaluable
Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001) (N*=130) (N*=45)
(N*=264) (N*=253) n® (%) n® (%)
n® (%) n® (%)
Sex
Male 140 (53.0) 126 (49.8) 72 (55.4) 16 (35.6)
Female 124 (47.0) 127 (50.2) 58 (44.6) 29 (64.4)
Race
White 206 (78.0) 194 (76.7) 103 (79.2) 29 (64.4)
Black or African American 17 (6.4) 27 (10.7) 5(3.8) 11 (24.4)
American Indian or Alaska Native 0 3(1.2) 0 1(2.2)
Asian 21 (8.0) 16 (6.3) 14 (10.8) 244
Native Hawaiian or other Pacific - I I I
Islander
Multiracial 16 (6.1) 11 (4.3) 6 (4.6) 1(2.2)
Not reported 3(1.1) 2(0.8) 2 (1.5) 1(2.2)
Ethnicity
Hispanic/Latino 39 (14.8) 95 (37.5) 20 (15.4) 12 (26.7)
Non-Hispanic/non-Latino 223 (84.5) 158 (62.5) 110 (84.6) 32(71.1)
Not reported - I I -
Age at vaccination (years)
Mean (SD) 8.3 (1.85) 20.9 (3.02) 8.3 (2.04) 20.8 (3.10)
Median 8.0 21.0 9.0 22.0
Min, max (5, 11) (16, 25) (5, 11) (16, 25)
Obese®
Yes 21 (8.0) 40 (15.8) 15(11.5) 14 (31.1)
PFIZER CONFIDENTIAL
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Table 3. Demographic Characteristics — Participants Without Evidence of Infection up to 1
Month After Dose 2 — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age
and Study C4591001 Phase 2/3 — 16 Through 25 Years of Age — Evaluable
Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001) (N*=130) (N*=45)
(N*=264) (N*=253) n® (%) n® (%)
n® (%) n® (%)
No 243 (92.0) 213 (84.2) 115 (88.5) 31 (68.9)

Abbreviations: COVID-19 = coronavirus disease 2019; NAAT = nucleic acid amplification test; N-binding = SARS-CoV-
2 nucleoprotein-binding;

SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Participants who had no serological or virological evidence (prior to the 1-month post-Dose 2 blood sample
collection) of past SARS-CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and Visit 4 (C4591007) or
Visit 3 (C4591001), SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and negative NAAT [nasal swab]
result at any unscheduled visit prior to the 1-month post-Dose 2 blood sample collection) and had no medical history of
COVID-19 were included in the analysis.

a. N =number of participants in the specified group, or the total sample. This value is the denominator for the
percentage calculations.

b. n=Number of participants with the specified characteristic.

c. Obese is defined as a body mass index (BMI) at or above the 95™ percentile according to the growth chart for 5 to <12
years of age or BMI >30 kg/m? for 16 to 25 years of age.

PFIZER CONFIDENTIAL Source Data: adsl Table Generation: 16SEP2021 (15:29)

(Cutoff Date: C4591001 [24MAR2021]/C4591007 [06SEP2021]) Output

File: ./nda2_ubped/C4591007_P23 5 12 Bridging/adsl_s005_demo p2 12 weoi_evl

4322 IEFMT Y o DU SEN (58 2/3 FHERSY)
4.3.2.2.1. SARS-CoV-2 M{EFFIHLEMO KT EH L (GMR) (58 2/3 #HE4)
2 [B] HBERET 1 % A B T SARS-CoV-2 YL 72 Wik BR B 12 381 D SARS-CoV-2 @ 50% 1 Fn

PUAM D GMT (22T, 5~12 A D/ (10 ug B2FE) @ 16~25 i OEEE (30 pg #
Fi) 2k 2T 1.04 (B 95% EHE X : 0.93,1.18) TodH -7 (Table4) .

GMR D] 95%EHE X M D FRRIX 0.67 Z AV 73> GMR O s EEIL 0.8 LLETH Y, il
WCHE LT 15 fEDOHELE~—V U BRI O EELR- L7 4.121H) . ZHiZE D GMR IZ
S EEMET Y v P TNER S T,
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Table 4. Summary of Geometric Mean Ratios — Participants Without Evidence of Infection up to 1 Month After Dose 2 — Immunobridging
Subset — Phase 2/3 — 5 to <12 Years of Age and Study C4591001 Phase 2/3 — 16 Through 25 Years of Age — Evaluable
Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2
10 pg 30 pg 5 to <12 Years/16-25 Years
5to <12 Years 16-25 Years
(C4591007) (C4591001)
Assay Dose/ n® GMT® 95% CI° n® GMT® (95% CI°) GMR?  (95% CI19) Met Immunobridging
Sampling Objective®
Time Point* (Yes/No)
SARS-CoV-2 neutralization 2/1 Month 264 1197.6  (1106.1,1296.6) 253 1146.5 (1045.5, 1257.2) 1.04  (0.93,1.18) Yes

assay - NT50 (titer)

Abbreviations: COVID-19 = coronavirus disease 2019; GMR = geometric mean ratio, GMT = geometric mean titer; LLOQ = lower limit of quantitation; NAAT = nucleic acid
amplification test; N-binding = SARS-CoV-2 nucleoprotein-binding; NT50 = SARS-CoV-2 serum neutralizing titer 50;

SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Participants who had no serological or virological evidence (prior to the 1-month post-Dose 2 blood sample collection) of past SARS-CoV-2 infection (ie, N-binding
antibody [serum] negative at Visit 1 and Visit 4 (C4591007) or Visit 3 (C4591001), SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and negative NAAT
[nasal swab] result at any unscheduled visit prior to the 1-month post-Dose 2 blood sample collection) and had no medical history of COVID-19 were included in the analysis.

a.  Protocol-specified timing for blood sample collection.

b. n=Number of participants with valid and determinate assay results for the specified assay at the given dose/sampling time point.

c.  GMTs and 2-sided 95% CIs were calculated by exponentiating the mean logarithm of the titers and the corresponding Cls (based on the Student t distribution). Assay results
below the LLOQ were set to 0.5 x LLOQ.

d.  GMRs and 2-sided 95% CIs were calculated by exponentiating the mean difference of the logarithms of the titers ([5 to <12 years] - [16-25 years]) and the corresponding CI
(based on the Student t distribution).

e. Immunobridging is declared if the lower bound of the 2-sided 95% CI for the GMR is > 0.67 and the point estimate of the GMR is > (.8.

PFIZER CONFIDENTIAL Source Data: adva Table Generation: 16SEP2021 (18:27)

(Cutoff Date: C4591001 [24MAR2021]/C4591007 [06SEP2021]) Output File: ./nda2_ubped/C4591007_P23 5 12 Bridging/adva _s004 gmr p2 12 evl
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4.3.2.2.2. FRUARGERR (5 2/3 MHEH )

2 [B] HBEFEP% 1 5 HEF £ T SARS-CoV-2 JRYLE N 72 W RBRE 123 1T 5 2 [al HBEfE% 1 % Ao
FIPURBERRIZ OV TIE, S~12 Rl O/ NI KOV 16~25 D F g O W31 b mu v HFngt
KGR (O THD 992%) ZEER L 4.1.23H) , FRIGURBEEEOZEIZ 0 (W 95%(FHEX
M :-2.0%,22%) ToH-o7- (Table5) ,

GMR [ZEESLGIEFMET Y v VU I NER SN2 005, FRPURBGER=RIZ 3D < g e
TV VO EIT o7 (4.1.23) , FRIHURBGIRERE O 22D 95%(E X H O T RRIZ-2.0% T
HY, ZHUTFEANHE LIS~ —2 0 D-10%% EEl > TH Y FRHRRERICE S < %

EEMET Y » D T INER ST,
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Table 5. Difference in Percentages of Participants With Seroresponse — Participants Without Evidence of Infection up to 1 Month After
Dose 2 — Immunobridging Subset — Phase 2/3 — Comparison of 5 to <12 Years of Age to Study C4591001 Phase 2/3 — 16 Through
25 Years of Age — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2
10 pg 30 pg Difference
5 to <12 Years 16-25 Years
(C4591007) (C4591001)
Assay Dose/ NP n¢ (%) (95% CI1%) NP n¢ (%) (95% CIY) %* (95% CI)
Sampling
Time Point?
SARS-CoV-2 neutralization assay - NT50 2/1 Month 264 262 (99.2) (97.3,99.9) 253 251(99.2) (97.2,99.9) 0.0 (-2.0,2.2)

(titer)

Abbreviations: COVID-19 = coronavirus disease 2019; LLOQ = lower limit of quantitation; NAAT = nucleic acid amplification test;

N-binding = SARS-CoV-2 nucleoprotein-binding; NT50 = SARS-CoV-2 serum neutralizing titer 50; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Seroresponse is defined as achieving a >4-fold rise from baseline (before Dose 1). If the baseline measurement is below the LLOQ, a postvaccination assay result >4 x
LLOQ is considered a seroresponse.

Note: Participants who had no serological or virological evidence (prior to the 1-month post-Dose 2 blood sample collection) of past SARS-CoV-2 infection (ie, N-binding
antibody [serum] negative at Visit 1 and Visit 4 (C4591007) or Visit 3 (C4591001), SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and negative NAAT
[nasal swab] result at any unscheduled visit prior to the 1-month post-Dose 2 blood sample collection) and had no medical history of COVID-19 were included in the analysis.
a. Protocol-specified timing for blood sample collection.

b. N =number of participants with valid and determinate assay results for the specified assay both before vaccination and at the given dose/sampling time point. These values
are the denominators for the percentage calculations.

c. n=Number of participants with seroresponse for the given assay at the given dose/sampling time point.

d. Exact 2-sided CI based on the Clopper and Pearson method.

e. Difference in proportions, expressed as a percentage (5 to <12 years — 16-25 years).

f.  2-Sided CI, based on the Miettinen and Nurminen method for the difference in proportions, expressed as a percentage.

PFIZER CONFIDENTIAL Source Data: adva Table Generation: 16SEP2021 (15:31)

(Cutoff Date: C4591001 [24MAR2021]/C4591007 [06SEP2021]) Output File: ./nda2 ubped/C4591007 P23 5 12 Bridging/adva s003 diff sero p2 12 evl
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4.3.2.3. SARS-CoV-2 H LIl (5 2/3 ¥HE057)

5~12 ARt O /NRE LTV 16~25 ik O F i E T D SARS-CoV-2 FFIHAMIZ W, 2 [[H$H
TE1% 1 » A E T SARS-CoV-2 JEYLEEN 20\ A A RESRIE JFMEE M D F — ¥ Z B LT-,

SARS-CoV-2 JEIIE D 70 WEEA AT RESRIE IRMELEFH OFEF 1, SARS-CoV-2 BEIBEEIC D 6
97, B AT RE S R S L OVRR H AT RE SR MR & TR B RFEEETH - 72,

4.3.2.3.1. EBHERIC R 2 BT A (GMT) (58 2/3 #8E847)

2 [Bl B BEfE% 1 % A IRFE T SARS-CoV-2 [EYLE N 725 Tlk, BNT162b2 @ 2 [0] H #£FH1%

1 » AFRF (52 HH) @ SARS-CoV-2 50%HFHuiRflio> GMT 1%, 5~12 mAditioo/ N (10 pg #2
fil) BLO16~25 Ok (30 pg #fE) OWVWTHIZkBWTh, K& EFH L7 (Figure 1,
Figure 2 35 J.UX Table 6)

2 M HEEFES 1 » ABEOPRPUAED GMT 1%, 5~12 Al O/NETIX 1197.6, 16~25 ik D#
fibfg Tl 1146.5 Th o7z, PRSI L ST T B AR TOPRMBUEMO GMT iF, WIFho
H g T HIEN - T2,

R AT :

SARS-CoV-2 50%F Fifiiafi (GMT) 1%, A BOHRHEIRHERR X O_— 2 F 1 FED SARS-
CoV-2 DJEYLIRBLANZFAM L7z, /IR (5~12 5okiil) B X O mE (16~25 %) TORNE
AT Clx, BNT162b2 BB L OV 7 AR B CORERRTI L O 2 [0 B /% 1 » Ao GMT

1%, 2 [EIEHBEF% 1 » HEFE CTO SARS-CoV-2 JEYEIC L 59, M, AfE L ORIER ClRER
T&dH-o7= (Table7) ,

— IO EF TITHRE DR LN D720, EROMPRIITERZET 5, FifEs L0
BN, FRPURMICERDO H 5 EITRD SN o7, WERBIZBW T, ST LU2
Bl HEEREE 1 5 HEFO GMT 1, ~X—Z 7 A VIRFIZ SARS-CoV-2 JEGEGIE T o - To R E DIE 5
N, EMETHoT-WERE L L CTEfETH o7,

ER R CORR A LLTFICERNT 5,
MR

5~12 R AT OEHTE T, BNT162b2 10 pg @ 2 [0l HEFE 1 % HFFO GMT 135 & CRFRE T
Hov- (B 12185, Zld 1 13953) . 16~25 i D4FHfE T, BNT162b2 30 pg @ 2 [0 H
Fit% 1 » AFEO GMT 1B L CRRE TH 7= (B . 1081.8, #J : 1308.3) (Table7) .

NEER

5~12 jf A OERE Tl, BNT162b2 10 pg o 2 [8] B #:fE1% 1 » HHFO GMT X AFEM CRIRE
Tholz (HAN:12994, BAFZEZT7IVART AV BN 11712, TVT AN :12194)
16~25 ik OFHnfE T, BNT162b2 30 ug @ 2 [0l HEEFE% 1 » A RFO GMT XA FER CRFEE T
bHot= (BN 12256, BAEZEZT 7V BRT AU AN 10103, 77T AN :967.9)

(Table7) . BAEIEIT 7V BRT AV ADABLOT U7 NOYPBREL D D Ipni=, Zi
O OEITEEIZERT 2MLE R H 5,
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BRI

5~12 AT DOAEHIE TiX, BNTI162b2 10 pg @ 2 [l B | » HEED GMT 1%, b A =v 7
S ITTURERERL IO ARy 7 SIETT URERE CRIBE ThH o7 (B A=
S TT % 14123, e A= w7 SIETT R 12769, LATRIE) o 16~25 & OFEHE T
%, BNTI162b2 30 ug @ 2 [l HEME | 5 HEREO GMT X, B AR=v 7 /TF7 R/ BRE R X
W A=Y ST T U RPERE CRIRE CTh o7 (1179.2, 1200.2) .

_R— 25 A VEED SARS-CoV-2 YR,

NR— AT A EED SARS-CoV-2 ALK 235703 5, BNT162b2 H#:FE1C L 0 2ERE T 2 [H]
HEERtL 1 ARSI NN L 7=,

5~12 R AT OFEHTIE Tk, BNT162b2 10 pg @ 2 [0l HEEFE% 1 % H O GMT 1%, _R—AF A
FEIZ SARS-CoV-2 JE&YLGEE (21 B, 3270.0) DIF 5 23 fEtEHE 73 61, 1211.3) kv £ 2.7
fGmnro7z (Table7) . 16~25 i DOFHifE TH, BNT162b2 30 ug @ 2 [a] HH#E#% 1 » AR
GMT 1%, ~X—RA 7 A I SARS-CoV-2 [EIpMEE (13 5], 2253.8) DX H A%, REMEH (259
B, 1151.2) £V & 1.96 fEEh->Tz,

BFIZ, N—R T A VB SARS-CoV-2 EYHMEHR TO GMT B8 L ONGMT @ _EFR X, /M
(5~12 mEAT) DIE D DAME (16~251%) LV bEmhoTz,

WTNOERETHRX—2 T A D SARS-CoV-2 YL EHNRE SN TNWAHZ &b, =
NOOZETIEEICHRT HLERND 5,
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Figure 1.  Geometric Mean Titers and 95% Confidence Intervals: SARS-CoV-2 Neutralization Assay — Participants Without Evidence of
Infection up to 1 Month After Dose 2 — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and Study C4591001 Phase 2/3
— 16 Through 25 Years of Age — Evaluable Immunogenicity Population
100000

4591007 BWT162b2 10 pg 5-<12 years 24501001 BIT162b2 30 pg 16-25 years 24591007 Placebo 5-<12 years 24591001 Placebo 18-25 years
10000
e
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1 —_ — — B SN I S S S S———
D1 D52 D1 D52 D1 D52 D1 D52

Time Point (Day)

Abbreviations: COVID-19 = coronavirus disease 2019; D = day; GMT = geometric mean tter; NAAT = nucleic acid amplification test;

H-binding = 8ARS-CoV-2 nucleoprotein-binding; NT50 = 50% neutralizing titer; SARS-CoV-2 = gsevere acute respiratory syndrome coronavirus 2.

Wate: Number within each bar denotes geometic mean.

Mote: Participants who had no serological or wvirological evidence (prior to the 1-month post-Dose 2 blood sample collection) of past SARS-CoWV-2 infection
(ie, N-binding antibody [senam] negative at Visit 1 and Visit 4 (C4591007) or Visit 3 (C4591001), SARS-CoV-2 not detected by WAAT [nasal swab] at Visits 1
and 2, and negative MAAT [nasal swab] result at any unscheduled wisit prior to the 1-month post-Dose 2 blood sample collection) and had no medical history
of COWVID-19 were included in the analysis.

PFIZER. CONFIDENTIAL Source Data: adva Date of Generation: 163EP2021 (16:11)

{(Cutoff Date: C4591001 [24MAR2021]424591007 [06SEP2021])

Output File: /nda2 ubped/C4591007 P23 5 12 Bridging/adwva f002 sars 50 p2 12 evl
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Figure2.  Reverse Cumulative Distribution Curves, SARS-CoV-2 Neutralization Assay — Participants Without Evidence of Infection up to 1
Month After Dose 2 — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and Study C4591001 Phase 2/3 16 Through 25

Years of Age — Evaluable Inmunogenicity Population
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“Vaccine Group by Age Group and Time Point
= = (4591007 BNT162b2 10 ug 5-<12 years, before D1 == © = C4591007 Flacebo 5-<12 years, before D1
— @ — (4591007 BNT162b2 10 pg5-<12 years, IM-PD2 = - = (4591007 Placebo 5-<12 years, IM-FD2
=-=f=- 4591001 BNT162b2 30 g 16-25 years, before D1 ——s—— C4591001 Placebo 16-25 years, before D1
= =&k — - 4591001 BNT162b2 30 pg 16-25 years, 1M-PD2 ¥ C4591001 Placebo 16-25 years, IM-PD2

Abbreviations: COVID-19 = coronavirus disease 2019; D1 =Dose 1; IM-PD2 = 1 month after Dose 2; LLOQ = lower limit of quantitation;

NAAT = nuecleic acid amplification test; M-binding = BARS-CoV-2 nucleoprotein-binding; NT50 = 50% neutralizing titer;

RCDC =reverse curmulative distiibution curve; SARS-CoV-2 = severe acute respiratory syndrome coronavinus 2.

Iote: LLOQ value is represented using a vertical line. Assay results below the LLOQ were setto 0.5 = LLOQ in the analysis.

IWote: Participants who had no serological or virological evidence (prior to the 1-month post-Dose 2 blood sample collection) of past SARS-CoV-2 infection
(ie, N-binding antbody [serum] negative at Visit 1 and Visit 4 (C4591007) or Visit 3 (C4591001), BARS-CoV-2 not detected by WAAT [nasal swab] at Visits 1
and 2, and negative NAAT [nasal swab] result at any unscheduled wisit prior to the 1-month post-Dose 2 blood sample collection) and had no medical history
of COVID-19 were included in the analysis.

