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LNP lipid nanoparticle : J§'E 7/ ki 7
MedDRA Medical Dictionary for Regulatory Activities : ICH [E|BR[E 38 5E
MIS-C multisystem inflammatory syndrome in children : ]\ 28 SR 5 S8 JiE PESE (6
mlITT modified intent-to-treat
MMWR Morbidity and Mortality Weekly Report
modRNA nucleoside-modified messenger RNA : {Effi X 7 L 42 K mRNA
mRNA messenger RNA : A v ¥ ¢ —RNA
NA not applicable
NAAT nucleic acid amplification test : B FRH HE AL
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a7 4 i
2.5 EEIRICES 3 2 BEE G

ANEA (6 H~47%)

W5 - M L L TCVWRVWREELIIATOESR
NE not estimable
Pa0O, partial pressure of oxygen : Bk I &35 73+
PASC post-acute sequelae of COVID-19 : COVID-19 J % iR
PBS phosphate buffered saline : U > FE#EE & B R IE IR
PCR polymerase chain reaction : 7R U A 7 — B
PRNT plaque-reduction neutralization test : 77 » 7 JE PR
PSUR Periodic Safety Update Report : & #1222 e {15
RNA-LNP RNA lipid nanoparticle : RNA JEE 7/ Ki+
RSV respiratory syncytial virus : RS 7 A /L' A
RT-PCR reverse transcription—polymerase chain reaction : Wiz 5 R U A 7 —BEEH s
RVE relative vaccine efficacy : FHxf A 20
SARS severe acute respiratory syndrome : FAE SUPE R SE (B RE
SARS-CoV-2 SARS Coronavirus-2; virus causing the disease COVID-19 : FEJE G FEIR SRIE A E
o)A A2
SBP systolic blood pressure : Y ifi &
SMQ Standard MedDRA query : MedDRA 2 #5522
SpO: peripheral oxygen saturation : K4 ¥ O F& & fia fi &
ULN upper limit of normal : FEVE(i F [
UND undefined
us United States : K[E
VE vaccine efficacy : 7 7 F A0k
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a3 FTraiE DNERE (6 5 A~45%)
2.5 ERIRIZBA 7 A SRR

1. B BAFE DIRHL

Frilaa oA LA EYYE (COVID-19) I SEMIE K T A VAT 2 EIE SRR SHE R = 2
T AN 2 (SARS-CoV-2) 35| & Z I JEYYE TH 5, SARS-CoV-2 IZHFETHIOTE b~
DOIFFRMENHER S, & Fb e b~ CRBIC IR FIC il Uz, ARLEIRTEAGRH
BT, TR T Iy ZIHEIRE LTI OARE AR LORFEORE KT 5 H
KEBZHETHY, TXTOFMEZE L TRRBINTZTEIT 7 F XK A R 9D EH B2 YL
KIEFIRTH D,

1.1. COVID-19 DEFE R L O

COVID-19 O EBITLHCHETH Y, M X MREHR TR U 7 A F T A g 27~ d, L
2L, BFOZL AIHEALC X g Lo e tbT, BEEEOSELHY, BT AL
ADBYEFIET 5 2 L #RWEHC LTV 5, EEEOBE TIXEENETL, AN T2 0
P& 5 AMERFIRSEE R USSRt ZHs A R B LU CICEDL Z b D |

KEER T #EE % — (CDC) 1%, COVID-19 DJER E LT TFOWFn 1 DL L2 A7
HZ L LTWD2: A, L EITE L Lk, T EIE R LB, IR EiE
FTEAL U, B ORRE 3R RREE, W, T, M, 9%, 9, S
FoiFEH, b L IEEL

TRTOENT COVID-19 ~DRELAFBD I D A, FFIC 60 ik 2 2 2 F g CEIER
(CFR) 23@\y, D BRER, BEIRIA, mife, 18rErE R e & ONFHF2EEIX CFR © EHIZ
HESEH LT D4, JEEBE DS ORRENERFED -, COVID-19 BFIZBWTIERMEEE NS
D DEIEBEN A,

RUT 2w 7 BAsaLAKE, KETIX COVID-19 JEBID 5 FIH 1 Fl &2/ NNE2 5T 55, RIS,
RRINCH 2021 4 7~9 H DT )V Z ZEREOFATIHIRE LUV2022 F 1~3 HDA I 7 v VERKO
TATHNZ BT 5 COVID-19 FEFNIE 15 AT O/NE TR b Z o720, EWNTIE, 20224F7H S
H £ To SARS-CoV-2 [GHEE DB D 5 H, 10 REB L O 10 AR DO/ 15%i0r < 2 56
TWA7, /NED COVID-19 DEIEEITM AR TE LB EEZ NN, BIEEEEH
T 5 /N TIE COVID-19 12 L 0 BEAER RN L < HBBLL, —i%IZ SARS-CoV-2 E&YLECHETT H
DT 2y 7 BNROEMB 72 LE OREICEEZ KT T & OBRENIEE STV D 58

1.2. ERPRBAFE#
1.2.1. BAZ DR HL

1.2.1.1. COVID-19 DREFLRII L OFEHY 7 F v OB

BUEFIH FTRE 2208 TlE, RSIRBOIRMEDERIIIG LT, SEIERRT 4y b+ U A
U NEFSILD 19, COVID-19 BEE A DTRFITER R A R CUE STV D D, Mk 72
IRUF 2w 7 ORI T T SARS-CoV-2 T ANV AJEYLD Y 27 25 L, FOILKEEMT AT~
WDITIZT 7 F AR b S R R R T 5,

I3 7 v UEEKEBAL OFATOE— 27 13BN > TETWA L HICHZ DN, KHEEE
DIVERI ST, KREOBEEOMIIBWTA I 7 o o ERKROFE R BA.2, BA4BLOBASD
WENEMLSoH 5, B, axFhy M, £V 740N, ~Fa—ty Y, =o—
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a3 FTraiE DNERE (6 5 A~45%)
2.5 ERIRIZBA 7 A SRR

Ty =T, =m2—a =7 INBLON—F 2 MNTIE, SARS-CoV-2 EYLRL, T /L& ZEEE
FATHoOE—7 L0 b 2> Tns (Figure 1) o

KENZBWT, BIE COVID-19 U 7 F > OFEFERT L TIER 5 s O /NE D COVID-19 FEiE
RITA I 7 0 ERROFATOE— 7 L1 HEVD (Figure2) , COVID-19 B AREHIZ
COVID-19 U 7 F v DR R Th 2 FhnDmvVINL LD @< 2> Tnvd  (Figure 3) 1011,