PFIZER CONFIDENTIAL Source Data: adva Date of Generaton: 16SEP2021 (16:11)

(Cutoff Date: C4591001 [24MAR202171/4C04591007 [06SEP2021])

Output File: /nda2 ubped/C4591007_P23 5 12 Birdging/adwa_f003_sars 50 p2_12_evl
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Table 6. Summary of Geometric Mean Titers — NT50 — Participants Without Evidence of Infection up to 1 Month After Dose 2 —
Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and Study C4591001 Phase 2/3 — 16 Through 25 Years of Age —
Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
Assay Dose/ n® GMTe (95% CI°) n® GMT¢ (95% CI°) n® GMT¢ (95% CI9) n® GMT® (95% CI°)
Sampling
Time Point?
SARS-CoV-2 neutralization 1/Prevax 264 10.1 (9.9, 10.3) 253 10.3 (9.8, 10.8) 130 10.0 (10.0,10.0) 45 10.0 (10.0, 10.0)

assay - NT50 (titer)
2/1 Month 264 1197.6 (1106.1,1296.6) 253 1146.5 (1045.5,1257.2) 130 10.7 (9.7,11.8) 45 10.0 (10.0, 10.0)

Abbreviations: COVID-19 = coronavirus disease 2019; GMT = geometric mean titer; LLOQ = lower limit of quantitation; NAAT = nucleic acid amplification test; N-binding =
SARS-CoV-2 nucleoprotein-binding; NT50 = 50% neutralizing titer; Prevax = before vaccination; SARS-CoV-2 = severe

acute respiratory syndrome coronavirus 2.

Note: Participants who had no serological or virological evidence (prior to the 1-month post-Dose 2 blood sample collection) of past SARS-CoV-2 infection (ie, N-binding
antibody [serum] negative at Visit 1 and Visit 4 (C4591007) or Visit 3 (C4591001), SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and negative NAAT
[nasal swab] result at any unscheduled visit prior to the 1-month post-Dose 2 blood sample collection) and had no medical history of COVID-19 were included in the analysis.
a. Protocol-specified timing for blood sample collection.

b. n=Number of participants with valid and determinate assay results for the specified assay at the given dose/sampling time point.

c.  GMTs and 2-sided 95% ClIs were calculated by exponentiating the mean logarithm of the titers and the corresponding Cls (based on the Student t distribution). Assay results
below the LLOQ were set to 0.5 x LLOQ.

PFIZER CONFIDENTIAL Source Data: adva Table Generation: 16SEP2021 (15:33)

(Cutoff Date: C4591001 [24MAR2021]/C4591007 [06SEP2021]) Output File: ./nda2_ubped/C4591007_P23_5 12 Bridging/adva_s001_gmt p2 12 evl
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Table 7. Summary of Geometric Mean Titers, by Subgroup — NT50 — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and
Study C4591001 Phase 2/3 — 16 Through 25 Years of Age — Evaluable Immunogenicity Population
Vaccine Group (as Randomized)
BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (€C4591001)
(C4591007) (C4591001)
Assay Subgroup n¢ GMT? n¢ GMT! n¢ GMT* n¢ GMT*
(95% CI19) (95% CI19) (95% CI19) (95% CI1Y)
SARS-CoV-2 neutralization All 294 11.5 272 114 147 12.4 47 10.0
assay - NT50 (titer) (10.7, 12.3) (10.6, 12.3) (11.0, 14.0) (10.0, 10.0)
Sex
Male 153 10.8 133 114 84 12.6 17 10.0
(10.1, 11.6) (10.1, 12.9) (10.7, 14.8) (10.0, 10.0)
Female 141 12.3 139 11.5 63 12.2 30 10.0
(10.9, 13.8) (10.4, 12.6) (10.2, 14.6) (10.0, 10.0)
Race
White 232 11.8 204 10.4 120 13.0 29 10.0
(10.9, 12.9) (9.9, 11.0) (11.3, 15.0) (10.0, 10.0)
Black or African American 18 10.0 32 16.4 5 10.0 12 10.0
(10.0, 10.0) (10.5, 25.6) (10.0, 10.0) (10.0, 10.0)
American Indian or Alaska 0 NE 4 22.1 0 NE 1 10.0
Native (NE, NE) (1.8,277.4) (NE, NE) (NE, NE)
Asian 23 11.0 17 13.0 14 10.0 3 10.0
(9.5, 12.8) (7.5,22.5) (10.0, 10.0) (10.0, 10.0)
Native Hawaiian or other I I I I
Pacific Islander
Multiracial 17 10.0 12 12.3 6 10.0 1 10.0
(10.0, 10.0) (7.8,19.2) (10.0, 10.0) (NE, NE)
Not reported 3 10.0 2 10.0 2 10.0 1 10.0
(10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (NE, NE)
Ethnicity
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Table 7. Summary of Geometric Mean Titers, by Subgroup — NT50 — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and
Study C4591001 Phase 2/3 — 16 Through 25 Years of Age — Evaluable Inmunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (€C4591001)
(C4591007) (C4591001)

Assay Dose/ Subgroup n¢ GMT? n¢ GMT! n¢ GMT* n¢ GMT*
Sampling (95% CIY) (95% CI19) (95% CI19) (95% CI19)
Time Point?

Hispanic/Latino 46 143 98 10.6 26 19.4 12 10.0
(10.8, 19.0) (9.7, 11.6) (11.6, 32.5) (10.0, 10.0)
Non-Hispanic/non-Latino 246 11.0 174 11.9 121 11.3 34 10.0
(10.4, 11.7) (10.6, 13.3) (10.3, 12.3) (10.0, 10.0)
Not reported I . I I I I I .
Baseline SARS-CoV-2 Status®
POS 21 59.8 13 91.3 13 114.5 1 10.0
(33.5, 106.5) (45.1, 184.7) (71.6, 183.0) (NE, NE)
NEG 273 10.1 259 10.3 134 10.0 46 10.0
(9.9, 10.3) (9.8, 10.8) (10.0, 10.0) (10.0, 10.0)
2/1 Month ~ All 294 1300.3 273 1192.6 147 13.5 47 10.3
(1195.9, 1413.8) (1089.7, 1305.2) (11.6, 15.8) (9.7,10.9)
Sex
Male 153 1218.5 133 1081.8 84 14.5 17 10.0
(1102.8, 1346.3) (939.2, 1245.9) (11.5,18.3) (10.0, 10.0)
Female 141 1395.3 140 1308.3 63 12.3 30 10.4
(1216.4, 1600.6) (1168.1, 1465.5) (10.2, 14.8) (9.6, 11.4)
Race
White 232 1299.4 205 1225.6 120 14.5 29 10.0
(1178.8, 1432.4) (1120.7, 1340.3) (12.0, 17.4) (10.0, 10.0)
Black or African American 18 1171.2 32 1010.3 5 10.0 12 11.2
(823.7, 1665.4) (657.3, 1552.9) (10.0, 10.0) (8.8, 14.2)
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Table 7. Summary of Geometric Mean Titers, by Subgroup — NT50 — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and
Study C4591001 Phase 2/3 — 16 Through 25 Years of Age — Evaluable Inmunogenicity Population
Vaccine Group (as Randomized)
BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (€C4591001)
(C4591007) (C4591001)

Assay Dose/ Subgroup n¢ GMT? n¢ GMT! n¢ GMT* n¢ GMT*
Sampling (95% CI19) (95% C19) (95% C19) (95% C19)
Time Point*

American Indian or Alaska 0 NE 4 1905.7 0 NE 1 10.0
Native (NE, NE) (724.8, 5011.0) (NE, NE) (NE, NE)
Asian 23 12194 17 967.9 14 10.0 3 10.0
(918.6, 1618.6) (641.0, 1461.3) (10.0, 10.0) (10.0, 10.0)
Native Hawaiian or other I I I I
Pacific Islander
Multiracial 17 1435.8 12 1236.8 6 10.0 1 10.0
(1086.7, 1896.9) (649.5, 2354.8) (10.0, 10.0) (NE, NE)
Not reported 3 1659.9 2 2028.7 2 10.0 1 10.0
(616.0, 4472.4) (715.8, 5749.2) (10.0, 10.0) (NE, NE)
Ethnicity
Hispanic/Latino 46 14123 98 1179.2 26 20.0 12 10.0
(1118.1, 1783.9) (1046.6, 1328.6) (11.7,34.3) (10.0, 10.0)
Non-Hispanic/non-Latino 246 1276.9 175 1200.2 121 12.4 34 10.4
(1166.4, 1397.9) (1059.4, 1359.6) (10.7, 14.4) (9.6,11.2)
Not reported I . I I I I I .
Baseline SARS-CoV-2 Status®
POS 21 3270.0 13 2253.8 13 133.2 1 37.0
(2032.1, 5261.8) (1497.7,3391.5) (81.0,219.0) (NE, NE)
NEG 273 1211.3 259 1151.2 134 10.8 46 10.0
(1121.1, 1308.7) (1050.5, 1261.5) (9.8, 12.0) (10.0, 10.0)
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Table 7. Summary of Geometric Mean Titers, by Subgroup — NT50 — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and
Study C4591001 Phase 2/3 — 16 Through 25 Years of Age — Evaluable Inmunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (€C4591001)
(C4591007) (C4591001)
Assay Dose/ Subgroup n¢ GMT! n¢ GMT! n¢ GMT? n¢ GMT?
Sampling (95% CI19) (95% CI19) (95% CI19) (95% CI19)

Time Point?

Abbreviations: COVID-19 = coronavirus disease 2019; GMT = geometric mean titer; LLOQ = lower limit of quantitation; NAAT = nucleic acid amplification test; N-binding =
SARS-CoV-2 nucleoprotein-binding; NE = not estimable; NEG = negative; NT50 = 50% neutralizing titer;

POS = positive; Prevax = before vaccination; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

a.  Protocol-specified timing for blood sample collection.

b. POS = positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history of COVID-19. NEG = negative N-binding antibody result at Visit 1,
negative NAAT result at Visit 1, and no medical history of COVID-19. Participants whose baseline SARS-CoV-2 status cannot be determined because of missing N-binding
antibody or NAAT at Visit 1 were not included.

c. n=Number of participants with valid and determinate assay results for the specified assay at the given dose/sampling time point.

d. GMTs and 2-sided 95% CIs were calculated by exponentiating the mean logarithm of the titers and the corresponding CIs (based on the Student t distribution). Assay results
below the LLOQ were set to 0.5 x LLOQ.

PFIZER CONFIDENTIAL Source Data: adva Table Generation: 16SEP2021 (15:33)

(Cutoff Date: C4591001 [24MAR2021]/C4591007 [06SEP2021]) Output File: ./nda2_ubped/C4591007_P23_5 12 _Bridging/adva_s001_gmt_sub_p2 12 _evl
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5~ 12 AT DM E T, BNT162b2 10 pg @ 2 [Bl B4/ 1 » A D GMFR 1%, ~N—Z 5
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Table 8. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point — NT50 — Participants Without
Evidence of Infection up to 1 Month After Dose 2 — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and Study
C4591001 Phase 2/3 — 16 Through 25 Years of Age — Evaluable Inmunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
Assay Dose/ n® GMFR® n® GMFR® n® GMFR® n® GMFR®
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)
Time Point*
SARS-CoV-2 neutralization assay - NT50 (titer) 2/1 Month 264 118.2 253 111.4 130 1.1 45 1.0
(109.2, 127.9) (101.2, 122.7) (1.0, 1.2) (1.0, 1.0)

Abbreviations: COVID-19 = coronavirus disease 2019; GMFR = geometric mean fold rise; LLOQ = lower limit of quantitation; NAAT = nucleic acid amplification test; N-
binding = SARS-CoV-2 nucleoprotein-binding; NT50 = 50% neutralizing titer; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Participants who had no serological or virological evidence (prior to the 1-month post-Dose 2 blood sample collection) of past SARS-CoV-2 infection (ie, N-binding
antibody [serum] negative at Visit 1 and Visit 4 (C4591007) or Visit 3 (C4591001), SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and negative NAAT
[nasal swab] result at any unscheduled visit prior to the 1-month post-Dose 2 blood sample collection) and had no medical history of COVID-19 were included in the analysis.
a.  Protocol-specified timing for blood sample collection.

b. n=Number of participants with valid and determinate assay results for the specified assay at both prevaccination time points and at the given dose/sampling time point.
c.  GMFRs and 2-sided 95% Cls were calculated by exponentiating the mean logarithm of the fold rises and the corresponding Cls (based on the Student t distribution). Assay
results below the LLOQ were set to 0.5 x LLOQ in the analysis.

PFIZER CONFIDENTIAL Source Data: adva Table Generation: 16SEP2021 (15:31)

(Cutoff Date: C4591001 [24MAR2021]/C4591007 [06SEP2021]) Output File: ./nda2 ubped/C4591007 P23 5 12 Bridging/advas _s001 gmfr p2 12 weoi evl
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Table 9. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point, by Baseline SARS-CoV-2
Status — NT50 — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and Study C4591001 Phase 2/3 — 16 Through 25
Years of Age — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
Assay Dose/ Baseline n® GMFR! n® GMFR¢ n® GMFR! n® GMFR!
Sampling SARS-CoV-2 (95% CI19) (95% CI19) (95% CI19) (95% CI19)
Time Point*  Status®
SARS-CoV-2 neutralization assay - NT50 2/1 Month ALL 294 113.1 272 104.2 147 1.1 47 1.0
(titer) (104.4, 122.6) (94.1, 115.3) (1.0, 1.2) (1.0, 1.1)
POS 21 54.7 13 24.7 13 1.2 1 3.7
(35.3, 84.7) (13.9,43.8) (0.9, 1.5) (NE, NE)
NEG 273 119.6 259 112.0 134 1.1 46 1.0
(110.8, 129.2) (101.7,123.2) (1.0, 1.2) (1.0, 1.0)

Abbreviations: COVID-19 = coronavirus disease 2019; GMFR = geometric mean fold rise; LLOQ = lower limit of quantitation; NAAT = nucleic acid amplification test; N-
binding = SARS-CoV-2 nucleoprotein-binding; NE = not estimable; NEG = negative; NT50 = 50% neutralizing titer;

POS = positive; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

a. Protocol-specified timing for blood sample collection.

b. POS = positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history of COVID-19. NEG = negative N-binding antibody result at Visit 1,
negative NAAT result at Visit 1, and no medical history of COVID-19. ALL = irrespective of baseline SARS-CoV-2 status, including missing baseline status.

c. n=Number of participants with valid and determinate assay results for the specified assay at both prevaccination time points and at the given dose/sampling time point.

d. GMFRs and 2-sided 95% ClIs were calculated by exponentiating the mean logarithm of the fold rises and the corresponding Cls (based on the Student t distribution). Assay
results below the LLOQ were set to 0.5 x LLOQ in the analysis.

PFIZER CONFIDENTIAL Source Data: adva Table Generation: 16SEP2021 (15:31)

(Cutoff Date: C4591001 [24MAR2021]/C4591007 [06SEP2021]) Output File: ./nda2_ubped/C4591007_P23_5 12 Bridging/advas s001_gmfr p2 12 evl
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Table 10.  Number (%) of Participants With Seroresponse — Participants Without Evidence of Infection up to 1 Month After Dose 2 —
Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and Study C4591001 Phase 2/3 — 16 Through 25 Years of Age —
Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (€C4591001)
(C4591007) (C4591001)

Assay Dose/ NP n¢ (%) NP n¢ (%) NP n¢ (%) NP n® (%)

Sampling (95% CI1%) (95% CI1Y) (95% CIY) (95% CI1Y)
Time Point?
SARS-CoV-2 neutralization assay - NT50 (titer) 2/1 Month 264 262 (99.2) 253 251 (99.2) 130 2 (1.5) 45 0(0.0)
(97.3,99.9) (97.2,99.9) 0.2,5.4) (0.0, 7.9)

Abbreviations: COVID-19 = coronavirus disease 2019; LLOQ = lower limit of quantitation; NAAT = nucleic acid amplification test;

N-binding = SARS-CoV-2 nucleoprotein-binding; NT50 = 50% neutralizing titer; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Seroresponse is defined as achieving a >4-fold rise from baseline (before Dose 1). If the baseline measurement is below the LLOQ, a postvaccination assay result >4 x
LLOQ is considered a seroresponse.

Note: Participants who had no serological or virological evidence (prior to the 1-month post-Dose 2 blood sample collection) of past SARS-CoV-2 infection (ie, N-binding
antibody [serum] negative at Visit 1 and Visit 4 (C4591007) or Visit 3 (C4591001), SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and negative NAAT
[nasal swab] result at any unscheduled visit prior to the 1-month post-Dose 2 blood sample collection) and had no medical history of COVID-19 were included in the analysis.
a. Protocol-specified timing for blood sample collection.

b. N =number of participants with valid and determinate assay results for the specified assay both before vaccination and at the given dose/sampling time point. These values
are the denominators for the percentage calculations.

c. n=Number of participants with seroresponse for the given assay at the given dose/sampling time point.

d. Exact 2-sided CI based on the Clopper and Pearson method.

PFIZER CONFIDENTIAL Source Data: adva Table Generation: 16SEP2021 (15:31)

(Cutoff Date: C4591001 [24MAR2021]/C4591007 [06SEP2021]) Output File: ./nda2_ubped/C4591007_P23_5 12 Bridging/adva s003_fr4 p2 12 wout evl

PFIZER CONFIDENTIAL
Page 50



aIFTF o NREA (5~11 %)
2.5 FEARICBI 3 2 BEFEREA

Table 11.  Number (%) of Participants With Seroresponse, by Subgroup — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and
Study C4591001 Phase 2/3 — 16 Through 25 Years of Age — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
Assay Dose/ Subgroup Ne nd (%) Ne nd (%) N¢ nd (%) Ne nd (%)
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)
Time Point*
SARS-CoV-2 neutralization assay 2/1 Month ~ All 294 292(99.3) 272 270 (99.3) 147 214 47 0(0.0)
- NTS50 (titer) (97.6, 99.9) (97.4,99.9) (0.2,4.8) (0.0,7.5)
Sex
Male 153 153 (100.0) 133 131 (98.5) 84 2(24) 17 0(0.0)
(97.6, 100.0) (94.7,99.8) (0.3, 8.3) (0.0, 19.5)
Female 141 139 (98.6) 139 139 (100.0) 63 0(0.0) 30 0(0.0)
(95.0,99.8) (97.4, 100.0) (0.0,5.7) (0.0, 11.6)
Race
White 232 230 (99.1) 204 204 (100.0) 120 2117y 29 0(0.0)
(96.9, 99.9) (98.2, 100.0) 0.2,5.9) (0.0, 11.9)
Black or African American 18 18 (100.0) 32 30 (93.8) 5 0(0.0) 12 0 (0.0)
(81.5, 100.0) (79.2,99.2) (0.0, 52.2) (0.0, 26.5)
American Indian or Alaska Native 0 0 (NE) 4 4 (100.0) 0 0 (NE) 1 0(0.0)
(NE, NE) (39.8, 100.0) (NE, NE) (0.0, 97.5)
Asian 23 23 (100.0) 17 17 (100.0) 14 0(0.0) 3 0(0.0)
(85.2, 100.0) (80.5, 100.0) (0.0, 23.2) (0.0, 70.8)
Native Hawaiian or other Pacific I I I I
Islander
Multiracial 17 17 (100.0) 12 12 (100.0) 6 0(0.0) 1 0(0.0)
(80.5, 100.0) (73.5, 100.0) (0.0, 45.9) (0.0, 97.5)
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Table 11.  Number (%) of Participants With Seroresponse, by Subgroup — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and
Study C4591001 Phase 2/3 — 16 Through 25 Years of Age — Evaluable Inmunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (€C4591001)
(C4591007) (C4591001)

Assay Dose/ Subgroup N¢ n¢ (%) N¢ n¢ (%) Ne¢ n¢ (%) N¢ n¢ (%)
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)
Time Point*

Not reported 3 3 (100.0) 2 2 (100.0) 2 0(0.0) 1 0(0.0)
(29.2, 100.0) (15.8, 100.0) (0.0, 84.2) (0.0, 97.5)
Ethnicity
Hispanic/Latino 46 46 (100.0) 98 98 (100.0) 26 0(0.0) 12 0(0.0)
(92.3, 100.0) (96.3, 100.0) (0.0, 13.2) (0.0, 26.5)
Non-Hispanic/non-Latino 246 244 (99.2) 174 172 (98.9) 121 2(1.7) 34 0(0.0)
(97.1,99.9) (95.9,99.9) (0.2,5.8) (0.0, 10.3)

k' &' ' A

Baseline SARS-CoV-2 Status®

POS 21 21(100.0) 13 13(100.0) 13 0(0.0) 1 0 (0.0)
(83.9, 100.0) (75.3, 100.0) (0.0, 24.7) (0.0, 97.5)
NEG 273 271(99.3) 259  257(99.2) 134 2(1.5) 46 0 (0.0)
(97.4,99.9) (97.2,99.9) (0.2,5.3) (0.0, 7.7)
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Table 11.  Number (%) of Participants With Seroresponse, by Subgroup — Immunobridging Subset — Phase 2/3 — 5 to <12 Years of Age and
Study C4591001 Phase 2/3 — 16 Through 25 Years of Age — Evaluable Inmunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
10 pg 30 pg 5 to <12 Years 16-25 Years
5 to <12 Years 16-25 Years (C4591007) (€C4591001)
(C4591007) (C4591001)
Assay Dose/ Subgroup N¢ n? (%) Ne n? (%) N¢ n? (%) N¢ n? (%)
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)

Time Point*

Abbreviations: COVID-19 = coronavirus disease 2019; LLOQ = lower limit of quantitation; NAAT = nucleic acid amplification test;

N-binding = SARS-CoV-2 nucleoprotein-binding; NE = not estimable; NEG = negative; NT50 = 50% neutralizing titer; POS = positive;

SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Seroresponse is defined as achieving a >4-fold rise from baseline (before Dose 1). If the baseline measurement is below the LLOQ, a postvaccination assay result >4 x
LLOQ is considered a seroresponse.

a. Protocol-specified timing for blood sample collection.

b. POS = positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history of COVID-19. NEG = negative N-binding antibody result at Visit 1,
negative NAAT result at Visit 1, and no medical history of COVID-19.

c¢. N =number of participants with valid and determinate assay results for the specified assay both before vaccination and at the given dose/sampling time point. These values
are the denominators for the percentage calculations.

d. n=Number of participants with seroresponse for the given assay at the given dose/sampling time point.

e. Exact 2-sided CI based on the Clopper and Pearson method.
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4.3.2.4. RBFEMEORR (G 2/3 FEY)

BNT162b2 10 pg {2 & % SARS-CoV-2 50%IfLIF P AHLIAAT 2 60225 DFatE & LT, BNT162b2

10 pg OFEFEA 21T 72 5~12 A O/ NEHERE & BNT162b2 30 pg OEEFE A 21T 72 16~25 1% D
R O GMR 3 X ORISR O EEZ T 5 Z LIC K D RERIET ) v 2 T &5
il L7z,

R (5~12 mEA) E AR (16~25 %) % Hhlg L72BRD GMR OB FEHEIL, il 95%(5 48
XD FIRN 0.67 Z LA 2> S HEEES 0.8 LLETH Y, FFHURBGERER D 750D pl Th FE 1
X, W 95%EHEIX M D FIRM-10%% LElS Z & Tho7-, FERE LT, GMR X 1.04 (FifHl
95%(EHE XM : 0.93, 1.18) , TRIHUABERDZEIT 0 (Wi 95%(EHEIX R : -2.0%, 2.2%) TbH
D, WA B OFEHE A2 L2726 C4591007 3RBR D 5~12 A OFE g T o ik~
Vo DU T NER I N,

MAEER 2B\ T, BNTL62b2 O 2 [ H B 1 » HBRIC T, X=X T A (U 7 F L BEFERT)
L L C GMT 8 XN GMFR DEEE 72 EF-B L OEWH ISR RN GRS BT, W
BT & A EOWERE T, BNT162b2 O 2 [0 H e 1 » H BRI HUAR 52 2Rk LT,

GMT 3 X O FIPUARGERER O E RN TlX, —EOEOEROWRELDNBR STV
DD, WEHRE TN OFEHERRREIC IE S < RS IR B IR O B 5 213720 2 L RIE S
Nz, N—RA T A UFEZ SARS-CoV-2 Y5 Td - 7o B Tld 2 Bl H BERE% 1 % ARFD
SARS-CoV-2 50% T FHAAMM 2w <, el Th - - gkBrE ClIEf@nio o 2 M BB 1 » A
FTCOFURMMMARE S EH Lz, WInd RRPURGIERITE <, X—R T A VFFD SARS-
CoV-2 JEYLRIIZ X - TEITRD o7,

2 Bl H % 1 % HIRFD SARS-CoV-2 50% Rz fatE & LC, 5~12 Al D/ NEgkbng
(28T 5 BNT162b2 (10 ug) @ 2 [BIHEEFE% 1 5 ARFOGRIEISEX, 16~25 ik O AR E 1
175 BNT162b2 (30 pug) @ 2[RI BEHE% 1 » AREOGIEINE S L Tz,

4.4. HEMEDORER

C4591007 FRBRD 5~12 AT O/NE (BNT162b2 10 pg 72137 7 v R 2 8fE) 234 LT,
202110 A S AT —X Wy A7 RHE L, ZTOREEE CICERM SN COVID-19 HEER] (5
WNT GRS AT 2250 Bl D) IZHS BN AT — % Zm T,

C4591007 BRTIX L W 2 < OREMNT — X 2455 720124 2250 FlOEINEGR A ihH T2, Z D
BIEEEFI DR CTF—X B> b4 7 HE TIZ 10 il COVID-19 #eE B2 A5 S u7=23, 2 Bl H
B 7 A LARRIZERYD B 4L72 COVID-19 fEERI Tlid/e o7z, Lizdd> THMEDFRNT ~D 5
BT 2o Tz, 10 PIOBERER S X O 7 B REEORIERABI O A1, T E TORANEXE:
& UG RERRIT C o BI040 (CRER4y 28 1 Bl BEef@h 5 2 (Bl B #6ff% 7 B R oo 7
TR REE) LR TH 72, BN S 7= 2250 il & B IESE L7z 2250 B4~ TDOHL)
Y7 —% QIEIBEHE®% 7 AR 1%, %I T2 PETH D,

HEOEIZBE T 5 E [Pediatric (5 to <12 Years of Age) Efficacy Data in Phase 2/3 Study C4591007
October 2021 (LA [Efficacy report] ) | (£ M5.3.5.1.2 [ZifF L7z,
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4.4.1. FEMEDIRYT

5~12 s A D ERE 12381 5 VE OFLIR e fifbTix, itk KOOI 358 T L,
GIEFEMET Y v TR TR UE Al 7= L 7= 14123206 L 7=, COVID-19 fEEHi% 19 #i2 T
Hotm, Alnl, ARhMEORIRM 2T 2 i U= BAX, FIHTRER AT — % & K E
Vaccines and Related Biological Products Advisory Committee (VRBPAC) (ZiEfitT5Z & TH Y,
ZHUT XY Z OFHnlE T OKE EUA ZETT 5 VRBPAC IZHBWTRRT 4> b« U X7 DR
iz X 0 BRAMICITY Z N TE S, VE OFLRAMRENT O iR £ Tl X7z COVID-19 fife
TEFIDN 21 BIAT (EBR SEHEFE & CHUET 2 0150T 21 FiY) DFA, BRICED VE LT R
% RV, E7213EW) VE 2883 58 fEER b5, LL, 774 P —fhiZ oFmEIck
DU 0 F B OKR ISR D VRBPAC OIRIE Z it AIRE & 35 72012, R DOAF M
T ERMT DL L, Z OFENE CONGURRER 72 A ZhEMATIE 21 BILL EER S iz
R CEET 5 TETH D,

BHMEDFHMIE SARS-CoV-2 JEYRIE N 72 W ERE 35 I OV SARS-CoV-2 JEYRIE % [ o 22 iR 25
Zxtgel UCEM L,

FHROMEOFHIE B 36 X ORI FikIZF N 421 HB L4222 HIZR LT,
e AnifA

H D FMIE B2 DWW CE S IR 2 3206 U=, S ERIT N Qe 2aEE (R, A
TR, BRI, 1RBRIFEMIE, SARS-CoV-2 FEUwIki (B, Faitt) B X OEE(LY 27

(COVID-19 O EJEAL Y A7 @b 5 A5 HED A, Z2MEfRT CHWTRECo%E) 1IcHoX
Faak L 7-26,

4.4.2. BRMEORRHTRER © C4591007 3XBR (58 2/3 FHERSY)
4.4.2.1. HIEORRITHRE
4.4.2.1.1. FBREONRB IO T —F > b

EVEZEID AT LTeRE D 5 b, AWERHlrTsedEH] (5~12 miAiis) 13, BNT162b2 #f 1450
fl, 77 vARHE 736 Hl ThH o7 (Table 12) , AZEREMN FTEELEA D> & D FRIMIIEL BNT162b2 #f
7841 (5.1%) BLOT T BREE21 4] (2.8%) THV, E/ARBRAFEHIZ 1 [BIHBERENS 2 [\ H
Bt £ CORIBNT RIS E O HH0H & U CHEEHENT SR E THUET 5 19~42 H O#iHsk

[BNT162b2 #£ 31 6 (2.0%) , 77 BAREE18 K] (2.4%) 1 F7-i1X2 B H % 7 HRFE TO
BERIRBRIENEFEE S OBl [BNT162b2 #f 47 61 (3.1%) , 77 &AEE 461 (0.5%) 1 T
Hotr, ERARIGBREMEEE)D ORBIZEICT 7 F o O, AR E 72133 LoRET
HY, TTERBECEYL LR WEHEATH- T2,

BNERHM fTREEER (5~12 ki) 72> 5 OERIMI O — % Efficacy report 3.1 THIZ/R L7z,

4 SARS-CoV-2 EYLIEM /2 W B (M MERI vTRESERR) 1238\ T, BNT162b2 (10 ug) o 2 [A] B #:RE#% D 72
< &b 7 HIED COVID-19 FEER] (BB I G & oD FL 1)

b C4591007 B EfF I EGET S 4 i Qo E] A F) T2 BlcEE LE,
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Table 12.  Efficacy Populations — Phase 2/3 Initial Enrollment Group — 5 to <12 Years of Age

Vaccine Group (as

Randomized)
BNT162b2 10 pg  Placebo Total
n? (%) n? (%) n?* (%)
Randomized® 1528 (100.0) 757 (100.0) 2285 (100.0)
Dose 1 all-available efficacy population 1517 (99.3) 751(99.2) 2268 (99.3)
Participants without evidence of infection before Dose 1 1384 (90.6) 686 (90.6) 2070 (90.6)
Participants excluded from Dose 1 all-available efficacy population 11 (0.7) 6 (0.8) 17 (0.7)
Reason for exclusion®
Did not receive at least 1 vaccination 11 (0.7) 6 (0.8) 17 (0.7)
Dose 2 all-available efficacy population 1514 (99.1) 747 (98.7) 2261 (98.9)
Participants without evidence of infection prior to 7 days after Dose 2 1362 (89.1) 671 (88.6) 2033 (89.0)
Participants excluded from Dose 2 all-available efficacy population 14 (0.9) 10 (1.3) 24 (1.1)
Reason for exclusion®
Did not receive 2 vaccinations 14 (0.9) 10 (1.3) 24 (1.1)
Evaluable efficacy population 1450 (94.9) 736 (97.2) 2186 (95.7)
Participants without evidence of infection prior to 7 days after Dose 2 1305 (85.4) 663 (87.6) 1968 (86.1)
Participants excluded from evaluable efficacy population 78 (5.1) 21(2.8) 99 (4.3)
Reason for exclusion®
Did not receive all vaccinations as randomized or did not receive Dose 31 (2.0) 18 (2.4) 49 (2.1)
2
within the predefined window (19-42 days after Dose 1)
Had other important protocol deviations on or prior to 7 days after 47 (3.1) 4(0.5) 51(2.2)
Dose 2

a. n=Number of participants with the specified characteristic.

b.  These values are the denominators for the percentage calculations.

c. Participants may have been excluded for more than 1 reason.
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4.4.2.1.2. N O#EFHERRRE

55 2/3 FEE Gy (S~12 mAlif) 1B W T, ARhMREm ATRESER (SARS-CoV-2 JEYLIEE D 7o\ Bk
%)@ADMﬁ%m%riImnawﬁkiofﬁtfﬁ@wfn IZBWTH, Mg L
Rk CTh o7z (Table 13) , WG DE-EELE LT, ARIIKEONPEAN (778%) THY,

FOMDANFEEZDEIFIXT VTN (6.7%) , BAFIEIT 7V DRT AU IAN (63%) , %
ANFE (D N R (7.5%) , 20t (5% 1%A0) Tholz, £/, EAR=v 7 /T
T URRIBEOFEIEIF19.0% ThH o7, FhOHFRIEIX 8.0 T, BHROEIEILS1.9%TH-7,

MAANENLRE R B 734%, RWNTT 42T F11.9%, AL 2 87%, m"—F K
6.0% CTH -7,

A 5NEFEAR AT RELE M O 2R THE  (FRipE K OMER THUE L7 IR EUCHE-S <) 11X 10.9%0#E
BREICERD B, _N— AT A UIFIZ COVID-19 BIEL U A7 @b D55 HEE A L T gkBR
HOEEIX 20.1%TH - 7=,

2 [0 HEFE% 7 H LAR1D SARS-CoV-2 &YLE A R/ iBRE (A RIMERHm T REAE]) 12k
T, N—2F A HFIZ SARS-CoV-2 XYL T & - IR E DOEI S 1L BNT162b2 BT 8.7%, 7
T REET84% TH -7,

BN T REAERT (2 0] B #4671 7 B LLRTD SARS-CoV-2 YL & b7 WWlRE) B L UOe
FIFHATREA IMELER] (mITT) ([2BWT, & 23 Sy (5~12 mAiit) DN DR EET
BNT162b2 it & 7° 7 v ARECEBMIIC R Th > 7=,

L DA ZNMERRNT X G F O N DFEEHF R0 %E% % Efficacy report 3.1 BHIZ/R L7,
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Table 13. Demographic Characteristics — Participants Without Evidence of Infection Prior to 7
Days After Dose 2 — Phase 2/3 Initial Enrollment Group — 5 to <12 Years of Age —
Evaluable Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 10 pg Placebo Total
(N*=1305) (N*=663) (N*=1968)
n® (%) n® (%) n® (%)
Sex
Male 679 (52.0) 343 (51.7) 1022 (51.9)
Female 626 (48.0) 320 (48.3) 946 (48.1)
Race
White 1018 (78.0) 514 (77.5) 1532 (77.8)
Black or African American 76 (5.8) 48 (7.2) 124 (6.3)
American Indian or Alaska Native 10 (0.8) 3(0.5) 13 (0.7)
Asian 86 (6.6) 46 (6.9) 132 (6.7)
Native Hawaiian or other Pacific Islander 5(0.4) 0 5(0.3)
Multiracial 102 (7.8) 45 (6.8) 147 (7.5)
Not reported 8 (0.6) 7 (1.1) 15 (0.8)
Ethnicity
Hispanic/Latino 243 (18.6) 130 (19.6) 373 (19.0)
Non-Hispanic/non-Latino 1059 (81.1) 533 (80.4) 1592 (80.9)
Not reported 3(0.2) 0 3(0.2)
Country
Finland 153 (11.7) 81 (12.2) 234 (11.9)
Poland 81 (6.2) 38 (5.7) 119 (6.0)
Spain 107 (8.2) 64 (9.7) 171 (8.7)
USA 964 (73.9) 480 (72.4) 1444 (73.4)
Age at Vaccination
Mean (SD) 8.2 (1.93) 8.1(1.98) 8.2 (1.95)
Median 8.0 8.0 8.0
Min, max (5, 11) (5, 11) (5, 11)
Obese®
Yes 136 (10.4) 79 (11.9) 215 (10.9)
No 1168 (89.5) 584 (88.1) 1752 (89.0)
Missing 1(0.1) 0 1(0.1)
Comorbidities?
Yes 262 (20.1) 133 (20.1) 395 (20.1)
No 1043 (79.9) 530(79.9) 1573 (79.9)
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Table 13. Demographic Characteristics — Participants Without Evidence of Infection Prior to 7
Days After Dose 2 — Phase 2/3 Initial Enrollment Group — 5 to <12 Years of Age —
Evaluable Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 10 pg Placebo Total
(N*=1305) (N?=663) (N*=1968)
n® (%) n® (%) n® (%)

Abbreviations: BMI = body mass index; MMWR = Morbidity and Mortality Weekly Report; NAAT = nucleic acid
amplification test;

N-binding = SARS-CoV-2 nucleoprotein-binding; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.
Note: Participants who had no serological or virological evidence (prior to 7 days after receipt of Dose 2) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1, SARS-CoV-2 not detected by NAAT [nasal swab] at
Visits 1 and 2, and negative NAAT [nasal swab] result at any

unscheduled visit prior to 7 days after receipt of Dose 2) and had no medical history of COVID-19 were included in the
analysis.

a. N =number of participants in the specified group, or the total sample. This value is the denominator for the
percentage calculations.

b. n=Number of participants with the specified characteristic.

c. Obese is defined as a body mass index (BMI) at or above the 95% percentile according to the growth chart. Refer to
the CDC growth charts at https://www.cdc.gov/growthcharts/html_charts/bmiagerev.htm.

d.  Number of participants who have 1 or more comorbidities that increase the risk of severe COVID-19 disease: defined
as participants who had at least one of the prespecified comorbidities based on MMWR 69(32);1081-1088 and/or obesity
(BMI > 95 percentile).
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4.4.2.2. COVID-19 BRI 2B (5 2/3 FHER%)

4.4.2.2.1. B AR T RE4E
4.4.22.1.1. BREMFEEDO LB E S COVID-19 FEEH]

SARS-CoV-2 JRYLED Ip vkl (A2 PERIHI rTREZERT) (238 T, BNTI162b2 (10 ug) @ 2 [A]

BHEfi% D7 < &b 7 AIRED COVID-19 feE il (TRBRIZMETEE O F:7E) 1L BNT162b2 #f 3

l, 7Z7vAFBE16HITHY, VEIX90.7% (] 95%IFHEXH : 67.7%, 98.3%) ThH -7z
(Table 14) , 723, BNTI62b2 BE & 77 B REEOEIMLLIZ 2:1 TH S,

SARS-CoV-2 YL % A4 D4 TlE, BNTI6202 BB LT I REOWFRIZB N TS
COVID-19 feEF] (JREREfFTHEORAE) (IO bR) o7z, L7z > T, SARS-CoV-2 ik
YLt 2 o 72 W kR T COVID-19 el (IRBRIEMEFHEE O FEYE) (X[F% (BNT162b2 #f 3
B, 7Z7vFREE166]) THY, VEIX90.7% (T 95%(FHEHX M : 67.4%, 98.3%) & [FAIFRET
o7 (Table 15) &

AIEMTICI T, COVID-19 MEEFNI RN 2021 427 AICHE Sh, 202148 HB L9 A
HMENE ST,
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Table 14.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2 —
Participants Without Evidence of Infection Prior to 7 Days After Dose 2 — Phase 2/3
Initial Enrollment Group — 5 to <12 Years of Age — Evaluable Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 10 pg Placebo
(N*=1305) (N?=663)
Efficacy Endpoint n1® Surveillance n1P Surveillance VE (%) (95% CI°)
Time® (n2¢) Time® (n2¢)
First COVID-19 occurrence from 7 days 3 0.322 (1273) 16 0.159 (637) 90.7  (67.7,98.3)

after Dose 2

Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS-CoV-2 nucleoprotein-binding; SARS-CoV-2 =
severe acute respiratory

syndrome coronavirus 2; VE = vaccine efficacy.