BE, SO/ NE o COVID-19 Bl# APERITT V& BRMEITHOE—27 LRETHY, 4
R EBERBRUANONRT I v 7B A MO LY HE (Figure3) . A7 AR
MRRATHAICIE, 5l (COVID-19 U 7 F U EfE R 41) @ COVID-19 B ARRRi%,
R~1TEB IS~ EO/NRE N, ZREN 1.6 BB LS54 @0 -T2, 3 BIgEfE% D 72
< EH%y AMIC AR KO EEEBICHT DU 7 F o OF%ME (effectiveness) 1Z K& <IKT
L72WEEBEZHNDZ EnBI2E FEROIRYVNRIZB W T AR XL O EEEEO LT 7
FUBRENEETH D,

COVID-19, FRZEEERBO TRAIL, Y% 02 L0 COVID-19 fEZIERRE (PASC)
IO &85, NNRTHESE L OFRFGEIER S X OEE OB BIESHE ST\ 5, 8000 il %
#8 % 5 /NRERFERIEVEIEMGERE (MIS-C) D 5 HHJ 25%I1% 0~5 kAl O/ THE ST
%, E5IZ, CDC %, COVID-19 /NEHBFE (0~12 A (2351 D Frll o R e =R 1%

COVID-19 [ZJEG L 72 WA D 35 50 @0 EHE L TWDS, T b OEMETEE L2 EH S
B, GEICL > TUTAIEIZ DI D HBBIE~DORELBET 5 9 2 T, MEOAHZERT 5 2
CIXEETH D,
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2.5 BRARICBES 2 SR E
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ANEA (6 H~47%)

aIFT 4 hE

Fil

RIRICBE Y D SR

2.5

Weekly COVID-19 Rate Per 100,000 Children <5 Years of Age: 07 March 2020

Through 30 April 2022

Figure 2.
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<18 years of age: 11 March 2020 Through 30 April 202211:1213.14.17

Figure 3.
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= 3 %%4%@5 /N (6 » B ~45%)
2.5 EEIRICES 3 2 BEE G

B%IZ, 0~5 A O/NEICEBWT, COVID-19 BT 500 FIE< 32D Hi, D9 b
PENIEE S » HEICEZ 725D Th 5,

6 H HE~5 R O/NAUCK LU 7 F U2 RICHEETH 2 LIk, V7T Uitk piEsE
MBI TE, Fz, T XTOMOERE & RERICARE, MBBIEFERL XU %2 & TiE
PO EIER BT oS R#E L L - T EERERENILRIND Z LD,

1.2.1.2. BNT162b2 BAZE D%k

KU 27 F 13 BNT162b2 (BioNTech = — R#&*% : BNTI62, 7 7 A #—a— K& 5 :
PF-07302048) & U Y, SARS-CoV-2 DAL ¥R L XIE (S) JiEA2o— 45, [8&E)
ki f- (LNP) % VW CTHREAME L7z RNA I TH %, #Jﬁ%f:r— 9% RNA %ﬁﬁjhaﬁﬁxogﬁﬁ
ICEIERT 2 L 95, N7 XNy IR OREEE TS ST S, £7-, RNA & LNP |2
EATDHZLTRNA VI FUONTS HITHRE(LSNTEY, ZHUT LD RNA DfERERIC

£ 5 RNA O3 il & 4v, AhPNERERL O M ~D N7 0 A7 =7 v a URARE & 78
2o

1.2.2. UV 7 F o850

BioNTech #1235 L7= RNA-LNP 7’'J v F 7 3 — 2D 1 DIZEMX 7 L4 K mRNA
(modRNA) 235, Z D RNAITHARGE L —DIEMELEEMET LT Y, HUFRIEI Y
PRI D, AAKGRHENE ORANT 2.1 HE S,

123. V2 F OB 7T A
1.2.3.1. EER B

7 7 A B —4EF L OV BioNTech #Hi%, SARS-CoV-2 ##EAY|Z COVID-19 O Fh& HiyE LT 7
F o &2BI%E LIz, 2020 4 4 A2 BioNTech #Hid K/ > Tt M5 (FIH) A5k
(BNT162 01) ZBAtAL, ZOEK T 7 A W —FhIdKkETH 1/2/3 FHRER (C4591001) ZBHAA L
7o ZORBROE 2/3 FAE 0 TIXFERE 2 LK LTz, fW T, NEExG L L5 1/2/3 Bk
(C4591007) #=BRALG L 7=,

NG OEEKRRERT — & 22 b NI FTREZ2 U 7 v U — )L R COEEMR XL OEIME
(effectiveness) 7 — # 1%, BIFED BNT162b2 DAGENE TH 5 5 bl EOFIZxET 5 f)l ez
(2 [Bl4AE) :J”foJ:U\12EJaU\J:0>%L IR HaE N G EIEBEEM)  G~11 mo/NRICkT 58
IS I XHEEH) & XFFT 272 OIZBRICI_ I L T 5,

1.2.3.1.1. 55 1/2/3 FA3RBR (C4591001)

C4591001 FBRIT IR D 12 UL EOFEB LORAZX %R & LT-EIEAL, 77 BRXE,
BARBFHRBRTH D, BBRT VA y@iiff&l R AKRRE SR S EED 4591001 FRBRTEBR 326 2t 1]
ERM, 4591001 RBROE 2/3 FAEIIZH T D 16~25 D BINE DG E FMET — % O I % A H
FHORIET ) v DU TRRITICHW . (41 THEH) |

1.2.3.1.2. 55 1/2/3 FA3RBR (C4591007)
C4591007 FBRITFESEH D 6 H Hln~12 iRl DR/ NE 2 x5 & LTz E4{b, 77 BARxt
B, 123 FHRBR CH D, AIRBRIL, TRBREMGHEE CTHE L7z 5~12 A, 2~5 mRits
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a3 FTraiE DNERE (6 5 A~45%)
2.5 ERIRIZBA 7 A SRR

L6 » Hiln~2 AR OERE I OWT, & 1T GElE E BRI TP T FERE
B B OE 23 My B 1 ARERy &N L= &) 128V T BNT162b2 % 394 25 1Rk T
YA ThDH, BT VA U BLOERNEOFEMIL MS.3.5.1 TH C4591007 FRERTE 5k S/ 7 ) £
BLOTRBHE, AHETIE, BNTI6202 3 pg O 3 [H#EfE 2 HAHT 572912, C4591007 RBRD
6 # HMlin~5 WA O/ T 58 1 B X O 23 0 a6 N7 — 2 DAk itrd
D

5 1 FHER Sy

BB ERERRTH Y, KETEM L, FEBRBICOWT, & 1S Tt
& BBNETR O N ED R S 7o R A R L, 58 2/3 A4y CI IR U 7o A 37 L
Too B LA OB AR — MZEBWT, 2~5 5 O /NN TIE BNT162b2 3 pg 38 LY

10 ug, 6 # A~2 FAIH O/ Tl BNT162b2 3 ug 23l L, % 2/3 B 2 HES L
T nE & b 3 pg BRI L7-,