Note: Participants who had no serological or virological evidence (prior to 7 days after receipt of Dose 2) of past SARS-
CoV-2 infection (ie, N-binding

antibody [serum] negative at Visit 1, SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and negative
NAAT [nasal swab] result at any

unscheduled visit prior to 7 days after receipt of Dose 2) and had no medical history of COVID-19 were included in the
analysis.

a. N =number of participants in the specified group.

b. nl =Number of participants meeting the endpoint definition.

c. Total surveillance time in 1000 person-years for the given endpoint across all participants within each group at risk
for the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d.  n2=Number of participants at risk for the endpoint.

e. Two-sided 95% confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for
surveillance time.
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Table 15.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2 —
Participants With or Without Evidence of Infection Prior to 7 Days After Dose 2 —
Phase 2/3 Initial Enrollment Group — 5 to <12 Years of Age — Evaluable Efficacy

Population
Vaccine Group (as Randomized)
BNT162b2 10 pg Placebo
(N*=1450) (N*=736)
Efficacy Endpoint n1® Surveillance n1® Surveillance VE (%) (95% CI°)
Time (n2¢) Time® (n2¢)
First COVID-19 occurrence from 7 days 3 0.353 (1398) 16 0.176 (704) 90.7 (67.4,98.3)

after Dose 2

Abbreviation: VE = vaccine efficacy.

a. N =number of participants in the specified group.

b. nl =Number of participants meeting the endpoint definition.

c. Total surveillance time in 1000 person-years for the given endpoint across all participants within each group at risk
for the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2=Number of participants at risk for the endpoint.

e. Two-sided 95% confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for
surveillance time.
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4.42.2.1.2. CDC O E#EIZ IS < COVID-19 BEEH]

SARS-CoV-2 EYLEN 72 kBRE (G 2 PERFAm ATRELERT) 123V C, BNT162b2 (10 pg) @ 2 Al
HEM®% V< &b 7 HRFO COVID-19 BB (CDC DH:HE) [T BNT162b2 #F 4 5], 77 &R
FE17BITHY, VEIE88.4% (] 95%[FHHIX ] : 64.5%,97.2%) Td 7= (Table 16) .

SARS-CoV-2 YL % A4 D44 TlE, BNTI6202 BB LT I RBEOWFRIZB N TS
COVID-19 fEEH] (CDC OHEHE) [FFRD Loz, L7=23-> T, SARS-CoV-2 iYL % [
72 OHEERE T COVID-19 fEER] (CDC D 3E#E) (X SARS-CoV-2 JEYLFE N 72V HERE T D
COVID-19 feE B L A% (BNT162b2 £f 4 5, 7 ZHREE1764]) THY, VEIX 88.3% (ifil
95%(EHEIX M : 64.2%,97.1%) E[RFEE TH -7 (Table 17) .

AFENTICINT, COVID-19 MEEFNI RN 2021 427 AICHE S, 202148 HB L9 A
HWENE -T2,

CDC EFIER DI % 5 Tr COVID-19 fife & B O JiEf|— % % Efficacy report 3.4 HHITR L 72,
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Table 16.  Vaccine Efficacy — First COVID-19 Occurrence Based on CDC-Defined Symptoms
From 7 Days After Dose 2 — Participants Without Evidence of Infection Prior to 7
Days After Dose 2 — Phase 2/3 Initial Enrollment Group — 5 to <12 Years of Age —
Evaluable Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 10 pg Placebo
(N*=1305) (N*=663)
Efficacy Endpoint n1®  Surveillance nl1®  Surveillance VE (95% CI°)
Time® (n2¢) Time® (n2¢) (%)

First COVID-19 occurrence based on CDC-defined 4 0.322 (1273) 17 0.158 (635) 88.4 (64.5,97.2)
symptoms from 7 days after Dose 2

Abbreviations: CDC = Centers for Disease Control and Prevention (United States); NAAT = nucleic acid amplification
test; N-binding = SARS-CoV-2 nucleoprotein-binding; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2;
VE = vaccine efficacy.

Note: Participants who had no serological or virological evidence (prior to 7 days after receipt of Dose 2) of past SARS-
CoV-2 infection (ie, N-binding

antibody [serum] negative at Visit 1, SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and negative
NAAT [nasal swab] result at any

unscheduled visit prior to 7 days after receipt of Dose 2) and had no medical history of COVID-19 were included in the
analysis.

a. N =number of participants in the specified group.

b. nl =Number of participants meeting the endpoint definition.

c. Total surveillance time in 1000 person-years for the given endpoint across all participants within each group at risk
for the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2=Number of participants at risk for the endpoint.

e. Two-sided 95% confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for
surveillance time.
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Table 17.  Vaccine Efficacy — First COVID-19 Occurrence Based on CDC-Defined Symptoms
From 7 Days After Dose 2 — Participants With or Without Evidence of Infection Prior
to 7 Days After Dose 2 — Phase 2/3 Initial Enrollment Group — 5 to <12 Years of Age —
Evaluable Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 10 pg Placebo
(N*=1450) (N*=736)
Efficacy Endpoint n1®  Surveillance n1®  Surveillance VE (95% CI)
Time® (n2¢) Time* (n2¢%) (%)

First COVID-19 occurrence based on CDC-defined 4 0.353 (1398) 17 0.175 (701) 88.3 (64.2,97.1)
symptoms from 7 days after Dose 2

Abbreviations: CDC = Centers for Disease Control and Prevention (United States); VE = vaccine efficacy.

a. N =number of participants in the specified group.

b. nl =Number of participants meeting the endpoint definition.

c. Total surveillance time in 1000 person-years for the given endpoint across all participants within each group at risk
for the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d.  n2=Number of participants at risk for the endpoint.

e. Two-sided 95% confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for
surveillance time.
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1 [B BHEEFED D 2 [Bl H#FERT £ TOWIRITIX, COVID-19 fEEF (R FEhEmEo L) |
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B3 oA S, BIEREENTED > 72, A MERHN A RESE R C D Kaplan-Meier Hif % Efficacy
report 3.2 BHIZR L7,

BNT162b2 #: COVID-19 FEEH) 3 BiliZ9-_C 2 [al B % 7 HLIBRIZRIEL TRBY, oo b
2 BNiE 2 (B BEERED B 272 0 OFFR A BT 2021 FEOFKITHIE LTz, Z OFEILZ OFERD/NE
IR F DM DS (AR — Y F— L, HEREZIEEE) OBICRE > TV -, BNT162b2 BED
COVID-19 #EEHIIC COVID-19 EHAE{L Y A7 @ 5 G HELZ A L CW o ERF 1TV 2o 7

(Table 19) , F7z, 4425 H Tk L7z &V, BNT162b2 #:D COVID-19 fEEHITIX7 7 &
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Table 18.  Vaccine Efficacy — First COVID-19 Occurrence After Dose 1 — Phase 2/3 Initial
Enrollment Group — 5 to <12 Years of Age — Dose 1 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 10 pg Placebo
(N*=1517) (N?*=751)
Efficacy Endpoint n1® Surveillance nl® Surveillance VE (%) (95% CI°)
Subgroup Time® (n29) Time® (n29)
First COVID-19 occurrence after Dose 3 0.483 (1463) 17 0.235 (719) 91.4 (70.4, 98.4)
1
Dose 1 to before Dose 2 0 0.086 (1463) 1 0.043 (719) 100.0  (-1832.5, 100.0)
Dose 2 to <7 days after Dose 2 0 0.028 (1461) 0 0.014 (714) NE NE
>7 Days after Dose 2 3 0.369 (1461) 16 0.178 (714) 90.9 (68.3, 98.3)

Abbreviations: NE = not estimable; VE = vaccine efficacy.

a. N =number of participants in the specified group.

b. nl =Number of participants meeting the endpoint definition.

c. Total surveillance time in 1000 person-years for the given endpoint across all participants within each group at risk
for the endpoint. Time period for COVID-19 case accrual is from Dose 1 to the end of the surveillance period for the
overall row and from start to the end of range stated for each interval.

d. n2=Number of participants at risk for the endpoint.

e. Two-sided 95% confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for
surveillance time.
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Figure3.  Cumulative Incidence Curves for the First COVID-19 Occurrence After Dose 1 — Phase 2/3 Initial Enrollment Group — 5 to <12
Years of Age — Dose 1 All-Available Efficacy Population
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4.4.24. 9 7 F By E RN

SARS-CoV-2 YLEN I B (A hMERH v RESER]) Z x5 & LT, VE IR 204
it (PMERI, AR, BRERI, ERIE X OEE Y A7 OFER]) & 366 L=k H % Table 19
R LTz, BHIE(LY A7 2 HT 5888 X, HELEEE(LY A7 25056 0MEE V72 <
EH 1 OHLTWDY, BRSO GO HERE & Lic, Z ORI CIXIaBR I & b
EOHYEIZELS < COVID-19 MEEFI 2 xt% & Uiz,

T RTOENEM T VE 1L 85%% Elrl~7=, 72721, W< OO RS ClrxilAlh o] fEf 2

D7e <, FE M 95%EHEX I OBEA AN Z & N HHEEEOREE IR EN TH Y, EEITHR

THMEND D, NOFFHFERRE (R, AfE, K%K , [E (COVID-19 f#EEFIFE AL B
JPKETOARBD b)) BIOEE(LY A7 OF IS X 520 U 72580 8 AT DS R

OIE, AIMEOARNAFR 2R 2 "2 3 2B MR Hivie - 72, BNT162b2 BT, ~—
AT A HHZEIEAL Y A7 AT HERE TlX COVID-19 #ERIIRD B n-oTz, Sk

(2, BNT162b2 #: COVID-19 & H] Tl RS #HE S =77 B REED COVID-19 feER &
Eele U, etk 2 <, BE LN o722 &b, BNT162b2 #Ff1%(Z COVID-19 7338 IE
L CTH A O D IVEBMERE TH D Z LR SNz (44251H)

SARS-CoV-2 [EYIE % o 7a WERE (2R el GE4ER) A Xxt5 & Uiz VE(ZBET 2 0%
AT OFE R L [REETH o 72, COVID-19 fEEFNIT N T_—R T A HFIZ SARS-CoV-2 J& YL/
DI7pWEERF TH -T2,

SR ATREA ISR 23 R & LTeITRER bR CTh -~ 7o, FEB SR T O VE ICHRIRIICE
BROD & % 7213580 bR T2,

DA RN SR [ & et 5 & U T2 53 8RR T > VE % Efficacy report 3.3 JHIT R L7,

Table 19.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by
Subgroup — Participants Without Evidence of Infection Prior to 7 Days After Dose 2 —
Phase 2/3 Initial Enrollment Group — 5 to <12 Years of Age — Evaluable Efficacy

Population
Vaccine Group (as Randomized)
BNT162b2 10 pg Placebo
(N?*=1305) (N*=663)
Efficacy Endpoint n1®  Surveillance n1®  Surveillance VE (%) (95% CI°)
Subgroup Time (n2¢) Time (n2¢)
First COVID-19 occurrence from 7 days
after Dose 2
Overall 3 0.322 (1273) 16 0.159 (637) 90.7 (67.7, 98.3)
Sex
Male 1 0.168 (665) 9 0.082 (330) 94.6 (60.9, 99.9)
Female 2 0.154 (608) 7 0.077 (307) 85.7 (25.0, 98.6)
PFIZER CONFIDENTIAL

Page 66



aI > NEH (5~11 %)
2.5 ERRIZBAJ A SR

Table 19.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by
Subgroup — Participants Without Evidence of Infection Prior to 7 Days After Dose 2 —
Phase 2/3 Initial Enrollment Group — 5 to <12 Years of Age — Evaluable Efficacy

Population
Vaccine Group (as Randomized)
BNT162b2 10 pg Placebo
(N*=1305) (N*=663)

Efficacy Endpoint n1®  Surveillance n1®  Surveillance VE (%) (95% CI°)

Subgroup Time® (n29) Time (n2¢)
Race

White 3 0.252 (996) 11 0.124 (495) 86.6 (49.3,97.6)

Black or African American 0 0.019 (75) 3 0.011 (44) 100.0 (-35.9, 100.0)

Asian 0 0.021 (81) 1 0.012 (46) 100.0 (-2082.5, 100.0)

Multiracial 0 0.025 (99) 1 0.010 (42) 100.0 (-1535.4, 100.0)
Ethnicity

Hispanic/Latino 1 0.059 (235) 8 0.031 (126) 93.5 (51.6,99.9)

Non-Hispanic/non-Latino 2 0.263 (1035) 8 0.128 (511) 87.8 (38.7,98.7)
Country

Spain 0 0.026 (104) 2 0.016 (64) 100.0 (-220.6, 100.0)

USA 3 0.237 (939) 14 0.114 (459) 89.7 (63.1,98.1)
Comorbiditiesf

Yes 0 0.065 (255) 3 0.030 (120) 100.0 (-12.1, 100.0)

No 3 0.258 (1018) 13 0.129 (517) 88.4 (57.9,97.9)

Abbreviations: BMI = body mass index; MMWR = Morbidity and Mortality Weekly Report; NAAT = nucleic acid
amplification test; N-binding = SARS-CoV-2 nucleoprotein-binding; SARS-CoV-2 = severe acute respiratory syndrome
coronavirus 2; VE = vaccine efficacy.

Note: Participants who had no serological or virological evidence (prior to 7 days after receipt of Dose 2) of past SARS-
CoV-2 infection (ie, N-binding

antibody [serum] negative at Visit 1, SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and negative
NAAT [nasal swab] result at any

unscheduled visit prior to 7 days after receipt of Dose 2) and had no medical history of COVID-19 were included in the
analysis.

a. N =number of participants in the specified group.

b. nl =Number of participants meeting the endpoint definition.

c. Total surveillance time in 1000 person-years for the given endpoint across all participants within each group at risk
for the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2=Number of participants at risk for the endpoint.

e. Two-sided 95% confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for
surveillance time.

f.  Number of participants who have 1 or more comorbidities that increase the risk of severe COVID-19 disease: defined
as participants who had at least one of the prespecified comorbidities based on MMWR 69(32);1081-1088 and/or obesity
(BMI > 95 percentile).
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COVID-19 fEEHNLIF U TH Y, COVID-19 Ol s L OVER OB LRI CHERTH -T2, £
7=, AR RASMERZ S L LR ELRETH -1,

COVID-19 & il DI L OVEIR O —E 4 Efficacy report 3.4 HHIZ/R L7z,

Table 20. Summary of Signs and Symptoms for First COVID-19 Occurrence From 7 Days After
Dose 2 — Participants Without Evidence of Infection Prior to 7 Days After Dose 2 —
Phase 2/3 Initial Enrollment Group — 5 to <12 Years of Age — Evaluable Efficacy

Population

Vaccine Group (as Randomized)

BNT162b2 10 pg Placebo Total
(N*=3) (N*=16) (N*=19)
Signs and Symptoms n"(%) n"(%) n"(%)
Participants with specific signs and symptoms of COVID-19 3 (100.0) 16 (100.0) 19 (100.0)
Fever 0 (0.0) 10 (62.5) 10 (52.6)
New or increased cough 3 (100.0) 8 (50.0) 11(57.9)
New or increased shortness of breath 0(0.0) 1(6.3) 1(5.3)
Chills 0 (0.0) 4 (25.0) 4(21.1)
New or increased muscle pain 0(0.0) 8 (50.0) 8(42.1)
New loss of taste or smell 0 (0.0) 4 (25.0) 4(21.1)
Sore throat 3 (100.0) 8 (50.0) 11 (57.9)
Diarrhea 0 (0.0) 3(18.8) 3(15.8)
Additional CDC-defined symptoms
Fatigue 0 (0.0) 5(31.3) 5(26.3)
Headache 1(33.3) 4 (25.0) 5(26.3)
Nasal congestion or runny nose 1(33.3) 9 (56.3) 10 (52.6)
Nausea or abdominal pain 1(33.3) 3(18.8) 4(21.1)
Participants with specific number of signs and symptoms
1 0 (0.0) 2(12.5) 2(10.5)
2 1(33.3) 3 (18.8) 4(21.1)
3 1(33.3) 2(12.5) 3(15.8)
4 1(33.3) 1(6.3) 2 (10.5)
5 0 (0.0) 4 (25.0) 4(21.1)
>5 0 (0.0) 4(25.0) 4211
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Table 20.  Summary of Signs and Symptoms for First COVID-19 Occurrence From 7 Days After
Dose 2 — Participants Without Evidence of Infection Prior to 7 Days After Dose 2 —
Phase 2/3 Initial Enrollment Group — 5 to <12 Years of Age — Evaluable Efficacy

Population
Vaccine Group (as Randomized)
BNT162b2 10 pg Placebo Total
(\N*=3) (N*=16) N*=19)
Signs and Symptoms n"(%) n"(%) n"(%)

Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS-CoV-2 nucleoprotein—binding; CDC = Centers
for Disease Control and

Prevention (United States); SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Participants who had no serological or virological evidence (prior to 7 days after receipt of Dose 2) of past SARS-
CoV-2 infection (ie, N-binding

antibody [serum] negative at Visit 1, SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and negative
NAAT [nasal swab] result at any

unscheduled visit prior to 7 days after receipt of Dose 2) and had no medical history of COVID-19 were included in the
analysis.

a. N =number of participants with COVID-19 occurrence from 7 days after Dose 2 in the specified group. This value is
used as the denominator for the percentage calculations.

b. n=Number of participants with the specific criteria meeting the definition. A participant can have more than 1
symptom.
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WHFIFUREAZE D B, EWEIEINRIB SN, Lz~ T, ZnboaMER X O%E
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b, Al 5~12 A O/NRE TR SN AMEORERIEL, BNT162b2 (30 pg) @ 2 [BE[FEEFE A
AT 12 A EOF OT V2RI DA MEN 88% THDHZ L AR LT TV —)L K5 —
=L TW\DHY,

TRTOWERT VE 1L 85%% Ll ~7=, 72721, WL DO ER M CTIIaH rlGEH1 s
D7, E M 95%E X R DIEN AN T & BHEEEOR IR EN TH Y, [EEIZHR
TOHMENRD D, NOHEHERE (MR, AME, RiR) , EBLOEE(Y X7 OfF#E
S T U= BB BRI OFE R 51F, BNT162b2 (10 ug) @ 2 [AIEEFE 5 51 5 A0
WARR 72 M 2 s 4 A E AR b7y o 7=, COVID-19 fEEHIL TR TR—R T A VHFZ
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SARS-CoV-2 EYLEIN 72 R E TH o 727280, X—RA T A R SARS-CoV-2 YR H T 5
BERE X T ARHImIE T - T Zeuy,