551 MRS CIIRIEE, B iR s D ONEERIE Y AR O ERR A HIWT 2 3D B~ DA AN
WG &5 2 OV EEE /2 AR AN T2, BEPRAIC B2 B 200 & 7 1R R BRSO i PR AR A
HE N D, WMEICMIS-C OZWr a2 T 725, Mg FRICHEE Lo EIZ SARS-CoV-2 YL
BN L, BLOUA N RAZTHEE LT SARS-CoV-2 & O F & kst LT-,

55 2/3 FEER Sy

ARIBBRDE 2/3 FHERSY (EhEd) 1%, BNT162b2 Ot HAME, s Frkk L O »hE2Em
DT=DIT, FFEMBIZBWTE I TOHERET — X DL Ea—IZESXB/RLIEZHAET
BRI L7=, KE, 74TV R, R—=F K8, AL BT 7V CTHEf L, HEREITE
fFEE 2:1 TBNT162b2 £ 721377 B RICHEER L LT, 55 2/3 #HE CliE, & L7z 1 BUHE IR
FIITHRIMEREIR TIE 7 EORBRER H D, BELT-ary ba— L3 Tnbd e Mg
RET AR (HIV) , CHRIFFR T A LA (HCV) F£72IEBARFR 7 A /LA (HBV) A,

B EOMIE TR E T2 1T FRIRIL A A3 Dl 512 SARS-CoV-2 B E GEREME) 23d 5
HHMHAANAREE LT,

6 H Hlh~5 5T O/NRIZI81T 5 BNT162b2 O#FEFREIEIE, 44, 3 BRI T 2 (B3 4 3
L7, il effiRB X O 7T — )L R —2 2S5 %, 2RIEER N2 &b 8 IS
WS U= HEO 3 8] B M2 8003 2 18R HmE O W] 217> 72,

728, AIBBROE 23 FHE T, Z OFEOKRIUGE XFFT 57200 X0 K& L4t
F AR 2 5B AT DI, BINTHEHRE A ANTND, 25 OBINERE N HE G
HT— 235 %ET 5,

BRERICET 2 ER
F 1A TR T — L3 EMR TH o 1o,

55 2/3 MHERST TUE,  TRBRKIEE 36 K ONRBREM B OTRBR I (2 B DR 481, 5 kil
DB IS T D E % OPERFE OFUHEBRICE L TERZ kG 5, IGRT — LI L 2 LeM
AP, BRI OERMERSIET 2 TER T TR 5, BBRFIEMICEG L2WiElodE
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= 3 %%4%@5 /N (6 » B ~45%)
2.5 EEIRICES 3 2 BEE G

BERT— LB ARGEZESHHREIYE R E OV Y 2555, MFEEHBREIC OV TE, HIE
BB DY N b S 472 HIE T Z1T 9,

21 HBERTL 6 0 1 D7 4 B —T o TR CH 2/3 AR ORIV T BRI TTHE T
D, LT T RARBTED AT DR AERE T LT, ERARERE RO RIS U7 RO
BNT16202 &EFET D567 0 5, HT2, 25 BRI OFEIE ORRAZ OV T, 5o/ bk
. Téhﬁ_ COVID-19 77%/§$§@ﬁ%&fcﬁoﬁ_}ﬁm’ g*ﬁ%ﬁ¢ﬁ?T5%A7ﬁ>%éo fg_—
*ﬁﬁ#ﬁ%%ﬁﬁo T BHEER 1T SN T — T o T UL B 2 ik 5

1.2.3.1.3. i DREBR

E5R5REBR (F3ERTORBRICBIT 5BM7 Vv —7 - fi#hr) 121E, B0, A&t
G LT DO SR EGYE OIRFIR R & 35U 7 F 0 L ORI, 7 — A X —EfE DR
fifi, ZHRKRD 7 F o BEREOFHE, 3 K OEEREBENE OS2 OFERIZ AW D MR IR ORI % &

“{fo

1.24. TET H%08EE - 2hHE
BIAED BNT162b2 (Rl U7 &) ORHE « ZhRIL 5 il LoF 285 E L35

[SARS-CoV-2 |2 L DIEGMED TEH] Th D, HEIYROFF AT L OKGEOFEMIT M1.6.1 THA
S,

AAGEHGEIX 6 » Hlii~4 i O/NR AR5 & L7z BNT162b2 3 png % 3 [A18EfE (3 #[HME T 2
[EEFE L, 2 [ ARER DR &b 8AKRIC3 MM T 5&KRE2EMNMTLZE2AMEL
Tb\éo

1.2.5. AEZRIR ORI

12 AT DFEIZOWT, C4591007 RBRDEF 1 AHERSY kf%ié&k;oﬁﬁﬁﬁv D

E b B RBEREB IS REEEEH T2 Sl Sz Z L2k D, 5S~12 RO/
WX 10 pg, 6 # Hln~5 Al /N 113%%%Rbto%fﬁ%%;0)7wv—»b
F—=HnG, FIra s ERERIC T#émw%@%%tgﬁt ZIX 3R EEEALETHD
AREMEA R ENTZZ 0D, SRR O/ fé@@@ﬁ%s@&tto

13. 54 R4 U BIXOHBIYNFOE

KHFEDRKRT — X X r—VIZ GO TR RERIL, ~V v FESHB L OICH GCP ZE5F L
THEhE L7z, T _XTOREBRIIENGER S CEKERMLERLE (FDA) , BINES (EU)
RikBRIED, T OMAE - HilkoHH4S /R (EEICEY T 556) Ik 28NS\
B, R X O Uiz, 1RBREM I EI21E, S EOBEYS R OHESEFEE 2 e L7,

13.1. 5o F v ALV RY 7 F U BREEFEFE

3K L R SRR AR L Ol o F A L AT 7 F UMK A ERE L, 6 » AE~5 ik
i D 7N %ﬁ%kTéBNH&M3%QWM$CWQkié@mf®$%%ﬁmkLtE%m
BEARFEAGE GBI O\ THE LT,
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a3 FTraiE DNERE (6 5 A~45%)
2.5 ERIRIZBA 7 A SRR

2. AWK B3 A
2.1. BIAIBA%

aIFT A HEANEMH (6 H~47%) 1% SARS-CoV-2 IZ X 2 &KYLE (COVID-19) D FBi% H
)& LC7 7 A ¥ —#1d L U BioNTech thasBA%E LT2 D 2 F> Th 5,

N U RFERIARERANL, BRI Z &£ T, BURERER L & TR ENT & LNP 2 72 3 R
T, HANEREH TH S, 300 mmol/L FEHLEBEZ IR L7= 10 mmol/L ~ U A{EME L (pH 7.4)
HIZRNA (0.1 mg/mL) ZFATWD, BifE, bV ARERAERANL, 77 A F—ttoRiET
(F—/LR) T, PBSHEH FFRIANCERAI SN TV B iR 2 AWV TG I Tnb, GRS
INTWBYIZF U ELUTIT R LT,

o 61 Al~4EOFITHERT 5 RNA 3 pg &8 HA] (BEREATHZAR)