COVID-19 Df#fs L OVERIE, &k E LT, 7T BREED COVID-19 HEEH T < OfER X
IR E &7, 77 BAREETIEL, COVID-19 #EB OEmY-%r (56.3%) 73 4 DLL_E O
BIOWEREZHRELTEY, 5D 84 (50.0%) 735 LU ETHoT-, ZihDElER L OVE
WITIER BB L OESE, B EIT8M, Hio 2k E 72 1%k o AL, H- 7250 £ 721X
R DAL, 97 L OVEBUINAYE £, BNTI62b2 B & bbi U, 5Ok L OYER %
B DB E o 7=, BNT162b2 BETIEEICERE O _EAGEDORER  CHT 7= 7200k & 72 1 ZZ0k o
b, SPAFZIErt, W) 2@ b7z, HEHTRE AL LT, BNTI62b2 BETIHREE, M
2, AR, IR, TR, BREEIFMEOHERE, BEUINNRO bhRnolz,

BNT162b2 £ Tix COVID-19 #EEFIENR LN TEY, Lot 77 2REEE ik L TERFD 722
<, METh-T-Z L%, —BO/NRERORZERMLITL2HDTHD, 5~12 A WO/
BEBEYLTEY, 2FEHDO X I ICANRESE 53577 C SARS-CoV-2 DRI I THHE IR X
NTWDAREMEN & 5, BNT162b2 U 7 F N K DIEMEMER AR (7T 2R EE & il U CheE w4k
130 7e <, IFEAEBRRED EXGEIER) OTAIL, FRZX—RA T A 12 COVID-19 O EJE(L
VAT @b AMEEFFO/NEICE > TEHETHL EEZHND Y,

F—42Ky b4+ 7H (2021 410 A 8 H) HEp & CHEIE COVID-19 MEER (JRBR It E & £ 721X
CDC D) B L OYMIS-C OIX 2o 7,

BRE LT, 5~12 @AM O/ 9 5 BNT162b2 (10 pg) @ 2 [RIEEfE (3 MR X, JE
> COVID-19 12%F L TEW PRI A H U, COVID-19 Z3JE L T b i S35 Motk
DA RIEIZHE S5,
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5. 224V O REFE Fm
PRI T AFMIIE B & 5.1.1 /IS, MERTIEL 512 ICZ Mo R A2 52 IHIZZE L Eh
RLUT,

5.1. R 25 HMEE B B L OREEHBITIE (C4591007 3RER)

MBI DIRBRO E i L OFT IO W TULFICER L, sHIIaBR 20 3 E3 X O%t
AT B ER L7z (M5.3.5.1 C4591007 interim CSR Appendix16.1.1 755 52 i £ 2,
Appendix16.1.9 FEFHENTETEE)

5.1.1. ZE2MIC B3 540 E B
B JE

B AT B L O 23 MR8V T, /NEBEERE OBl (F 721X ERRGER) 1345 % 7
HEDONREMEZBIE Ltk d 2 2 & & Lz, 5~12 ARl OFMnE TIXLUT O KGR 2 %F 5
L L7230,

o  JFATEIL @ IEEEAL O, FAREB X ONEIR
o BN FEEN, JETy, FA¥E, MEIE, EM-, R, IR EIEE(L LA, i E-
VEEA L - A ETR

Fio, MEGUREOMARIARET D2 & & L, kIR R 7 A, EE T Ak
(e-diary) ZAVNTITOILT, F O TOWRE ORBER IEHICHIETE 5 X 5, e-diary 1T
B IE DR IFPIC D ARG ATRE L LT2,

551 MR F 72135 23 MRV T, A EHEGONELFNIL 1 [ BN S 2 7] B %
1 » ARsETE L, EERAEFSONEMMIZ 1 B BN 2 B BHER% 6 » ARFE TL
L7, AEFRITICH EBEEEKMEE (MedDRA) DOIERIRSHER L OEARELY HNT, %
BAERE, M EIEE (FL— ), HEEMBIOVERY 7 F o860 & ORI OW TR L
7o BETIXIEBRR TR E CRddkT 22 & & LT,

C4591007 FABRClE, FFICEH T REFEHRG L L COUMHRE L OVLES Z 755k 5 5 H 2 Cag
WL TWD, ZOENORKRMICERT268FEFRIT, BRFEMEFEECRICHER TXEAE
FHRLELUTHAMIHEL TWRWR, 77 A4 P —tIBREZENT — 2Dl B a—B8lO0v 7
TR HEESES) 25 L7, EOESE50E MedDRA A EHRL OB U A k
THY, IRRYIMZE L THRAICL E2— LS LT, EREZESIIBMORIAIER, #
PRI R, 7 7 A7 =7 FORRENE, AR LE X OEZEMET — X 5l L 0 15 5 7= E
S 7T NADLE2—IZEDSWTRIR L, BEMESZEFEGICIE, COVID-19 & QRN THH T
LHER, VI F U THRICHER SN D FSR CREEREER ' 4 — (CDC) 7 COVID-
19 (B UIERE L7 B T REAEHSDO Y 2 M2 EE L, FE COVID-19, H s
BLOMRRIEMEEDREW N D HHLR] NEaEhTnb,
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% DAL D2 MR

SARS-CoV-2 JEYLEIZ DN TR—R T A VIFIZEIER U 7 Hifk % H 72 SARS-CoV-2 #Z i HE R AR
& (NAAT) B LV SARS-CoV2 N HJfickt4 2% /v v G (1gG) it (g7
tr) Z9EME L, & 5IC 2 [\ HEBRERC NAAT 2 Effi UHIE Lz, #IRDRETLARIE, TEER
COVID-19 % B RA % 3k L 7=,

FEREEFRONECL BB (Fuk)

fERA EFEEGOLFEIZL D0 (BOR) ITRBRIEREEIR Lz (M5.3.5.1 C4591007 interim
CSR 14 IH Participant Narratives) , AR LK D FEAE| uﬁiéﬁ_fyf’\/ R SFRD BIVIIERNIZ DU
THERK L 7=,

o L, 1BBRT /T UL B O & D EE A HFRE L OLAMEICBE L 7255+ 1k

e HJE COVID-19 FJiE & 72 1% COVID-19 O E (A5

o FDANRET L2 FLLZETVHKRNCERTRESHEERG> . 77 4 FF—, RER,
AUVRRHL, TEER OBREE & 2 ORI, DR E 7D B KOV R ENEEERE
(MIS-C)

U SISOV, B, U2 F UL MO 6 2 HEFRTH Y, A% OREFID

HELNHIRBRON TS 2 Ehh, i OREFIOME TR MEE LTib L
foo SOMBTFLORBUALE, 1181 A F 7243 2 181 A B D ORI, RELL,
RGN, MRS K OB O 80 S EN TV 2,

5 1 AEE Sy O IR

5 1A DT T ORI TR U CE 2/3 FEER ST OBHAA £ 71355 1 #HE5y To> 2 B H BEfff%

30 HE TCOWTNMDEWIREE T, SHEME (e-diary TE LT —%) BILOHFEFEROFE
KD IR EREZ TR T 72, FIREEICE Y T D AlREED & 2 FR 2l IR E LR 92

72012, RS ER (F7IXEFHME) 25NN 7 7 A ¥ —11k L O BioNTech LD 2435
WEESEMER K OEEFERICOW TR BIZE LT,

BNT162b2 45 H & oD H 1k He v

1. BNTI162b2 (HEZ[b7eV) OFEfEA25Z T - BRE I CEELAEERELNRKE L, 1B5HE
WERTABNT162b2 & ORIHE NS 5 &I L7238 F 72 I3 A FL) 72 R IR 2358 D H 7

N

2. BNTI162b2 (AEAZRIDHR) OEMEZZ T 2HBREIC 7 L — R4D BT £ 721328 K
JDSFETL L, BB Y ERTASBNT162b2 & ORE N S 5 &I L 72356 F 72 132 & 2
TRERIDEED B WIS

3. BNTI162b2 (HEZRD2R\) OBRELE T2 ERE 1240.0CH OB R L (BEfE%
i HOWPETH7e< EB1E) , BRI SEANABNTIO2b2 & ORIHE N & 5 &l L7256
F IS B 7R F R DD B WS
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4, S5~ ORI IZIBV T, BNTI62b2 (AEZ DA OBEFE 252 1 7= 4 BRE 2451
IR U EZI3EEoEE (71— R3) AFFRPBIL, B Y EM2BNTI62b2 & D
BN D B &fIWr L7238 £ 213 MIc A FEA R R IR NG 0 SR WS

5. SARS-CoV-2EH:IZ L v, T E-IFEREEE (ICU) CTORENRLEII R > - H5RE
PR LG (ZOHAEIZBNT, COVID-199EKIZHT 25D 729012, £5541T
WD R B L OFERRIR DL e T — 2 B8 L O G T — % 2 atd %)

FEAITTRBR E i 2R L7z (MS5.3.5.1 C4591007 interim CSR Appendix16.1.1 A5 5 i &) £
82.51H) .

5.1.2. ZEMICET A HHBOFE

LRMEMEZXRE L TReMT — 2 OFtibfEt &2 #r Lz, 8 1 MR L O 2/3 HEH 5
DREMET — 213 1 B BN 2 B HEME% 1 » ARFE TCOHMICOWTIHMET 5 & &b

W, T—H Dy bATRHECTCOLEWT =X bR Lz, T—% By b4 7 BIEE 1 FHERS

202147 H 16 BT, %23 2202149 H 6 HTH D, 728, 2021410 A8 HET —X
1y AT HE LT 2/3 ¥ 02 thB g GEIN T ALK 2250 il D222

F—H ZEte) (I M2.7.6.1.5 HIZER L=,

ANy

e-diary ~DFEENTE T LTV DHEBRE A5 L LT, 16BRY 7 F & IR O BOGR I AE
WENENICOWTRIRFEI &L fer Lc, JRBRY 7 F U 8:% 1~7 RO /FTRISE LU
H MO W TR KROEIEEIZ TR Lz, LbHEtEICIE, 7S E B OBERFE LR, #ERE O
#15 3 L O Clopper-Pearson D [iffl] 95%(FHEH X M % & 7, FUSFEMEIZRET 5 e-diary D7 — % X
BNIAHTE LD o T,

ZeMEMERGE L THEFRT — X Ot & 28R Lz, SlMet=I12i3 1 [ B
M5 2 [F B 1 » ARFE TR LN HEFROIEBAH, FEBEE IS L O Clopper-
Pearson D [H| 95%(EHE X W & & D 7=,

oy S MfRAT

5 2/3 FHER Ay TR LM O FHANTE B 12 DWW TV 8 M 2 3206 L 7=, $0SEHIEA OHEHF1
Rt (MR, AFER, REHR) BEONRN—R T A D SARS-CoV-2 JEGRIBNCHER L7z,
5.2. Z2MEDFER

C4591007 B D2 2=MEDFERITHOWT, & 1A DA 5.2.1 THIZ, 5523 0% 522 IHICE
NENEK LT, ZeMEoft RO MITIEBREIEHRE EIZ R L7z (M5.3.5.1 C4591007 interim
CSR10H, 12 1H)

A M2.5.5 HTEORT LML L OERRMT — % OfEHBMZ L ISR LT,
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o HI1IMHEHHYOLEMEBLOAERMOT —21%, 2RIHEMEE 1 » HFEE TR L O 1 HE
SDOT—HFy bAT7H 202147 A 16 H, 2 B HSEMESK 3 » HOBHHEAR) T L
7~ (5.2.13H)

o E2B Ay DLEMR X OBENEOT — 21, BN ANT-F 2250 Fil 2 %5 & L
T, 2B OTFT—% T A7 H Q02149 H 6 H, 2 [AIHEME®% 2 » H OB
M) £T&Lz (522mH)

5.2.1. C4591007 BB (5~12 :KM) : 5 1 FHES
5.2.1.1. %5 1 R EMEM O
WBRE OWNIREB L OLetrr—% v b

1Ry (5~12 ART) Tk 49 B2 HIMF b 1:1:1 TBNT162b2 © 3 A& (10 pg, 20 ug,
30 pg) DOWTINIEID AT 7, 49 Birh 48 B (98.0%) 7% BNT162b2 DM A 2 [RIZ 1), %4
PEEEMICE = (FHE 1661 5 1Dz Pk L7e g idnioiz,

30 ug BECTIE, 16 BI2f123 30 ug T 1R BEMEAZ T2, TD%Kk, 6T L T30 ug T2 [0 H
BT 4 USRS DT SEME (5.2.1.25) 12XV, IRC o 12 I IFIKRAHED 10 pg
T2 REIBEREZIT O KO8 LT,

o  RHFEIZHBWTH 1 MR/ O FIEORE RIE, FI0 AHT £ 0 IT2f 2 4= T
7210 pg BEB KOV 20 pg BED HFER L, 30 pg FEDOFERITIR L722V,

o 30 pg BEICHID fHT DT 1T T N TLREMEMICE O, BRIL2 B EEREOH &
B [30 ng/10 pg M8 E 713 30 pg/30 pg B2FE (1 018 H&E2 [BIH HE) ] I8 R L,

BB ML FHEIE D D DML
51 FER IS B WD TTREBR E i i E ) b OB KRB /0 - 72,
1BBRD 7 F v DR

51 (S~12 ) TiX, #EBRE ORE S 03EID 1T £ 0 12 BNT162b2 OHFE A 51T
Too 20 pg BEIZEID fHT DN A 2 T 72 o 72 1 Bl & BRE 48 B (98.0%) 73 1 [0 B #EfEds
KO B H#EMA =72, 30 ug BETIX, BITLC30ug T2 RIEBEMEZZ T2 4 HIZRBD LI
TEROSENE (52.125E) 12k, ftho 1260% 10 pg G5 23 MEICBITT 2 HE) T2 A
A=z,

BB DO KERSY (10 pg BE 100%, 20 pug B 82.4%) (% 1 [0 HHEFET% 19~23 H T2 [0l A4 %
7z, 30ugBE (16 B) TiX, 30 ug/30 pg HAED 4 1] (25.0%) (% 1 [A] B #EfE% 19~23 H T2
[ B FE 252 1, 30 pg/10 pg #FE0 12 61 (75.0%) 1% 1 [0 BB 23 B 282 C 2 [0l B 3%

ZiF7,
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A DHEFH AR

51 MR G~12 ARl OANRITKE DA N (7192%) Thoto, ZDfo AfEL
ZOEFITT TN (104%) , BAELZIT 7V AZRT AV AN (63%) , TOM (5% 5%+
) Tholz, £To, EANR=w I/ TT VRREOEIGIL83% Tho7-, FlndDHHAEIL 8.0
W C, BHEOEEIL 50.0%TH -7,

RS I OBHY 7 F

WM EMEER G~12 R ISR BNTIREO 7 0 7 7 A i, FERO—E 7/ NE
LR LN T a7 s A NV ERETH -T2, L < AL ED MedDRA 5B IR0 %E
X, FEMIESE 8 B (16.7%) , S RESE 6 6 (12.5%) , EYYERS LOFAEBE 4 61 (8.3%)
Tholo, BHEEONFITEE R « ZEMERE S 6], K226, RIRE 1§ TH-o72, O
[ S R AT 3 <l A A S/

1 B HEERERIM DU 7 F o 200 LR E 1V 2R o 7=,

5.2.1.2. ISEME 28 1 ME S
SRR

%ML AMEER (5~12 mAd) TR /PTG OB 36 L OVEE I3 H &0 8N
(10 pg, 20 pg, 30 ng) I L OEMEEOHEII LV E < 72 268 m 23580 bivlz (Figure 4)
ST DIE & AV ERREE T IIPEFEETH Y, e HIRIIE > 72,

10 pg BER KON 20 pg BECIE, R 7 HRENCEB W CHEFHPAIEm CRBUMEE 87.5%~93.8%) 2%
L<ROB, OBEMBENE N -T=DIX 20 ug HETO 1 B BEEFEZ TH 72 (Figure 4) .
SR L OMERR DI BMEE B X OVEHIEE IC W T & £ 7 3B R & o BRIT M Tl
Mmooz,

30 pg BET 30 ug/30 pg $EFE A 3215 72 4 5 CI, RSN 1 [0 B 2% 8 L O 2 [A] B Bafd
BT D 4 BIRFNCHE L, FARIE 1 BB BRI 4 F1Es, 2 BIEBERIE3H (06
B oliame) (B U, BRI L B RS S L O 2 M R BRI 261 (TRTRE S
ToIX PR E) 1T LTz, 30 ng/30 ug BEFE A 52 1) 7= 4 T 2 0] H BERE 1. O SR PTG O 38 HAE
FERE L, IRCIZFEY O 12 FIckf LC30ug D2 M HEMAZPIET S X 58E L=,

30 g BED 12 lIF 10 g T2 EIBEFE A7z, 240D 12 6 (30 ng/10 pg #fE) D JRPTILE
077 AT 10 pg BERB L 20 pg REO 71 7 7 A L L [FRETH 7= (Figure 4)

=D JFATROGIE 30 pg/30 pg #EFEO 1 FIICHBL L2 57R 2 BB EfE% 7 HLUN) OA T, £
LSO RFFTSOSIE T R CRE F 73 EECTh o 7o,

TRTOHERZE LU CRFTICDS K DR 1~2 HTRILL, ZBREANL 1~2HT
MR LT,
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Figure 4.  Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Phase 1 — 5 to <12 Years of Age
Group — Safety Population
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Vaccine Group (as Administered)

| Severity [EEEN Mild B33 Moderate M Severe M Grade 4 |

Note: Number above each bar denotes percentage of participants reporting the reaction with any sewverity.

a.  Of the 16 participants who receiwed 30 pg at Dose 1, 4 participants received 30 pg at Dose 2.

b. Ofthe 16 participants who received 30 ug at Dose 1, 12 participants received 10 pg at Dose 2.
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25 KGR

9 1AL ENEEN (5~12 meARm) IR MRS 28 RS O R B ¥ X OVEEE 1T H &0
(10 pg, 20 pg, 30 ng) I L OEEREEOHEII LV E < 72 28 M 23580 bivlz (Figure 5) &
BHRIEDIZE AV EVPBEE T ITFEETH Y, FreHMITE -7,

10 pg BERS LN 20 pg BETIE, MK 7 BRIV TS (B EHERES O R B © 50.0%~
68.8%) ML FAHLINTZA, FORBME L L OEIEEICOW I E E 721 TRERE & DR
IR i3 e o7 (Figure 5) . B8R, AR L OVEEORBEE B LOEEEIIHED
BN E 72 3B R O I m < Ao Tz, L, TR X ORI OV TR, C4591007
RBR D A EFPH Tl N COEMRIZE U T, FEMHEE IRV 5 WIRENED b
Mol

30 pug BEC 30 ug/30 pg BERE 2321 F 72 4 B CiE, 213 2 [B B BRI 38.9°CE TORME L L

7o FT 4GB 1 BB B IR F 7o XREE ORI KO IR A BB L, 2B HE#
FEZITIE TS 4 BB RBL L, FEEOFHRARA 2 FllZRB L7z (Figure 5) . 51 1 [FIH
PR3 KON 2 [l BEFEZ OWTHUCTB W T 3 BFNIHBLL, 2D OFEAEEE (TR ) & P&

Thoto, FHFR I ORI 18] B ERE%RICIIRE Lo 7228 2 (Bl BRI 1 il E 7132

BUNCRBL LIz, Zh6 30 ng/30 ng B2 72 4 BloRH ST v 7 7 A4 v (FRo3EEy) 125k
D%, IRCIF30pug D 2EIEEMATIET S X 5BE LT,

30 pg/10 pg #HfE 12 BIORH L7 v 7 7 A Vi, FEEERE, 10pug B L 20 pg D071
77 ANEREETH 7= (Figure 5) . 30 pg/10 pg #FE0 1 [B] H BERE% OO RBSEE 5 L O
FEEELT 10 pg BERB LUV 20 pg BE & L L ClEimno 7228, 2 [0l B R4 135012 30 png/10 pg B4FE &
Pl L C 10 pg BEERS L0V 20 pg BECE - 7= [1 8] RS O RED S BB 1T 30 pg/10 pg BFE
T33.3% (FEEIAE 38.9C) , 10 ug BB X OV 20 pg BETIEA 6.3% (GEEMIAE 384°C) TH
O, 28] B OREOFEHBEIL, 30 pg/10 pg B TIEL 0%, 10 pg BETIE 12.5% (B
38.9°C23 1 4], 38.9CH 40.0°CETA 1) , 20 ug BETIX 18.8% (e 38.4°CH L Ui
38.9CH4 14, 38.9°CH 40.0°CETH 14 ],

FIFEENGEN S 2 (5 ] L 72 9B OB 13, 10 pg BEIS KOV 20 ug BECI 1 [0 H BERE% T 31.3%~
37.5%, 2 [°] B #fdi% T 43.8%~62.5% & #FE[EH DO LV @< 72 o 72, 30 ng/30 ng #7E 4
FTIE, 1B S S L 02 B BERHEOWTIICIBW T S0 iF 2R3 44 L,

30 pg/10 pg HEFE 12 1 Ci%, 1 [\ HEEREIC 75.0%, 2 [0 B BRI 33.3%DH5RE )N i Bt 5K
A LT,

T E OB FUSIE 10 pg BER KO0 20 pg BEAS 1 B3 HL L7z 2 [0 B H5FE% D32 (38.9°CHR
40.0°CET) ORT, TNUNDOEEKISIZT R TREEITFTEETH T2, BEDOIEIIE
BL 26056, 10 pg BEOHERE 1L 2 [0 HEERE% 2 HHIZ 39.0CO%REAEZ 2L 3 HH ETIC
38CAHM & 72 0 R L=, 20 pg BEOWERF 1T 2 [l H M4 2 H HIZ39.7°COREE 2L 3 HH
FTIZ38CARIME2VEIE L=, 7L — R4 D2 KSITIWTNOHEICEBWNTHRED b
Mol

TRTOMERZIE L TR ORDZ  1THEME% 1~2 FIZHI L, BING 1 A THELE,

PFIZER CONFIDENTIAL
Page 79



a7 4 i

N (5~115%)

2.5 BRARIZBEI 2 S RE

Figure 5.  Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Phase 1 — 5 to <12 Years of Age
Group — Safety Population
Fewver Fatigue Headache Chills Womiting Diarrhea Muscle pain Joint pain Medication
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.-,\)Q- ,-bQ- .-,\)(} ,-bQ- .-,\)(} ,-bQ- .-,\)(} ,-bQ- .-,\)(} ,-bQ- .-,\)(} ,-50 ,—,\)Q- ,-50 ,—,\)Q- ,-50
Vaccine Growup (as Administered)
[ Severity [N Mild B35 Moderate B Severe M Grade 4
| Fever [ 38.0°Cto 38.4°C BEE] »38.4°Cto 38.9°C [ >38.9°Cto 40.0°C M >40.0°C

MNote: Sewverity was not collected for use of antipyretic or pain medication.

Note: MNumber abowe each bar denotes percentage of participants reporting the event with any severity.

a.  Of the 16 participants who received 30 pg at Dose 1, 4 paticipants received 20 pg at Dose 2,

b, Ofthe 16 paticipants who received 20 pg at Dose 1, 12 participants received 10 pg at Dose 2.
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5213. BEFER . B 1 HEAY
HFEEROHE

1[I HEERE D 2 [F % 1 v ARFE TIZAEFRIT 10 ug BT 741 (43.8%) LN 20 g
BTSS0I (31.3%) ITROBNT, ZDH L, 1RERY 7 F 5 L BN H 5 L SN AF
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Table 21.  Safety Population — Phase 2/3 — 5 to <12 Years of Age

Vaccine Group (as Administered)

BNT162b2 10 pg Placebo Total
n? n* n* (%)
Randomized® 2285
Vaccinated 1518 750 2268 (99.3)
Safety population 1518 750 2268 (99.3)
HIV-positive 0 0 0
Excluded from safety population 17 (0.7)
Reason for exclusion
Participant did not receive study vaccine 17 (0.7)

Abbreviation: HIV = human immunodeficiency virus.

a. n=Number of participants with the specified characteristic, or the total sample.

b.  This value is the denominator for the percentage calculations.

PFIZER CONFIDENTIAL SDTM Creation: 13SEP2021 (23:25) Source Data: adsl Table Generation: 16SEP2021 (06:12)
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Table 22.  Follow-up Time After Dose 2 - Phase 2/3 - 5 to <12 Years of Age - Safety Population

Vaccine Group (as Administered)

BNT162b2 10 pg Placebo Total
(N*=1518) (N*=750) (N*=2268)
n® (%) n® (%) n® (%)
Time from Dose 2 to cutoff date
<1 Month 7 (0.5) 4(0.5) 11 (0.5)
>1 Month to <2 months 67 (4.4) 32 (4.3) 99 (4.4)
>2 Months to <3 months 1444 (95.1) 714 (95.2) 2158 (95.1)
>3 Months 0 0 0

Note: Follow-up time was calculated from Dose 2 to the cutoff date or withdrawal date or the date of unblinding (per
protocol), whichever date was earlier.

a. N =number of participants in the specified group, or the total sample. This value is the denominator for the
percentage calculations.

b. n=Number of participants with the specified characteristic.
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Table 23.  Disposition of All Randomized Participants — Phase 2/3 — 5 to <12 Years of Age

Vaccine Group (as Randomized)

BNT162b2 10 pg Placebo Total
(N*=1528) (N*=757) (N*=2285)
n® (%) n® (%) n® (%)
Randomized 1528 (100.0) 757 (100.0) 2285 (100.0)
Not vaccinated 11 (0.7) 6 (0.8) 17 (0.7)
Vaccinated 1517 (99.3) 751 (99.2) 2268 (99.3)
Dose 1 1517 (99.3) 751 (99.2) 2268 (99.3)
Dose 2 1514 (99.1) 747 (98.7) 2261 (98.9)
Completed 1-month post-Dose 2 visit (vaccination period) 1510 (98.8) 746 (98.5) 2256 (98.7)
Discontinued from vaccination period but continued in the study 2(0.1) 2(0.3) 4(0.2)
Discontinued after Dose 1 and before Dose 2 2(0.1) 2(0.3) 4(0.2)
Discontinued after Dose 2 and before 1-month post—Dose 2 visit 0 0 0
Reason for discontinuation from vaccination period
Withdrawal by participant 1(0.1) 2(0.3) 3(0.1)
Withdrawal by parent/guardian - I 1 (0.0)
Withdrawn from the study 5(0.3) 6 (0.8) 11 (0.5)
Withdrawn after Dose 1 and before Dose 2 1(0.1) 2(0.3) 3(0.1)
Withdrawn after Dose 2 and before 1-month post—Dose 2 visit 2(0.1) 2(0.3) 4(0.2)
Withdrawn after 1-month post-Dose 2 visit 2(0.1) 2(0.3) 4(0.2)
Reason for withdrawal from the study
Other 1(0.1) 0 1(0.0)
Withdrawal by participant I - 2(0.1)
Withdrawal by parent/guardian 4 (0.3) 4(0.5) 8(0.4)

a. N =number of randomized participants in the specified group, or the total sample. This value is the denominator for
the percentage calculations.

b. n=Number of participants with the specified characteristic.
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Table 24.  Demographic Characteristics — Phase 2/3 — 5 to <12 Years of Age — Safety Population
Vaccine Group (as Administered)
BNT162b2 10 pg Placebo Total
(N*=1518) (N*=750) (N*=2268)
n® (%) n® (%) n® (%)
Sex
Male 799 (52.6) 383 (51.1) 1182 (52.1)
Female 719 (47.4) 367 (48.9) 1086 (47.9)
Race
White 1204 (79.3) 586 (78.1) 1790 (78.9)
Black or African American 89 (5.9) 58 (7.7) 147 (6.5)
American Indian or Alaska Native 12 (0.8) 3(0.4) 15 (0.7)
Asian 90 (5.9) 47 (6.3) 137 (6.0)
Native Hawaiian or other Pacific Islander - I 5(0.2)
Multiracial 109 (7.2) 49 (6.5) 158 (7.0)
Not reported 9 (0.6) 7(0.9) 16 (0.7)
Ethnicity
Hispanic/Latino 319 (21.0) 159 (21.2) 478 (21.1)
Non-Hispanic/Non-Latino 1196 (78.8) 591 (78.8) 1787 (78.8)
Not reported - I 3(0.1)
Age at vaccination (years)
Mean (SD) 8.2 (1.93) 8.1(1.97) 8.2 (1.94)
Median 8.0 8.0 8.0
Min, max (5, 11) (5, 11) 5,11
Obese®
Yes 174 (11.5) 92 (12.3) 266 (11.7)
No 1343 (88.5) 658 (87.7) 2001 (88.2)
Missing ] | 1(0.0)
Baseline SARS-CoV-2 status
Positive! 133 (8.8) 65 (8.7) 198 (8.7)
Negative® 1385 (91.2) 685 (91.3) 2070 (91.3)
Comorbiditiesf
Yes 312 (20.6) 152 (20.3) 464 (20.5)
No 1206 (79.4) 598 (79.7) 1804 (79.5)
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Table 24.  Demographic Characteristics — Phase 2/3 — 5 to <12 Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 10 pg Placebo Total
(N*=1518) (N*=750) (N*=2268)
n® (%) n® (%) n® (%)

Abbreviations: BMI = body mass index; COVID-19 = coronavirus disease 2019; MMWR = Morbidity and Mortality
Weekly Report; NAAT = nucleic acid amplification test; N-binding = SARS-CoV-2 nucleoprotein-binding; SARS-CoV-2
= severe acute respiratory syndrome coronavirus 2.

a. N =number of participants in the specified group, or the total sample. This value is the denominator for the
percentage calculations.

b. n=Number of participants with the specified characteristic.

c. Obese is defined as a body mass index (BMI) at or above the 95% percentile according to the growth chart. Refer to
the CDC growth charts at https://www.cdc.gov/growthcharts/html_charts/bmiagerev.htm.

d. Positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history of COVID-19.

e. Negative N-binding antibody result at Visit 1, negative NAAT result at Visit 1, and no medical history of COVID-19.
f.  Number of participants who have 1 or more comorbidities that increase the risk of severe COVID-19 disease: defined
as participants who had at least one of the prespecified comorbidities based on MMWR 69(32);1081-1088 and/or obesity
(BMI > 95 percentile).
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LTI, 1[0 B#ffL & 2 o] B % CRRE Th - 72,

BNT162b2 # TIEFEIR & JEIR OF BT | B H BRI L OV 2 Bl HEEFEZ O WL B VT
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1 B HEERE% S KOV 2 (Bl H #EM % IR ST RFT RO E R MR E £ 7213 EETH - 1=,
151 B D SR AT B X T REV N AL O R 2 12 BV C b BB E 1K o 72 (03%LLTF) , 7/ L—
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o  TEHTAIEIR 0 AN 85.0%, BAEIIT YU BRT AU NN T84%, F D 82.7%

i %= O JFFTE i O3S BRI X AFEE] CEERINC IR A3, FOEICEHEK 2 EWRILR D b
Mol

BHER -

BNT162b2 #Fi1% (B[R % [ 7e\y) OFIR, MERR K OVES AL R OB 1L, & AN
=7/ TT URBHETENETN 21.7%, 204%B L N84.0%TH Y, e A =vr T
TURRERTENEIN 27.7%, 20.4%35 LN 84.4% Th > 7=, FEIROREHEBEE 1T 2 BHER THUHE
HINC R B0, ZFOEICERZERITFED bR Tz,

N— 2 F A D SARS-CoV-2 FYLIRILA

NR— 2 T A WD SARS-CoV-2 JEYLFEMER 13 BNT162b2 BT 133 5, 7T BREET 65 il TH
0, JRYLPEVER X BNT162b2 BT 1378 fil, 77 B AREET 684 5l T 7=, BNTI162b2 HEfEt%
(BEER 2 D7) OFER, MEARIS X OVEREAER ORBUMER X, Bt T2t
20.3%, 12.8%FB L N82.7% TH Y, FEYSEME TENZEI 27.0%, 21.1%FB LU 84.5% Th -
7o JRPTROG DR BB L, EEANZ IR TR AS, YRGS & RaEs ] ClRIRR
Thole, N—RATF A KD SARS-CoV-2 FYLRGM:F FU TRzt 4 & bl L CTone 0 b7
W28 Z OFERITERICHENT 20BN’ H 5,
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Figure 6.  Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Phase 2/3 — 5 to <12 Years of Age
— Safety Population
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5.2.2.22. 5 ¢ 5 23 FHER

5523 FHE Sy (5~12 HEARTH) 12T, MHIB X OMEHZRE, 2FIGORBMES L OE
FEFE T 1 [0 H BEREfE & bhle UC 2 [0 B BEfE L CrEdno 7o, FHIR K OMEM: O3 B X 1 [0 B
PEFRGL & Lhi U C 2 [B] B HEML TRy, 1 BB R & 2 (0] B B CRIRE Th - 72

(Figure 7) o BNT162b2 BED(E 2 OB S 2 B (1 [0 B #0E5%, 2 [0 3 Hf6E1%) Omuv
JEIZLA FIiZR LTz,

o JEJT: 33.6%, 39.4%
o HHJE : 22.4%, 28.0%
o AW : 9.1%, 11.7%
o EZE. 4.6%, 9.8%
o FAfW - 3.3%, 5.2%
o JEEN: 2.5%, 6.5%
o I 5.9%, 5.3%
o @M : 2.2%, 1.9%

1Z A EDRERISOFRRBIMEE L BNT162b2 B & i L7 T v REE TR - 7,

iR NGRS 2 (e ] L 72 B O EIA 1L BNT162b2 BEIC BN T 1 8] B #2558 T 14.4%, 2 [n] B #5E
% T19.7%CTH Y, 1[alHBEMER% &g L C 2 [mlHEEMEE% CTraov-oTo, 77 BARRETIE 1 B HBE
Tli1% T 8.3%, 2 [E|HEEF% T8.1%TdH D, BNTI62b2 f & Lk L T - 7=,

1 [ AEEfEE B X2 B HEEZOWTHICEB W T, K5ORS ROSITERE £ /- 13 %ET
bole, MEORYRIGOIBUBEHE LMW T I OREMEIZICB N TS 0.7%LL T &1&ho 70,
BNT162b2 B2\ TEEDORH S CHREBEE D @ > 72 b OIS (1 [BIH % 0.3%, 2
[B] B 8% 0.7%, DATFRIE) 38 X OFEL (0.2%, 0.5%) THo7T-,

BNT162b2 #£D 1 2 40°CHEOFENBEL LTz, AT 2 M EHEM%Z 2 A BICRBLL, FHIC
FEL (36.7°C) 1T LT, BIFESE CICZOPERE TP L QWA EFSR (B, HEERR
M OFER) [THE I TV,

MO TROEMENZ BN T ORI RUSORBRY (PRE) (L 1~4 BTHY (KEDD8 2
B, FrgcIiH (FOfE) (X 1~2 A Th o7,

BRI, C4591007 3ABR (5~12 WiRiim) T HT- 28 It O3B 6 L OFH I
1%, C4591001 #RERODEE 2/3 tHE Sy (12U ) TROOLN-L O EREEE-ITEN -7, B2
DRI YU R 7 \CBT ARk Em o (6.2 1) (ZEER L7z,

oy SR AR

W23 KBSy (S~12 mERlE) DR RISIT OV TERS LR (MERI, AFER, R, ~—
AT A WD SARS-CoV-2 EYIRILA) 2 it L7 kG R, KioEH O£ KT BNT162b2
HRBIOT 7R EHEWVTIUCBWTHRECTH 72, AFEBID TERAFEZIZT 7 DRT AV
HN), BRIERD Te A=V /F3T %] BEIOR—RF A FED SARS-CoV-2 JEGIK I
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D TG | ([ZOWTIEEE S E N D 72 <, B BB D5 B TIE B AN 5 L EE A
D, WITNOEDEICBNTHEENIGSORIUIERDO H HZTRO HivemnoT=, w5y
AT OFE R 2 UL FICER LT,

PRI

BNT162b2 ¥tk (BEfi[E 2 R 72) OEREHRINTEY, HEFBLOHAR CTHY, TD
BB A TR T (B 51.6%, &M 51.9%, LATFEINE) , 8% (36.7%, 39.8%) , #hPUJE
(16.4%, 18.8%) Th o7z, FENOFHIBIBEE XM 7.0%, &M 9. 7% CRIRE CH-7-, HilH]
TOIRBUAE ORI BERITRD b ho 7z,

NFER -

BNT162b2 #fE s (Befd[n 2 b 72\) O EReH e (Y, SEMEB X OWAR) ORBMEE
IZ AR CRMRAICFREE Th o7z, A CTORBBELE OEICHERN R EWRITRD bk
DoT-, EREHINE R HOWT N TORBHEELZ LTI R L,

o I : FAANS51.7%, BAEIIT 7 UAZT AU B A 46.6%, D1t 53.8%
o UHJE : FIA 38.6%, BANFELIEZT 7V HRT AV IAN37.5%, F D 36.0%
o fAJE : AN 17.9%, BAEIIT 7 UAZT AV B AN 193%, O 15.1%
o REL: HA82%, BAELIEZT 7V IRT AU AN102%, D1t 8.0%
BEiER -

BNT162b2 #5fditk (BEfiE 2 R 72\) OEReHEL (Y7, SRS X O AR) O RIELIF
BHEE IR (e AR=v 7 /T77 U REHE50.0%, e A=v 7 /IET T RN 52.3%,
PUFENE) , 889 (37.7%, 38.4%) , AN (19.5%, 17.1%) Tholz, FBEOFKIBIHE I
AN= 7 S TT VRENE 82%, e ANR=y T SIETT URRE 8A% TRIRE TH -T2, 2
R CORBUEE O 2R BERITRD b ho iz,

N— 2 T A VD SARS-CoV-2 Bk R

NR— 2 T A WD SARS-CoV-2 JEYLBEMER 13 BNT162b2 #£ T 133 5, 7T BREET 65 il TH

D, JRYLPEVER 1T BNT162b2 #EC 1384 fil, 77 B AREET 685 5l T 7=, BNT162b2 HEfEt%

(B 2R D7) OFReH RIS OFY7, MBS X ORI AR) @ SARS-CoV-2 YR H
FEBUBARE 130 5 (YRR 40.6%, JYREMER 52.8%, LATREIIE) , 8% (39.1%, 38.1%) ,
A (15.8%, 17.7%) ThoT-, FBHE ITBRYGIES & R EEE T afRmIc FRIE T

& > - DBUERNSEGL S TR o 72, FEEND FEBUEFE | R G GER 6.0%, EYLfatts
8.5% Td V), JEYEIEE TR -T2, =2 T A D SARS-CoV-2 J& Y b5 H 1 R Yy
PabEE s & el LT 0 D7z Z OFERITEE ISR T 2 LENH 5,
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Figure 7.  Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Phase 2/3 — 5 to <12 Years of Age
— Safety Population
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Note: Severnity was not collected for use of antipyretic or pain medication.