3 ng BA BANTIRA CEORBIEIZHENAIR L, &% 15 0.2 mL 2 fHRNICHEST 5,
2.2, A RA 2Bk

AL

2.3. BEARARBRIC BT 2 AW FENR L OB LR o HTE

M2.7.1 TEZ M,
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a3 FTraiE DNERE (6 5 A~45%)
2.5 ERIRIZBA 7 A SRR

3. Be R IR BE 3 2 M AEEHE
BA=LP
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a3 FTraiE DNERE (6 5 A~45%)
2.5 ERIRIZBA 7 A SRR

4. 5 GERMEEZETe) OFFETFE

/NEIZ I D BNT162b2 DA (effectiveness) (22T, C4591001 348k (5 20 b3 5R)
2T D BRI A Z B e Uy 7 ) o D0 TR LT, S RO FEIE B 38 L O
FHOTIET 4.1 THIZ, SeEFEMHEORRIT 43 HICEH L,

C4591007 FABRTI, HAEAN COVID-19 JEH] (COVID-19 35 X OV D B JE 0 £ £ 72 1% MIS-C D
FEHEZ T2 IER]) OREGERY 72BN KV COVID-19 fe &l K e LA M2 2 L=, 2 [EA
BEFREFE 3 LN 3 [0l H 5 1% IO S 72 COVID-19 MEE BN K-S < H R D ZElk ) 722 fT % it
L7=. BHIMEOTMEER B X ORI FIEIT 42 IS, AIMEORRIT 4.4 THICERH LT,

4.1. R FMEOFMEE B B8 XL OWMEFHIFHE  (C4591007 3RBR)

Co P EME DREATIE, 2R AT RE S R AR [ L OV T RE S JRMEEE IZ DUV T, 25 1 ARER
7 DR R PEER I X O 23 FHE O E T Y v Vv T O EM ERRICE G Lz, & 14
WX 2 B HBERESS 7 BEFEC, 23 MHEV L 3 R H B 1w HRFE CTOT — X ZifHTICE
DT,

523 FHERAT I BT D FEME DO FE A AL, C4591007 3RABRD 2~5 iR L6 » H fii~2
AT O /NEHEERE & C4591001 FBROE 3 FHE /02T D 16~25 DO E kB @ SARS-
CoV-2 DEFARRICRT T D REISE LT, REINET ) vV 7 hRd 2 ThoTz, HlHl
fEATIZ 2 B BB 1 A E CORBISEICHOWNT, £, /NEWERE kT2 3 [0 5 #fE
DIBMZIZ, NEYEERE O 3 BB EME% 1 5 A REOREISE IOV TR RS O 2 [0 B 7
%1 » ABOGQIEINEICHT 208 TV v P v itz £ Lz (2 [ERER L O3 [ O%
BT Y JEMICEGEWERE LS TR |

2 Bl HBEREHOGIE TV v ¥ 7 OESERE, C4591007 7Bk D BNT162b2 B4 300 f#i3 L O
7T 2R 150 B UNEOKERIE) TR Sz, RET Y vV ST ORTRT — 2 13,
C4591001 3R O MEAEZ I Z@RIR S - Elnfg  (16~257%) DI EEM TH 5 BNT162b2 #HK9
300 B3 KOV 7 B AREE 50 B30Tz, /INEORFEREIZBIT H0ET Y v 22 THRETIZ
1%, C4591001 3BRM S B PR FELEMMATIN STz, 7B, REET Y » Vv T OX4
1%, 2 [BIE SRS 1 A E ClOmiEFA £ 72137 A L AFAIT SARS-CoV-2 ~D YA 72\ il
BE s LT,

3EIBEEEHORIET Y v D0 O EMIT, 3 B EEES 1 v ROk 258 T Lk 42 %
i L7955 0 9 5, I BNT162b2 (3 pg) @ 3 [B] B #2515 7249 200 5] (C4591007 3%
BRO/NROKERE) BROT 7RO A 2T 72 100 FCHERL S e (2 [B] H 8% O %%
TV U T OESEM E OEEHEBREILE TN TR SIETY v U2 T RENT O Lt
FRAERAIE, BNT162b2 (30 pg) @ 2 [BIEEEFEZ 31T 72 16~25 O kg (C4591001 3RER) 200
BB LT 7B RO 5T 72 50 Bl TR Sz (2 B BEERGORIET ) v ¥ v T O
e FREEN] & 1Z R D EMTH D) , ET ) v Vv I OREIE, LLITICHE-S< SARS-
CoV-2 JEYIEMN 72 YR E & LT,

o IMIEFMIMRAE (NFEAPUA) 1 B HBERKEERE (R—AT A1) , 2B HEMEE 1 » AR
(C4591001 FBRDA) |, 3 [0 AHEfREFF L O3 Bl B4 1| o HIE (C4591007 3Bk D 7x)
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o BEWEXTTIKE WD A NV AERRAE [HBEERE (NAAT) | ;1 [aIHEERE, 24
HEERETS L O3 0] B BERE O SERERE (C4591007 FRBRDA) , 38 L OVREBITLE O BE kT

N F— k&= SARS-CoV-2 FFHURT » & A & W TEAERRIS T A HuiERMm 2 HE L,
He#R D 7= Ok BR A &/ NRRERE OV TV R RRFICHIE LT, g7 ) v O T Ok
HEI1X 50% R FnHUARME D GMR 3 X O FnHUABIRRIZE S D & LT,

GMR : X8R U 7= G O SEEIE D 726 % JORPEIS AT 5 2 & TR U7e, il 95%(F 18
KR, Student @ t 55AF 1235 < KA & — )L O SEIIE D FEZ % A AE HE R[5 % JF R B |2 328
g b2 & TR L, GMR O] 95%FFEHX M D TR 0.67 2 EFIV, 732 GMR O SHEE
EAY 0.8 LLE (RBRFEMZFEIEDOHE) £7213 1 UL E (FDA b OER) ThHo728H4A, GMR
ICHSRIET Y v DU IRER SN LT,

HFITRRBIRER « X— 2T A > (1 B HEHERT) 25 SARS-CoV-2 HRIFLIRAMAS 4 (5LL Eic E5-
L7-RE OEIG L ERL, N—2A T4 AMENEE TIRME (LLOQ) KMOHLEIX, 1HRY 7

F B OED LLOQ D 4 f5LL LD & \ZHURIGHE & LT, FRPURGIRER O LW
Miettinen and Nurminen O J5£12 23 < BIE O Z O] 95%FHE X M 2 FH L7z, FRpuksiz
RIS ET ) v DU T ORI, GMRIZESLET Y v Vv IRER SN0 T
T, FRURIGIEROZDEERXE O TR -10%% LRI 72GE L L,

GMT £ X Y GMFR (i {f] 95% 5 4E XK ] 2 W C B U7z, A X, e 2 g A
#21, Student ® t HAFICIESEHM LEHE XM AR R EICHERT 5 2 & TR Lz, Huk
23 LLOQ Aifi DA 1% LLOQ @ 0.5 2Dl A v iz,

BRI 2 PRGUET v A

F 7 v UERRIZHT S RREURT v A ORI A VT SARS-CoV-2 B EIRIZHTT D
HRPUAR DOFLRAY 22 AT 2 Fh L 7o, 2 O 4ERIE, C4591007 3R (55 2/3 #HE 7)) D/
DEAEMIEIZBNT, 1BBRY 7 F % 3 [mlgEfE L, 3 0B EEME% 1 » A E T SARS-CoV-2 Jiki
JEA /<, 3 [0 HEERERGR KO3 Bl H B 1| » ABFORRINZ F2hi L= 7V v ¥ v 7 Oy
LMD IEAEA IR S 72 BNT162b2 (3 png) HERY 40 il L OV 7 AR 5 i CHER S 4L

7o LRESKPHRAERIIX, C4591001 3Bk (55 3 FHE 7)) ORABERE (18~557%) (ZHBW\T, 2[H]
HEfE% 6 » HUAMRIC BNT162b2 (30 pg) D7 —2A % — (3[EIA) #Effa2), 303 3E%

1 % H W E T SARS-CoV-2 JEEHLFE S 72\ N C4591001 7kBR 0 ST 7] BE So 28 SRR R [ 70> & M1 2 | 2 J52
REAL72 40 BITHERL ST, BEERIZHH W2 MR (C4591007 3R oD/ 38 L OF C4591001 38R D
JN) VIR I A Sk L7z,

HOGH Dt FnERER  (FFRNT) 1819% VT, 3 [0l B BRI L O3 5] B #6614 1 » H o
SARS-CoV-2 [fLiE P AnHiiAfi 2 E L7, FFRNT 1%, FEAERKI L OV O 28 B2 O REZRIC
SN TS 50%7 T v 7 WP iR (PRNT) 7 v A IZEE LAY F— &R T
W7 A THDH, FERNT 7 v A 1T AL—T > F3EL, PRNT 7 v A CHERH 5, F
ROFRSEEERIET D720, T _XTORKREREHIHE LT,

HHHA 2 USA-WA1/2020 7RIS UERE (2020 45 1 H 1408 L 72 BGEERR) 38 L OV USA-WA1/2020 O
BLEAYRICHLIT NV A ERFAI I o BRIKT VAL Vi8I 2B T D2 7 A LA
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(BA.1) ZEBRFRIZXT D 50%FFRNT HUiAffi 2| E L7=, FFRNT 7 v & A 7 5HEH L 7-Hiiii(f
X, GMT BLXOYGMFR & L T#isE L7~

4.2. HEhMEDOFARE B B L UWHBFE (C4591007 3R5R)
E%Eﬁ@éﬂ%ﬂ%ﬁ%%ﬁl(mnﬁ%i@ﬂ%ﬂ%ﬁ%ﬁ%ﬁﬁ%wﬁ,ﬁ@@@ﬁﬁ
HY 7R T 2 FEhiE U T=, 85 2/3 FRER Iy DT — T F—HNw bAT7H 202244 H29H) F
TICHERE & 7= COVID-19 JEf 2 & b 1=,

ARMEOFHEERB U TO LB

o 3[EHEEFER T AL E-IZ 1 R BEEENOT —4 vy b4 7 B E CTOBYHELR S
(EHT) @ 1000 ANEH T2 O COVID-19 Fe 5 D FEIE 2

o HIEHIMF D, AV F /L BNTI62b2 BEICIIT 2 3 [BIHEFE. 7 B IRpLARE 0D 18 B A 1 i
D 1000 A&7 0 & COVID-19 feEFI DOFIEFR, I X OIEERK F T BNT162b2 O 2 [A1HFE
BT AY T AT TR AR 5 2 M H RS 7 B RELE OB A I H o 1000
NFEH T2 1 D COVID-19 HeE B D IEIEZR

o HEMWIMOBAMAE 1202242 H 7 H (4V Y7L BNT162b2 BEIZI T 2 H P D
BNT162b2 @ 3 [v] H #ff1% 7 HIKF)

o HTFEHIMOKTH 1202244 29 0 (KRARBHEOT—HHy 47 H)

o 2 [EIHEEME 7 HRFE CIMIEFIIE 21X T A /L A FHIZ SARS-CoV-2 BEYLEN 2y, F7z
@@%@%%b&w%@#? BT 5 2 B AR 7 HRELARE, 3 [BIHEHER] (~7—4
1y A7 H) £ TOEMMEBFEFR (EHT) © 1000 AMEHTZD D COVID-19 fifg & il D
AR

o FHlFIREAZNEEER O 2 8] B B 7 HRELIRE, 3 [BH BT £ T COVID-19 ERIZ
L TEeRBIMRESNAEEKE (FIRO & BV BRI NIZHREOBEINICIES<??) (2
KT ABENEERHEE LT-, 7033, 2021 4F 12 A 20 H DARBICHE S V-0 f <, o
BB SR CE R WERMRIIA I 7 a VBRI E LT,

COVID-19 JEFIDFRER L O &%

% 2/3 FHERSy CTlX, COVID-19 DEEWH & DIEFNZ DUV TRk IBER L 72, #2858 2N EIR % £
I BN B A RIE L7254, COVID-19 YD RIREMENH D LB 2 b, WA OB 1L R#
FrITIRER I R B R I G L Ok E 72 1R T2 L, RT-PCR ##A [Cepheid ft;, FDA 2%
EUA #ERR T TR nl] Hoo & (Ri&fl) AV 7HREKERI L, £72, BRBEHRB LOKH -
I C OAEHER) 72 R A A SR & A L7z, R IRERBI TN 57— b Iz PCR A DORER %
JEFPHIEICHWD Z & & LA, hRilEfi COMERENE SN WEEAITIE, 165 E
FHEECHUE L7z BL T ORIEEIC L 0 24 Hs oo 755k S5 =B C 320 L 72 NAAT OF5R (U5
B SN R OBUE SIVIZEFARBIEIN) #HWbZ L xw L LT,