Note: The number abowve each bar denotes the percentage of participants reporting the event with any severity.
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5.223. HEESR : 55 23 fHEY

52231 BEFEROME : 5§ 23 FHE S

523 FHER Gy (5~12 ARdi) TROOLNTEHERLIZONWT OB CEH LEN LT, —
SOHIX I EHBEMENS 2 B HEMEE 1 » AEE T (5.223.1.13H) T, —OHIE 1 BHBEEND
T—2Ky hA7H Q02149 A6 H) £T (5223.12H) OoHITH D,

522311 1 B EEENG 2RIEEER 1 » HRRE TOFESER

55 2/3 AL MR (5~12 mARTi) ISR\ T 1 [ EEEED S 2 Al H 8% 1 » A E TIoRH
L= BERGOME S Table 25 12~ L2, @ EFRGORBIHELE T BNT162b2 £ (10.9%) &7
TEREE (92%) TRARETH-T,

R 7 F U HERLEEOH 2HEFEFS, BEOFEFRBLOEERAFEFGORBUEE X
BNT162b2 # CTZNZE4 3.0%, 0.1%, 0% CTH Y, 7T vRETENEN 2.1%, 0.1%, 0.1%T
bole, 77RO | FICEERAEFSR FHERXBLIONER) 2RO LN, REREYE
FIXIRER Y 7 F 8 & ORRBERIT RV W L7 (5.2233H) , ECHI, AEFLRICLD
BEROHFIEFIIFED e -7-, 1[BBG 2 B BEEM% 1 » ARFE TICRBLL 724 D
HEFRIZOWNWTIL5.2232.1 HITR L,

Table 25.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 2 — Phase 2/3 — 5 to <12 Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 10 pg Placebo
(N*=1518) (N*=750)
Adverse Event n® (%) n® (%)
Any adverse event 166 (10.9) 69 (9.2)
Related® 46 (3.0) 16 (2.1)
Severe 2 (0.1) 1(0.1)
Life-threatening 0 0
Any serious adverse event 0 1(0.1)
Related® 0 0
Severe 0 1(0.1)
Life-threatening 0 0
Any nonserious adverse event 166 (10.9) 68 (9.1)
Related® 46 (3.0) 16 (2.1)
Severe 2(0.1) 0
Life-threatening 0 0
Any adverse event leading to withdrawal 0 0
Related® 0 0
Serious 0 0
Severe 0 0
Life-threatening 0 0
Death 0 0
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Table 25.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 2 — Phase 2/3 — 5 to <12 Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 10 pg Placebo
(N*=1518) (N*=750)
Adverse Event n® (%) n® (%)

a. N =number of participants in the specified group. This value is the denominator for the percentage calculations.

b. n=Number of participants reporting at least 1 occurrence of the specified event category. For "any adverse event," n
= the number of participants reporting at least 1 occurrence of any adverse event.

c. Assessed by the investigator as related to investigational product.
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oy S MfRAT

5523 FHER Sy (S~12 ioklil) OAFFSR (1RO 2 RIEERMEZ 1 » HRFE T) 1220
THREERMEAT (PRI, AFER, BRI, ~X—R T A D SARS-CoV-2 JEYLRILA) % i
L7ofER, SH0EMOEEFZOME (2FEFER, RV I F U EHEDH L6 EFRS,
EEAEELE) (X BNTI22 BB LT T REWTICBWTHLREBETH > 72, AFERID
TBANFEFEIT 7 VART AV AN, BRIEND e A= 7 /FF7 %] BLXOWR—27F
A D SARS-CoV-2 EHLRILAN D TRGBEMES | (2 OWTIXE S FE D72 <, H £ FfEHT
DOFERITHEE IR DLEND D, EMmEENTAEESR, EBRPILICE ST EFRITR
ooz, WTHOHBERICENWTHAFEFROMEICOWTEKROH 5 EZITHRO L
NWirho e, MERIEHT OFEREZLLTICERN LTz,

PERI -

BNT162b2 #EIZHBWT, 2 EFROBIFELIIEMET 11.1%, ZHET10.7% Th o7z, BRY
I F R BED B H A EEGII OV T EM 3.3%, kMt 28%THY, WEDHEHRLICS
WTIEBME 03%, kikuTh ot 2 FIB B | o AR E CICEERAEFLIT 1 2
Hah (522331H)

o FIURBORR | BT 2 B B | 0 ARE CICEEAEEES L LTHAS L0
W OOMEMEL B S) DS S, TR ERTIT VT L IAR Y 2 F UL 0
R SR BRI 7 & e L7

52 [T O FEBME O FEITHRR A 22 RITRR D DI 7e o 7z,

AHER -

BNTI162b2 FEIZHWT, 2FEFLO ANERPRBHEIX 9.0%~12.0%TH VD, ANFEHE TREEET
ol IRV 7 F UM EBEEOLH LG8 EFRIZONVTIL 2.8%~4.0%, EEDOHEFRIZO
WTIHWTNDOAFED 02% L T Tholz, EEDAFFERBOLNZ IHIZAANTH-T-
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62%3%) HEFROBSEL I AT CEREMIC R D0, 20 OEIERR 72 ER
u»u &) roﬂ/bfcﬁ?ﬁ") 71:_0

BH5R -

BNT162b2 BEICBWC, A EFRZORBBEE I A=y 7 /T VREKT 11.3%, FHe A
N=w 7 JIETT VRRIET109% Th o7, 1Y 7 F U HfE L BB DO H 5 A EFFLRIZONT
e ANR=w 7 /S TT VRRENE2.8%, L ANR=w T JIETT UREE 1%, REORERS
Kowfﬁtxﬂ~/7/5?7%ﬁfl%,#EXN“/ﬁ/#??VﬁEYOZW?%O
Teo BEBRAEFEFERPBEOONT 1HNITIFe A=y 7 /FIETT U RRIETH -T2 (52233
H) , 2 RHERCORBUEE OZ IR ERITFRO ool

N— 2 F A D SARS-CoV-2 FYLIRILA]

NR— 2 T A WD SARS-CoV-2 JEYLFEMER 13 BNT162b2 #£ T 133 f5l, 7T BAREET 65 il TH
0, JRYLPEVER 1T BNT162b2 #£C 1385 0, 77 B AREET 685 5l T ->7-, BNT162b2 BEIZI W
T, A EFELORBELE RGBS T 8.3%, YLEMH T 112% ThoT-, 1GRU 7 F
PR LB O & 5 HFHF GOV TR EGIEE 1.5%, YRR 32%, mEORFEHRGIID
WG oo, BUENER 0.1% Ch o7, EERAERRARBO LN 1H] (52233
TH) 13— RA T A VBED SARS-CoV-2 LRI DITER NS LN TV e o Tz, HEFRZORE
BEFE 1T 2 IR CEERINC B2 5%, F 5 OEICER AR ERIZRD SN hoT-, N—2R
7 A VED SARS-CoV-2 [EYEBGIEF BTG 2T B & it L Tonie 0 277 b Z OfESIX
EEIZIRT 2 MLER D D,

522312 1 HREERNOT—F Wy hAT7HE TCOREES

1 EIEEEN ST — 2y "AT7HETOT—HX |2 B HEEMEEZ 2 » AMBU LT — 42013 S
T, F 2B AL EMEN 5~12 FoRlm) TR LNT-2AEFROFEIEL X BNT162b2
BE (11.6%) &7 7 BAREE (9.6%) TRIEETH-T- (Table26) ,

2EIAEEMEE 1 » AL T —2 0 v A7 B E TOMMICHE SNTEAESFRIIV o7
(Table 25, Table26) ., 1[EIEEEFENGT —X 1y A7 HE TIORE SNTIRRY 7 F 8
EBHEOH I AERSE, BEOAEFLRBIOEELAEFROBIMEE T BNT162b2 #i5 X
N T ERBEONTIUZEBWNTHZNEI3.0%LLT, 02% U TELN01%TH-72, 2EEE
% 1 » HEENS T —X 1y b4 7 H & CICEEZRAEFS) BNT162b2 BEZ 1 4 (UEF
W) e Sz, TR Y ERNIZIEER Y 7 F LR & OREERIT AV E B L2 (52233
M) , 7—4#y MAT7HETIRHRESE, AEFLICLLEROF ILFIIEO ol 1
RN NS T =2y 847 HETIZRB L2 OFEFRIZONWTIE 522322 HITRL
776
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Table 26. Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1
Through Cutoff Date (06SEP2021) — Phase 2/3 — 5 to <12 Years of Age — Safety

Population
Vaccine Group (as Administered)
BNT162b2 10 pg Placebo
(N*=1518) (N*=750)
Adverse Event nP (%) n® (%)
Any adverse event 176 (11.6) 72 (9.6)
Related® 46 (3.0) 16 (2.1)
Severe 3(0.2) 1(0.1)
Life-threatening 0 0
Any serious adverse event 1(0.1) 1(0.1)
Related® 0 0
Severe 1(0.1) 1(0.1)
Life-threatening 0 0
Any nonserious adverse event 176 (11.6) 71 (9.5)
Related® 46 (3.0) 16 (2.1)
Severe 3(0.2) 0
Life-threatening 0 0
Any adverse event leading to withdrawal 0 0
Related® 0 0
Serious 0 0
Severe 0 0
Life-threatening 0 0
Death 0 0

a. N =number of participants in the specified group. This value is the denominator for the percentage calculations.

b. n=Number of participants reporting at least 1 occurrence of the specified event category. For "any adverse event," n
= the number of participants reporting at least 1 occurrence of any adverse event.

c. Assessed by the investigator as related to investigational product.

PFIZER CONFIDENTIAL SDTM Creation: 13SEP2021 (17:16) Source Data: adae Table Generation: 15SEP2021 (17:46)
(Cutoff Date: 06SEP2021, Snapshot Date: 13SEP2021) Output

File: ./nda2_ubped/C4591007 P23 EUA/adae s130 1md2 p2 12 cut

PFIZER CONFIDENTIAL
Page 98



aI > NEH (5~11 %)
2.5 ERRIZBAJ A SR

5.2.2.3.2. BEBZR O 523 A%

523 ML EMEEN] (5~12 ARl) @ 1 B BEEEG 2B EEEZ 1 » HE TOREFRICHO
WT 522321 HHIZ, 1 [ME#EENST —X Yy NAT7HETOEEFRIZONT 5223221
IZFEnEhorsLie,

522321 1 B EEENG 2RIHEER 1 » HRRE TOFESER
MedDRA #5 B BIR R L OEAFEH]

523 R EMEEN] (5~12 AT) 1B WT 1 Bl HBEREN S 2 [al HBEFE% 1 5 AREE TITRE
L= B EHG % Table 27 1278 LTz, 26 23 fHER (5~12 ki) O#EBRF 1T HIM L 2:1 T
BNT162b2 (10 pg) BEE7IX7 7 B RHEOWTINTED (T bz, 2HFEFSRORIEE L
BNT162b2 #£C 10.9%, 77 REETI2% TH Y, Wl CRIERE Th-oTm, AEFLOL X
AEFRG L L THESNERY 7 F o OOGREMYE (88, M3 L ONERSAER /2 L) <
Holr, ZNDDORISEMEDFGN SN DH MedDRA 2 E B RO H FE FHLIAE
(BNT162b2 &, 7 J & AREE) #LLTFICRL,

o - AFEELIOERGIMORE (1.6%, 1.7%)
o HIEEE (1.6%, 1.7%)

o MRRLRIEE (0.7%, 0.5%)

o BRI KO GMARREE (0.5%, 0.7%)

ERE LT, 1 AN 2 B % 1 » HRFE TICHlE SN EFROL L BNIERY 7
F U DORISFEMEICERT D D Thotz, ZDZ LT T T BARREE il LT BNT162b2 FETH
BUEE RN @D Tl 2 OFEFRIZBWOTEENZRBALE 720, 20ROV T, C4591007
B (5~12 ki) & C4591001 RERDEE 23 FHE sy (125%Lh L) T—HL WL BB
72 F77, C4591007 #ABR (5~12 ki) TIXZ DX I RISEMFESED I B, W OnhDEHE
G CIL BNT162b2 B & 77 B AR TR IZZNRBO LR o 7203, U 2 Bl B %
1 # HRFE CORFERGORBBEENMIEE CRRBE ChOo T I EDREELTVDHELE XL
N5, BRL5EMITY 27T HftmaE (6.2 ) ik L7z,

FOSFEMEDFR N HE S TR0 MedDRA 2B BIKDFEICE N LA EFRIZHOVWTLLTIC
RLUT, AL RoNT-AEELDOL IFRERO R @/ NRERICLR D DD
HEHGLFERETHY, BNTI6202 B L 7T v REECARBMEIZRD Lo T,

o JERYWER X OVEHAMIE : AEFROBIBEL L BNT162b2 #£ T 1.9%, 77 EHREET 2.0%
Tholz, WG SNTAEEFRIIFEFERO—EN 72/ NRERIC S R 5 b BRkYs, REEK
BLOEE BT 2 F R Th o 7o, BYYER X OVFA BAEIC DUV T, BNT162b2 #f
& TR TAYEITERD b o T,

o G5, TEBIVUESIHE : HEFLOREBIBEEILBNTIO202 BT 1.7%, 77 BAREET
0.7% T o7-, HESINT-HEFRIIFEFENRO RN/ NNEERICH BRSNS EIT, &
e, oon—r, BRBRETH -7, MEEME OB O 213312 BNT162b2 #EDOR 51
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TR CHE STV D 7 F U B L ITBE D I W R RS, Yo — B I U4
IBFEES (BER L UGS ITERT 250 TH -7,

o FEMHIETE . AEFESLOIHMEILBNTIO202 BT 03%, 77 RET04% THo7-, #H
HEINTAEFEFLIIFEFERO 72/ NERIC S R o2 EER - ZEEFRERS L O
FOSIFEMEZFER T 25 (G, MEROEKTS) Tho7-, BNTI62b2 D 1 i
T —R3DF v 7 BRD Oz, IRBRLYERITIERY 7 F U8 L OREN H 25 &
WrL7- (%8, MRBIEDZETIERY 7 F 8 & ORI EBMRIZZRWV S HW S |
ZDOF v 7 FBBHFNHOWNTIE 5.2.2.3.6 HIZFEMZ R LTz, FEREEIZOWVLT, BNT162b2
ML 7T B RBECARBEITRO DR o7,

o MIRBIOY U/ REE - AEFELOREBMEIL BNT162b2 #£ T 0.9%, 77 EAREET
0.1% ThH-o7-, MEINTZAEFZLITY VAEIIEBIOY U RER CTH-oT=, U v/ HHE
IZOWTIE 5.2.23.6 THICFEMZoR Lz, VU o EE DO FRBSEE 1T C4591001 3RBR D 2/3 +8
oy (12 LAk, BNT162b2 30 pg % 2 [FEEf#) & ik LT C4591007 #lBR (5~12 5kA
i) ThPENIE NI,

o JZJEB LUV THMREE - AEFRLOBIEEIX BNT162b2 #£ T 1.4%, 77 &AREET
08% CTh o7, MESINTEEFLRIIRE, FHE, WBBLIOT HIEET, V7R
& Hif L BNT162b2 BE CRIBEE N E -T2, ¥ B L OEERZ 25 Z O MedDRA #45E
BRI SN D HEEERITONVTIL522.3.6 HIZFHEHMEZ R~ LT,

o FHERAMEE . HEFLORIMEEIT BNTI22 BET 0.1%, I AREET0.1% THo 7,
WS SNTAERERGILREUE (772 REELH) BLXOIHEEMT LA —Tholz, B
JEIZ DWW T 5.2.2.3.6 THIZZEM AR LT,

o DlEEE  AEESI o s s, BE S IEEEFELII LR
OFRE T, TRERHLY ERITIRER D 7 F AR & BRI b 5 L HIlT Lz, & OFRIDEDFE
ModEEE T @ oE (Figi14)) Thovo, 2EBEE% 2 ARICKREL, Z0k,
BEIER < [FE Uiz, PODEICOWTIE 5.2.2.3.6 HICEEMA R LT,
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Table 27.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 2, by System Organ Class and Preferred Term — Phase 2/3 -5 to
<12 Years of Age — Safety Population

System Organ Class
Preferred Term

Vaccine Group (as Administered)

BNT162b2 10 pg
(N*=1518)

n® (%)

(95% CI°)

Placebo

(N3=750)

Ilb (OA])

(95% CI°)

Any adverse event

Blood and lymphatic system disorders
Lymphadenopathy
Lymph node pain

Cardiac disorders
Angina pectoris

Congenital, familial and genetic disorders
Phimosis

Ear and labyrinth disorders
Ear pain
Cerumen impaction
Otorrhoea

Eye disorders
Conjunctivitis allergic
Dry eye
Hypermetropia
Periorbital oedema
Vision blurred

Gastrointestinal disorders
Nausea
Vomiting
Abdominal pain
Diarrhoea
Abdominal pain upper
Toothache
Aphthous ulcer
Flatulence
Gastrooesophageal reflux disease
Odynophagia
Oral pain
Pancreatitis
Rectal haemorrhage

166 (10.9)

14 (0.9)
13 (0.9)

— N s
~ o
e e e
—_ = W
SN N N

N =

- S S S S O -
RS IR Y
\-/\-/v\-/\_/

General disorders and administration site conditions 25 (1.6)
Injection site pain 11 (0.7)
Pyrexia 3(0.2)
Fatigue 1(0.1)
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(9.4, 12.6)

(0.5, 1.5)

—~
=]
1%

—
(%]
~

s

(0.1,0.7)
(0.0, 0.5)
(0.0, 0.4)

(0.0, 0.6)
(0.0, 0.4)

(1.1,2.4)
(0.1, 0.9)
(0.1, 0.9)
(0.1, 0.7)
(0.1, 0.8)

(1.1,2.4)
(0.4,1.3)
(0.0, 0.6)
(0.0, 0.4)

69 (9.2)

1(0.1)
1(0.1)

13 (1.7)
2(0.3)
2(0.3)
2(0.3)
1(0.1)

13 (1.7)
3(0.4)
6 (0.8)
3(0.4)

(7.2, 11.5)
(0.0, 0.7)

~
(=]
=

(=]
~
~

bl

(0.0, 1.0)
(0.0, 1.0)
(0.0, 0.7)

(0.0, 1.0)
(0.0, 0.7)

(0.9, 2.9)
(0.0, 1.0)
(0.0, 1.0)
(0.0, 1.0)
(0.0, 0.7)

(0.9, 2.9)
(0.1,1.2)
0.3,1.7)
(0.1,1.2)
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Table 27.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 2, by System Organ Class and Preferred Term — Phase 2/3 — 5 to
<12 Years of Age — Safety Population

System Organ Class
Preferred Term

Vaccine Group (as Administered)

BNT162b2 10 pg
(N*=1518)

n® (%)

(95% CI°)

n" (%)

Placebo
(N?=750)
(95% CI°)

Injection site erythema
Axillary pain

Malaise

Non-cardiac chest pain
Injection site haemorrhage
Injection site induration
Injection site rash
Peripheral swelling
Swelling

Swelling face

Thirst

Immune system disorders
Seasonal allergy
Allergy to animal
Hypersensitivity
Mite allergy

Infections and infestations
Otitis externa
Nasopharyngitis
Hordeolum
Cellulitis
Impetigo

Upper respiratory tract infection

Conjunctivitis

Ear infection
External ear cellulitis
Folliculitis
Gastroenteritis viral
Herpes zoster
Molluscum contagiosum
Onychomycosis

Oral candidiasis
Otitis media
Paronychia

Parotitis

Pharyngitis

Rhinitis

Tonsillitis

Tooth abscess

= [ [

—_
~
(=}
—_
~
—_
~

[\
~
=
—_
~

29 (1.9)
7(0.5)
3(0.2)

—_
~ o
oS O O
—_ = =
N NI N

_
o
=
<
~
=

~
=]
=)
=]
W
-

(1.3,2.7)
(0.2, 0.9)
(0.0, 0.6)

(0.0, 0.4)
(0.0, 0.4)
(0.0, 0.4)
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(1.1,3.3)
0.3,1.7)
(0.0, 0.7)