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

SARS-CoV-2 &YX, 1 [FIHEERKRERE (XN—RXTJ A ) , 2[RI EEEM% 1 » AWRE, 3 [ H B
R, 3B HEEMR 1 » ARROMIEFEIRAE (NFEEIUER) , 725 NT | [BIHBERE, 2 [0 H RS
KO3 [l HEEROKFERE, 36 L OYERBIZHE S HLUEAKBERE D SR U Tk 2 W ie 7 A L A
FHRRA (NAAT) ICL 0 HE LT,

JEFPHIE TlX, SARS-CoV-2 BHHJERI, SARS-CoV-2 HEIERIF L X MIS-C JER| (CDC I k5 7E
) ZiMEL7-, BEBIEEHE BIERDRINCRE LIZH & Lz, ERN T THEEL T,
54 BHLUNIZHTT- 7B R NS SNT-5E, £ 0 OERIT—#EO G D —F & 272 LT,

COVID-19 fe & (COVID-19 #3[A13&5E, COVID-19 EIEH] 2 &) OFURILIEBATE#RGE
\Zx L7z [M5.3.5.1 C4591007 (6 Months to <5 Years) Interim CSR]

1RBRFEMEEHEE I K D COVID-19 fEEFIDEF (Table 1) , JRBREMFTEEIRL LV CDCIZLD
COVID-19 HIEH|DOEFE (Table2) , CDC IZ XD MIS-CIERBIDEF (Table 4) (ZFS < HED
FUER TR LT, TRBRFEf T EEIZ L D COVID-19 BIEMIDE L, FDA OEFITHD & BIE
D RIREMEDN & 2 FEF 2 PRSP REE S 2 Az tkqT L,

Table 1. Confirmed COVID-19 Case Criteria

Presence of at least 1 of the following symptoms and SARS-CoV-2 NAAT positive during or within 4 days
before or after the symptomatic period, from the central laboratory or local testing facility using an acceptable
test, which triggered a potential COVID-19 illness visit:

e Fever e New loss of taste or smell

e New or increased cough e Sore throat

e New or increased shortness of breath e Diarrhea, as defined by >3 loose stools/day
e Chills e  Vomiting

e New or increased muscle pain e Inability to eat/poor feeding

Case confirmation based on C4591007 protocol definition.
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Table 2. Severe Illness COVID-19 Case Criteria

Protocol definition of severe illness (adapted from FDA definition, modified for children)?
Confirmed COVID-19 and presence of at least 1 of the following that triggered a potential COVID-19 illness

visit:

Clinical signs at rest indicative of severe systemic illness:
- Respiratory rate (breaths/min) and heart rate (beats/min) outside normal range** (see Table 3)
- Sp0O; <92% on room air, >50% FiO; to maintain >92%, or PaO,/FiO, <300 mm Hg

Respiratory failure: needing high-flow oxygen including CPaP, BiPaP, noninvasive ventilation,
mechanical ventilation, or ECMO

Evidence of shock or cardiac failure:
— SBP (mm Hg); <70 + (age in years X 2) for age up to 10 years, <90 for age >10 years

— Requiring vasoactive drugs to maintain blood pressure in the normal range

Significant acute renal failure: serum creatinine >2-times ULN for age or 2-fold increase in baseline
creatinine

Significant gastrointestinal/hepatic failure: total bilirubin >4 mg/dL or ALT 2-times ULN for age

Significant neurological dysfunction: Glasgow Coma Scale score <11, or acute change in mental status

with a decrease in Glasgow Coma Scale score >3 points from abnormal baseline?
Admission to an intensive care unit (ICU)

Death

CDC definition of severe illness*

Included outcomes of hospitalization, admission to the ICU, intubation or mechanical ventilation, or death

Protocol definition is modified to conservatively identify severe illness in children based on FDA definition:
https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions.html
CDC definition: https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-
conditions.html

Table 3. Respiratory Rate and Heart Rate Indicative of Severe Systemic Illness by Age

Participant Age Respiratory Rate Heart Rate?*
6 to <9 Months >61 >168
9 Months to <12 months >58 >161
12 to <18 Months >53 >156
18 to <24 Months >46 >149
2 to <3 Years >38 >142
3 to <4 Years >33 >136
4 to <6 Years >29 >131
6 to <8 Years >27 >123
8 to <12 Years >25 >115

Based on data from: Fleming S, Thompson M, Stevens R, et al. Lancet 2011;377(9770):1011-8.
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Table 4. MIS-C Case Criteria

CDC definition of MIS-C:2¢
Met all of the below criteria:

e <21 years of age presenting with fever (>38.0 °C for >24 hours or report of fever lasting >24 hours)

e Laboratory evidence of inflammation including 1 or more of following: elevated CRP, ESR, fibrinogen,
procalcitonin, D-dimer, ferritin, LDH, or IL-6, elevated neutrophils, reduced lymphocytes, low albumin

e Evidence of clinically severe illness requiring hospitalization, with multisystem (>2) organ involvement:
— Cardiac (eg, shock, elevated troponin, elevated BNP, abnormal echocardiogram, arrhythmia)
— Renal (eg, acute kidney injury)
— Respiratory (eg, pneumonia, ARDS, pulmonary embolism)
— Hematologic (eg, elevated D-dimers, thrombophilia, or thrombocytopenia)
— Gastrointestinal/hepatic (eg, elevated bilirubin, elevated liver enzymes, or diarrhea)
— Dermatologic (eg, rash, mucocutaneous lesions)

— Neurological (eg, CVA, aseptic meningitis, encephalopathy)
e No alternative plausible diagnoses

e Positive for current or recent SARS-CoV-2 infection by RT-PCR, serology, or antigen test; OR

COVID-19 exposure within 4 weeks prior to onset of symptoms
MIS-C criteria per CDC definition: https://www.cdc.gov/mis-c/hcp/

cmm)wﬁﬁm’ﬂﬁévy%y®ﬁﬁﬂzwm 1X 100X [1—3JERL (IRR) |1 OB

XKD ZE L L=, IRRIZEM FTO BNT162b2 FEOBHFFAARIF D 1000 AMEHT-V
@&NﬂH9%EW@%V@@77tTH (kA TH D, VEIZIBHIHAM CIR L=
Clopper-Pearson 7£(Z & 2 il 95%FfHX M2 H T 52 & & Lz,

BRI A BERAERIRE T L AR &2 L 2RE, RUTET, SEHMPICROICHE
M7= COVID-19 MEEBIDIIERZF M Uiz, 3 EEEMAZ T4 ) VF /L BNTI62b2 B L IEE
iR T BNT162b2 O 2 [ 252 1T -4 U P F L 75 B AREEO B A T 1000 AMEH 7=
V) @ COVID-19 #eEBDIFIER DL TH 5 IRR 2 VT, [F LTFET COVID-19 FEERFNZ XT3
LIREHM R oM A E RVE) 28 Lz, 708, 5SmICE LA X, Fmias e
& Td D BNT162b2 10 pg DR A 21T 5 72612 C4591007 kB CHEIEA L STV =iRBR D
I F AFERIZOWTERBERDT DI, T HERIM LT,