(0.0, 0.7)
(0.0, 0.7)
(0.0, 0.7)
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Table 27.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 2, by System Organ Class and Preferred Term — Phase 2/3 — 5 to
<12 Years of Age — Safety Population

Vaccine Group (as Administered)
BNT162b2 10 pg Placebo
(N*=1518) (N*=750)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)

Preferred Term

Urinary tract infection

Viral infection

Vulvovaginal mycotic infection

Injury, poisoning and procedural complications

Fall

Arthropod bite

Contusion

Skin laceration

Sunburn

Ligament sprain

Upper limb fracture

Accident

Arthropod sting

Back injury

Burns first degree

Concussion

Foreign body

Hand fracture

Head injury

Heavy exposure to ultraviolet light

Joint dislocation

Joint injury

Limb fracture

Limb injury

Muscle strain

Radius fracture

Investigations

Body temperature increased

Serum ferritin decreased

Metabolism and nutrition disorders

Decreased appetite

Musculoskeletal and connective tissue disorders

Pain in extremity

Musculoskeletal chest pain

Arthralgia

Muscle mass

Myalgia

Osteitis

[\
22
©c =
\5:)

5 III
1 | ]

~
e e

—_ —
~ O~

—_
~
LM L1 | L]
—_
~

(1.1,2.5)
(0.1,0.8)

(=}
~
~

0.2, 1.5)
(0.0, 0.7)

—_ W
~
e«
—_
~

(0.0, 0.5)
(0.0, 0.4)

(0.0, 0.7)
(0.0, 0.7)

—_

~
e e

—_ —
~ O~

= [ [ |

~
(=}
=
(=}
S
~
—_
—_
~
~
o
=
(=}
~
~

NN
S S mm
W W
SN N

(0.0, 0.4) (0.0, 1.0)
(0.0, 0.4) (0.0, 1.0)
(0.2, 0.9) 0.2, 1.5)
(0.0, 0.6) (0.0, 1.0)
(0.0, 0.4) (0.0, 0.7)

PFIZER CONFIDENTIAL

Page 103



aI > NEH (5~11 %)
2.5 ERRIZBAJ A SR

Table 27.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 2, by System Organ Class and Preferred Term — Phase 2/3 — 5 to
<12 Years of Age — Safety Population

Vaccine Group (as Administered)
BNT162b2 10 pg Placebo
(N*=1518) (N*=750)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)

Preferred Term

Synovitis

Neoplasms benign, malignant and unspecified (incl cysts and

polyps)
Pyogenic granuloma
Nervous system disorders
Headache
Disturbance in attention
Dizziness
Dyslexia
Migraine
Paraesthesia

Somnolence

Psychiatric disorders
Attention deficit hyperactivity disorder
Irritability
Poor quality sleep
Tic

Renal and urinary disorders
Dysuria

Reproductive system and breast disorders
Balanoposthitis

Respiratory, thoracic and mediastinal disorders

Nasal congestion
Cough
Oropharyngeal pain
Epistaxis
Rhinorrhoea
Asthma

Sneezing

Throat irritation
Tonsillolith

Skin and subcutaneous tissue disorders
Urticaria
Rash
Dermatitis contact
Erythema
Rash papular
Eczema

3]
2
o=
RS

[\
~
e ¢
—_
~

—
~
=]
—_
~
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(0.3, 1.2)
(0.1, 0.9)

(0.1, 0.7)
(0.0, 0.4)
(0.0, 0.4)

(0.9,2.2)
(0.1, 0.8)
(0.1,0.8)
(0.1, 0.8)

—
o
=
(=]
(9]
~

(0.9,2.2)
(0.0, 0.6)

N A
~
e

=
W W
~ ~—

w
—~
=
N
=~

2(0.3)
1(0.1)

9(1.2)
4(0.5)
2(0.3)
1(0.1)

1(0.1)

6 (0.8)
3(0.4)

1(0.1)

1(0.1)

(0.1, 1.4)
(0.0, 1.0)

(0.1,1.2)
(0.0, 1.0)
(0.0, 0.7)

(0.6,2.3)
(0.1, 1.4)
(0.0, 1.0)
(0.0, 0.7)

~
(=}
=
(=}
~
~

0.3,1.7)
(0.1,1.2)
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Table 27.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 2, by System Organ Class and Preferred Term — Phase 2/3 —5 to
<12 Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 10 pg Placebo
(N*=1518) (N*=750)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)

Preferred Term

Cold sweat
Dermatitis
Dermatitis allergic
Macule

Mechanical urticaria
Pruritus

Rash erythematous
Rash macular

Rash pruritic

Surgical and medical procedures

—_
~
(=]
—_
~
~
=]
=
=
I
~
—_
~
(=]
—_
~
~
(=]
<o
(=]
~
~

Suture insertion
Tooth extraction

Note: MedDRA (v24.0) coding dictionary applied.

a. N =number of participants in the specified group. This value is the denominator for the percentage calculations.

b. n=Number of participants reporting at least 1 occurrence of the specified event. For "any adverse event," n = number
of participants reporting at least 1 occurrence of any adverse event.

c. Exact 2-sided CI based on the Clopper and Pearson method.
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RV F L E#BLEEDH DA EER

1[I BEERE S 2 [0l B R 1 o A RFE TOMIMT, RS ERIC X VIEBRY 7 F HFE L
BN D LM SN A EFRSORBBEE LT 7 B R (2.1%) L il L BNT162b2 £
(3.0%) ThInicEmhrolz, b I AONIIERY 7 F L BEN S 568 EFHLIIN
JREMEDFELG T, MedDRA #2 B BIRHETIX [ - 2FFEER L OGN OIREE )
(BNT162b2 £ 1.1%, 77 v AREE0.9%) Tholz, TOMITIEHTRE L EZLL TR L,
RENZIER TR FEFHEGIT 5223.6 HIZHFLd LT,
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. #E%,#ﬁff%%ﬁéi%’iD%%U&%y%@&%Lﬁ%ék%%éntﬁbr
-ﬁimm WESNT, ZoFGI2 M HERE 2 HBIZEEBLL, 1 oMFF
for L7=%%, #%EiE7e< [\l Lz,

o JHETHERUY ZF LU HMELEENHL L —R3DOF v 75 BNTI62b2 BT 1 il
Shiz (08, MRBHEOZETIHRRY 7 F o8 L ORI BRIV S ST .

o JEEEAARAGERS (1 M AHEMEE) T, RBREYEMCIVIRRY 7 5 5 L B
NG D LW S 7 L— R 1 OIREFEFRAFEN 77 2 REET 1 Hllc#Es S, [l—
WERE RN T, FEEE TR EAIC L VIRBRY 7 F ol L BN H 5 L S h
t7v~h1®kﬂf,ﬂﬁkio SRR SN, TG TR TOFEERGIIT T
TARO 1 EIBEMY AICEEL, T XTRIBICHER L @GSN, B, ZoWBRE
X7 78RO 2 B EERELY ST, BHEZICHEEFRITRD N1,

BN RA EER

1 [0] B BEfEt% O AR S5 ey (BEFM% 30 o3 AN EL) O BLBEE X BNT162b2 #Ed L OV
FTERFEONTIUZBWNTH 0.4%LL F T2 - 72, 1 [B] B 858 % O QIR EH 513 I IEFHD
AR CdH Y, BNT162b2 BT 3 4 (0.2%) , 77 EAHREET2H] (0.3%) IZRBH B,
I 7 c iR S AN G o e < I T, i
JE, ALBE, FRZE K OIREEFHEE (% 1 6)) SEIRREERES L L oRE sz,

2 [B] H #2Ff% O BIRFRUE S5 H 5 (BEfET% 30 0 LANIC T BL) OR B 1T BNT162b2 s LUV
TR RBEEWNT B TY 0.3% TR, 2 (8] B B O BRI E RS X IS ER ALK
JETH Y, BNTI6202 BET 1 (0.1%) , 7T B AREET 241 (0.3%) IZ3H Sz, BNT162b2
BECITTESEBAIRIRE AN AN A S H G b U CIES AL, IR L OUED (% 1 41]) 2
ik InT-,

WEER K OB IR 27T 5.2.2.3.6 THIC bRtk L7,

BNTI162b2 @ 1 [A] B #2fids KOV 2 B H B W3 LIS B W T H B 30 0 LINIZ T LV —1E oD
HEHEZORE I -T2,

BEEIIEMEENTHEER

1 FIHBEEND 2 A B 1| » AR E COEEREFRORIMEEILBNTIR B IO
TARBENTHICBWWTHIE 72 (WEEE HIZ0.1%) .

TIERBHETEREOREFRL L L THRESNEZFLRIII L — R 3 OERBLIONER OMEM L
FhEkSNTz) A 1HIT, WINLEERAESFERT, [BREYLEMICEVIERY 7 F 8 b
DORFEERIT W E sz (5.22331H)

BNTI2D2 BE CHREDAEFS L L CTHRESINT-FRIIEEE T/ L—RK3DF v 7 14

(5223.61H) , ZL—R30RE (MOZANXE) BIOTL— K20 T (I, Ik
RAEG, KERER) OBEEREL 1H] (F—EF) Thotz, F v 7 IXERE Y ERMIC L v IERY &
F UL OBIEMENH D LTS (B, MRBHEDORETIERY 7 F U8 L ORIE
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BIMRIT 72\ &Il & iz, 5.2.23.6TH) , FBITIRBRIY ERIIC L W IEBRY 7 F U85 L DRE
BRI (ABET IEDICH T DGO LD V) SHMrS 7z, FREOBERKIT 2 BHE
Fif% 24 H HICHE A TOMEFE  (exposure in hot tub) (ZHAZ[R L CTHBLL, FEBLDH 7 HTREIEL
7o IBBRILYERNC X VIRBRD 7 F U8 L ORBEERIT 2V S & (5223.61H) |

1 o] HEERENS 2 [ % 1 » ARFE CICAEMEENTHERES (FL—F4) oHITI%
Mol

oy SR AR

5523 FHER Sy (S~12 ioklil) OAFFSR (1RO 2 RIEERMEZ 1 » HRFE T) 1220
THRSERMEAT (PRI, AFER, BRI, ~X—R T A WD SARS-CoV-2 JEYLRILA) % i
LR, BHoEMOGHESES (MedDRA ZREBIRDHE, FEAGER) X BNT162b2 fElk LY
T RN TIUICEBWTCHRBETH o7, AFERIO TRAZZIET 7V IRT AV BN,
BiEpD e 2=y 7 /53T %] BLOR—RF A D SARS-CoV-2 &Gk B o [k
GebGtE ) IZOW IS B D70 <, S EFIET OfE RITEE IR T 2 0B’ H 5,
TNOMBERFIICBNTHEEFROBIUCEROH 5 EZI1TRD Lo T, HrHEH
FIEMT DFEFRZ LU TFICERH LT,

PRI

BNT162b2 B2 BT, RHEEESORIFMEEITEMET 11.1%, & T10.7% Th-o72, 5 2/3
22 RMEEE M 2IR CORSE & FEEIC, AEFEN L RO 7- MedDRA #5348 1RO 5
MWOFERNZEEINDIHEOTHY, TNOORKHZEEMEE (B, &) I TFoLEBY T
Hot,

o % RFEER IS ORIE (1.8%, 1.5%)

o HIBEE (1.9%, 1.4%)

o MRRIEE (0.4%, 1.0%)

o BRI LU ATEMIESE (0.6%, 0.3%)

HEHTRE AL, BNTI62b2 BECTIX Y U RBIE E 7213 U o /X Eis OFBUHEE N £t (4 1,

0.6%) &Lz L THME (106, 1.3%) TH<L, F72 MedDRA #ERIKDED THER IO T
FRRPESE | ORRBBEE N LM 46, 0.6%) L L CTHME 1841, 23%) TEWI L ThHo
Too TR X OV THSREEE ) ORBUBHEOZEIZO WL, BENRBHETLI Y Z ALz
ZLITERLTWE (5.223.61H)

B ORBBEE I EAERI 2 ZN DT NCR NN, FOEICHRZ2ERITFED b
Mol

AHER -

BNT162b2 #EIZIHWT, @FEFGO NFBPREBSEEIL 9.0%~12.0%TH Y, AFHEM CHRERET
bote, AEFEGN L ARSI MedDRA 23E BIRGFEIISUNFEMEDO FL B GEINDH H DT
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HY, TNOLOANFERFRESEE (AN, BAERIEZTZIVART AV BN, £Oft) 1ZLLFD
LBWThHoT,

o - AHEERIOBSIMAORE (1.7%, 1.1%, 1.8%)
o HiBkEE (1.5%, 2.2%, 2.2%)

o MPRERIEE (0.7%, 0%, 0.9%)

o  fERRI XL ORI EMMIEE (0.4%, 0%, 0.9%)

BNT162b2 #ECIX U »/~HIE £ 7213V 2/ Eii OB 1 XE Ot (0.4%) & L THA
(1.0%) BEIRBAELIEZT 7V AZ%T AV AN (1.1%) TED -7, MedDRA ZR'EBIK3FE
O TR & L OR TS ORIBEEITAN13%, BAFZIET 7V HRT AV B A
0%, FOfh 2.7%Tdh -7z,

N CHRBBE BRI RN DTN R 6N, £ OEICHKRILEKRITERD bk
mole, TBRAERLEZT 7YV ART AV AN IZONWTITZYEND2 L, ZOfRBITIEREIC
fEIRT D MLERH D,

BHER -

BNTI162b2 BEICE W T, A EEZORBMEIIL A=y 7 /FFT VREKET 11.3%, kX
R0 JIETT URRIET109% TH o7, L < RONIAERFLORBIBEE X AR TR
ETholz, AEFELNLL RSN MedDRA 25 E B RSHIIISEMEDOERNSHEND b
DTHY, ZNOLOREHRBSEE (e A= 7 /77 RRE, A =vr T
TUREE) ILUTOLEY THoT,

o - AFEELIOERSIMORE (1.3%, 1.8%)
o HIBEE (2.5%, 1.4%)

o MRRIEE (1.3%, 0.5%)

o BRI KO GMARIEE (0.6%, 0.4%)

BNT162b2 BECIX U /8 HIE £ 7213 Y 3 Eim OB 1 IRIEF CRRE CTh o7 (B AR
=7 /T T VRREB IO A=y 7 JIET T URREWLTICENTE 0.9%)
MedDRA ZEBIKGFEO TRREF X OV TR | OFRBHEE S REM CREE ThH -7
(EANR=w 7 /T T VRRIE1.9%, Ee A= T /ETT % 13%) .

BRI, BEFRZORBFMHE I A= 7 JETTURREERK LE A=y /T
TURRIETE NS0, T ARR=w 7 /7 %] \ZOWTEERYEN DR, ZofEER
ITEEICHIRT 2 LR H 5,

N— 2 F A D SARS-CoV-2 FYLIRILA

R— 25 A D SARS-CoV-2 JEYLEMEE 13 BNT162b2 BET 133 i, 7T BAREET 65 Th
D, EGLFEMERE 1T BNT162b2 #£C 1385 #3, 7 b REET 685 5l Tdh - 7=, BNTI162b2 BEIZEBW
T, BAEFELORBMEE 1 TRGHIEE T 8.3%, YLEMEE T 112% THh o7, AEFLN L
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< R B2 MedDRA 25 E BRI SOCEM OB N SHEEN DL LD TH Y, £ 5D SARS-
CoV-2 YR IR BISARE (YL IES, REME) LT EEB0 ThoT,

o —fi% - AHIEER LUK ONKIE (0.8%, 1.7%)
o HIBEE (3.0%, 1.5%)

o MHRRIETE (0.8%, 0.6%)

o FEHRI XOREAFMEEE (0.8%, 0.4%)

BNT162b2 #ETIZ U U/ EE £ 7213 U o Eidis OSBRI 1 IR e & G M ] CRIFR
ThoT- RGP 0.8%, EYFEMEF 0.9%) , MedDRA 2B BRSO [FER X O T
TP E | OISBBEE 1RGPS (1.5%) & Heig LRSS MEE (0.8%) TR -o 77,

SARS-CoV-2 [EYLp5ER & BYsbattE M CH EHR ORI E OFAEN 72 =N b T A b
D, EYLGEF I OW IS E N DL, T ORRITEEICHRT 20ENH D,

522322 1 HBERENST—F Wy NAT7HETOREEES

523 FIER Yy (S~12 meRdil) ICBWTC, T—XF > hA7H Q02149 H 6 H) FTloHiEFs
NI B ERELORBMEEIL BNT1I62b2 BET 11.6%, 77 BREET9.6%&, Mk CRRE TH -
7oo 2 I HEERET | o ARFE TICHE SN2 AFEFS (Table27) Mz, 7—% > A7 H
F TIZT BNNT162b2 B C L < RO A EFRIIUSFEEOFEGE Th 7=, 2 BIHEMZ 1 » H
RLARET — & B A7 B E TICHE SNTAFEFRIID L, BROICER TXEHFERFR
IXHT I E SRR o T,

52233. EERFEESR . 230

1R HEENST =20y A7 HECTICRE SNT-EELRAEFRS S Table 28 (/R L7z, HE
A ERFELILBNTIO2N FEB KOV T B ARREONTUZE N TS 1] (0.1%) (I2HE S, @i
SENT-EERHEFERII TN CTRBRIEYEMIC L VIERY 7 F o8 & OREERIZ 2RV &H
W <7,

T=4 By AT HETICHESNIEHERAEEER QU3 1) ([ZOWTUTIZEN L,

« BNTI6202 B, AR, . I - 2 R F B 45 FA
WZHEEE R 7 L— R 3 OIS Sz, [ RICAMEM SR (A (SRKT 2 EEAR
7 L— N30 EeEdr (W) &Sz, BIET —2 0y M4 7 R ClRR & s
STz, BB Y EMITIERY 7 F 868 & KRRV & W L7,

o Z7uRE AR . I 2 [ A R 4 H AR
B L— R30ER OMEME LB SN NI, BWERICE Y ERELS7HA
FTCIEE L ®ESINT, £/, 2FEIEEMEE 11 B HICEERZ L— K3 O
BLBEHENS 6 B A X TIZEE L &l Sz, GBR\YEMITIEE G EEFRIINT
NWHIRR T 7 F Bl L RIEBIRIT 2 E W L7z, O #RE 1370 <, PRAAEIE3EE /-
IO U 7 F o OFERIX o7z,
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Table 28.  Number (%) of Participants Reporting at Least 1 Serious Adverse Event From Dose 1
Through Cutoff Date (06SEP2021), by System Organ Class and Preferred Term —
Phase 2/3 — 5 to <12 Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 10 pg Placebo

(N*=1518) (N*=750)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)

Preferred Term

Any adverse event 1(0.1) (0.0,0.4) 1(0.1) (0.0,0.7)
Gastrointestinal disorders 0 (0.0,0.2) 1(0.1) (0.0,0.7)
Abdominal pain 0 (0.0, 0.2) 1(0.1) (0.0, 0.7)
Pancreatitis 0 (0.0, 0.2) 1(0.1) (0.0, 0.7)
Injury, poisoning and procedural complications 1(0.1) (0.0,0.4) 0 (0.0, 0.5)
Upper limb fracture 1(0.1) (0.0, 0.4) 0 (0.0, 0.5)

Note: MedDRA (v24.0) coding dictionary applied.

a. N =number of participants in the specified group. This value is the denominator for the percentage calculations.

b. n=Number of participants reporting at least 1 occurrence of the specified event. For "any adverse event," n = number
of participants reporting at least 1 occurrence of any adverse event.

c. Exact 2-sided CI based on the Clopper and Pearson method.

PFIZER CONFIDENTIAL SDTM Creation: 13SEP2021 (17:16) Source Data: adae Table Generation: 15SEP2021 (12:21)
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