AL R D R e JR e

COVID-19 Fife & 51| D th DO BRI 22995 JEAR & D[RIIRFE G2 DU T BioFire® Respiratory 2.1 7SR L3R 3E
Z W TCHERR L7z, BioFire®(IFFRZRN ORI D T A L 286 L OHIEMEMAEY [T r oA L
A, FGA T IANA, TTF ) ULV, agF LA (HKEE) , 171z F oAl

A, WRIAVTNVEYTANVA, AH=a—FUA)VA, RSTA/LA (RSV) , HHKH,

NTHAYHE, Mgz 7307, lik~A 277 X<] YO E R EERE L, ER+5 2
LERENE LIEZEERAEETH D, KBk, mm%3ﬂ*nmﬁ%%ﬁ%7%ﬁ%b
TV A2, DR ERIE AR & ORIFFEE G0 DT R E Z R, COVID-19 fifgEFli

< BEMEOBIMEATIL R OFEmIE B 38 L OFEE W TCHEmR L7,
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4.3. FERMEDOFE R (C4591007 3ER)

C4591007 FRER O P JFNE T — # OFEMITIR B e S 12 L7z [MS5.3.5.1 C4591007 (6 Months
to <5 Years) Interim CSR 4.1 THF L V4.2 T (B 1 FH36 L OVE 2/3 M OB 4EH]) , 5.1.1
HPB X521 3 (5 1 FHF KOV 2/3 tHERy DSERMEDORER) ]

ARIEIZIZEE 1 A 038 KOS 2/3 FH3B5y D LL T O 5T — & Zfos LTz,
2~5 BT ¢

o H1FAESY : BNT162b2 D 10 pg B L3 pg DR L~LCE1T 5 2 [ B % 7 £ T
DEEFET — % (4.3.1.1 3H)

o TE2BHMEY 2 BEELOVINIGEE T Y v T OER (43.21H) , 3 [EIHEROGE
T D T OESERICIL, 1REBRY 7 F % 3 B8R L 7= SARS-CoV-2 JE&YLE 72 L D i
AIRESL R RMESEN] [BNT162b2 (3 pg) #£204 #l, 7T HREE R #I] RNEEhiz (4321
H) .

e BNTI62b2 (3ng) D 3 RIEEREA ST T/ NRAHEERHE (2~5 miRd) OHFFHLiRMm (3 [\l
A% 1 » B 12OV T BNTI62b2 (30 ng) O 2 [HIFEfR 2 5% 1) 7= B g (16~
255%) OHFFPUIRM (2 BIH RS 1 » AR ICXT 50T Y v U2 T A e
SARS-CoV-2 BFARRIZ K9 2 HFFL A D Sz &

e BNTI62b2 (3pg) @ 3 [EIFEFEA ST I/ NAHBRE (2~5 mklil) DOZERRICKTT 5 H
LA Z BNT162b2 (30 ng) @ 3 [RHEREZ 521 72 sl ABEERE (18~55 %) D2 A%k
23X D R AIHUIAN & ik U7z, 3RIBEFEZ 1 v ARFOA I 7 n B LT V2 AR
FRIZ S 2 HRRnH TG O Sl i g

6 b An~2 AR

o G 1FAERSY : BNT162b2 3 pg D FHE L ~ULiCEIT 5 2 (8l BB 7 H B £ TORERMET —
% (4.3.1.2 1)

o B2 AAMSy 2 B BEEZOYIESETY v 7 OEK (4.3.21H) , 3 (A HEMRORE
TV T OESERNCITIERY 7 F % 3 [BlEEfE L 72 SARS-CoV-2 YL 72 L DR AT
REfZ RMELERT [BNT162b2 (3 pug) HE 13261, 77 &AREE 67 ] e ENTZ (43.2.25H)

e BNTI162b2 (3ug) @ 3 [EIEEFEA ST I/ NAERE (6 » A ln~2 miAkd) O HRFHTiAfh
(3 (A1 HEMER 1 » HI) (22U T BNTI162b2 (30 pg) O 2 [HIBEfE & 5% 1) 7= Filin B
(16~25 %) OFFPUAM 2 BIEEME 1 » HRE) (kT 20057V v o v Jfifii

& Tp SARS-CoV-2 B /ERRIZ XI5 FHFNHLIAM D50 E IS

e BNTI62b2 (3pg) @ 3 [EEEREZ ST 7=/ NEHERE (6 1 A lin~2 miAli) D2 FERIT K}
T 5 RFPLAR G A2 BNT162b2 (30 ug) O 3 [EIFE %2 52 T 7= B AWEBRE (18~55 %) @
IR D RFOFUAAME & ik L7, 3RIBERE®Z 1 » ARROA I 7 n B80T v
228 FERRIZ 3T 2 RGN OS50S E
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4.3.1. 5 1 FHER Y DRE R
4.3.1.1. 2~5 R (58 1 f5E%)
S R S R oD

Ry (2~SmiARlil) ToOmERMAER (BFH rTaEsR i RS 36 I OV GBS % R
PEAEM]) 1E, BNTI162b2 D 3 ug B LN 10 pg D FHE L~V 2§ L - Tk S -, #F
fili PTRESR ISR (56 1 ARGy, 2~5 o) D AFRIIRE 2B AN (80.4%) Tholo, £
DMDONFEE ZDEISGIIBANELINIT 7 I AZRT AV AN 43%) , 7VT AN (6.5%) , =D
oo NFE (10%AK0) Thoto, £72, B ANR=v 7/ TFT U RRKIZ22% Th 7=, FEd
FEIE 3.0 5T, BHEOEIEIL56.5%TH - 7=,

STATh AT BE S R AR R D N R B R AR 1, 2R T BE S AL M 36 L OVEe A 4E A
(52.1.11H) CREETH T,

SARS-CoV-2 IfiLiE FFnHiiAh

C4591007 RBRODE 1 FHER Y (2~5 Wekiii) CTORERIET — & 1%, Ml Al GE o JFPEEE
SARS-CoV-2 EYLEN 2 WP IZ DN T, HEL VA GugB LU 10pg) BN L, &
A T RE S0 UM T C DG BRI vT e S IR EER T & RIfk T o 7,

2 [l H R 7 HEFO GMT 1%, 3 pug BECIE 1350.4 (idiffl] 95% S #E XM : 973.1,1873.9) , 10 g
BETIE 2059.5 (WifH] 95%EHH X[ : 1679.1,2526.0) T -7z,

4.3.1.2.6 » HE~2 AR (6B 1 HEH2)

S R S R oD

5B (6 » His~2 i) TSR (2F]H A e s MR M 3 K OFEA =] fE
SRR X, BNT162b2 O 3 pg O & L)L & H5E U 7= g TR S vz, 5 AT6E
S AR (B 1 ARy, 6 v Ain~2 miAciitl) O ANFEIZIGH N AN (923%) ThoT-,

FOMDNFEE FDOEEITZT TN (717%) Thotl-y 72, B A NR=w 7/ FT57 VREKEIX
77% T o7=, HEOPRAEIX 16.0 » H T, BEOEIEIL 692%Th - 7=,

SEAM FTRE G FMEEE R O A D SRR, 2RI T RE e FMEEE R B L OV 4L [
(52.121H) EREETHH-T-,

SARS-CoV-2 IfiL7E FFnHiiAh

C4591007 FRERDOZE 1 FHE (6 » An~2 mAdil) TOREHMET — X 1%, 7l T RE S FE
£ D SARS-CoV-2 JEHEE 23 72\ ) BNT162b2 3 pg 2 80 L 7= g 2 W CER L7z, 2FH
Al RE S MR ] C O B LR AT RE S IR & [k T o 7=,

2 [ BEERETL 7 HEFD GMT 1%, 1643.8 (fH] 95%(EFEX [ : 1151.3,2347.1) Th o7,
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4.3.1.3. 5 1 DT —F 1T ES < AERR

% 1 FHER 5> D SARS-CoV-2 JEYLFE N 72N 2~5 B AT DAEHBIE 1238\ T, BNT162b2 D 2 D H
HELL GugBRON0pg) OBEEOWTIICIBWT S, 2 BB 7 H Rp @R CRITRE
@ SARS-CoV-2 50% F Fnft Al 233538 X 7=,

SARS-CoV-2 JEYLEENI 720N 6 o H in~2 i ATl O s 1235V T, BNT162b2 3 pg OFEFEIC K
v, 2B AR 7 B ER RS SARS-CoV-2 50% P AnHT A AT E S i,

% ARy DR L LT, 5 AT OAMENE T BNT162b2 3 ug O 2 [F B ke 72 0% 104 % 76
7,

4.3.2. F 23 HE I ORER

SR HMEIZ DWW T, JRBRY 7 F @ 2 [B] B #:FE 1% 12 C4591007 38R O /N D F-4F g &
C4591001 FREROFEE (16~257%) Z bk L7z 2 [BIH % 1 » H o GMR B L O fndifk
BtRR A3l L7z, ZHO DTSR L UV 7 AT — L RF—Z(ZHSX, 6 1 HE~5 AR D
B I L CIX 3 M BB A BN LT, 2 FEEFROMT OERF L3 FIEEROGE T Y v
Uy TREAT (RS COT R TORIIEREZ ZR L) [ZOWT, FMEEICLLTIORL
776

2 [B] B TR % D5 M DARMT
2~5 A

2 [B] HBEFER% 1 » HEFE T2 SARS-CoV-2 JEULEN 72 WEBRE 12BN TC, /NERRERE (2~5 %
A, 3ug) & AEHEERE (16~25 1%, 30 ug) @ SARS-CoV-2 FFARRIZXT 92 HHFnHL i
GMR 1% 0.61 (FifH] 95% E#IX ] : 0.53,0.70) ThH -7z, :@é%l BT 5 2BEEEMEEZ 1 H H
B CHRRPUAGERER (EFRIL 4.1 TH) ZIER LWRE OEIAX, 2~5 R OFERE T
96.7%, FiifE T 97.6% CTh YV, FEmEH (N —Fi) @EP%D#MKI%%%@%@-O.% (T
95%(EHEIX M : -4.3%,2.3%) ToH o7z,

GMR O] 95%FFEX D FIRIL 0.67 A, F72, GMR OGHEEMIL 0.8 K Th o722 &
e, FHRNCHE L7 GMR ORI (EFRIT 4.1 ) 20 9, 2~5 R0 ERE TIX
GMR IZFESL BTV » VU ZIEERR SR o T2, HRIHUR SRR D ZE 0 ] 95%15 HE X [H]
D FRIFA43%THY, ZHITFERNTHE L Z-~— 0 D-10%% EE->TwW=, L22L, GMR
DRI L 7= SR o ToTo D, 2~5 A OFHfE 123617 2 bR IRRIZ S < 5
T o D TITER I N2 o T,

6 v H B ~2 A

2 [Al HBEFE % 1 & H B % TIZ SARS-CoV-2 JRYLFEN W RBRE 1B\ TC, /NEERE (6 » H
Wp~2 WA, 3 pg) &AEEERE (16~257%, 30 pg) D SARS-CoV-2 BFAERRIZ X4 5 Hhfndt
> GMR 1% 1.03 (Wil 95%(EHEX[H @ 0.90, 1.19) Th-o7-, Z DEMICIIT S 2 5] B %
1 7 ARFCHRIPUARGIGE (BT 4.1 H) Z ik L7I-BRE OFIAIE, 6 » Hli~2 i
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1.7% (M1 95% (548X : -1.4%, 5.2%) T -7z,

PFIZER CONFIDENTIAL
Page 29



a3 FTraiE DNERE (6 5 A~45%)
2.5 ERIRIZBA 7 A SRR
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Hdi5) T, TXTOWBRE N 3 B BEEf% 1 » HREOKBE A58 T L7z (Table 6) . BNT162b2
(30 pg) BEE/ZITXT T BARD 2 [BIEEFEZ 52 1) 7= Ll FREE ] (FSliniiBRg) <Ik, KEboy
(99.5%LL 1) 728 2 [Bl HEEfdf% 1 AR KRBT 252 T L7z,

PFIZER CONFIDENTIAL
Page 30



aAIFTaHE MR (6 4 H~45%)
2.5 FRARICEE3 MG A

Immunogenicity Populations — Immunobridging Subset — Study C4591007 Phase 2/3 2 to <5 Years of Age and Study C4591001

Table 5.
Phase 2/3 16 Through 25 Years of Age
Vaccine Group (as Randomized)
BNT162b2 Placebo
3ng 30 pg 2 to <5 Years 16-25 Years
2 to <5 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
n?* (%) n? (%) n?* (%) n? (%)
Randomized® 218 (100.0) 200 (100.0) 99 (100.0) 50 (100.0)
Dose 2 all-available immunogenicity population 192 (96.0) 49 (98.0)
Participants excluded from Dose 2 all-available immunogenicity population 8 (4.0) 1(2.0)
Reason for exclusion
Did not have at least 1 valid and determinate immunogenicity result after Dose 2 8 (4.0) 1(2.0)
Dose 3 all-available immunogenicity population 217 (99.5) 98 (99.0)
Participants excluded from Dose 3 all-available immunogenicity population 1(0.5) 1(1.0)
Reason for exclusion
Did not have at least 1 valid and determinate immunogenicity result after Dose 3 1(0.5) 1(1.0)
Dose 2 evaluable immunogenicity population 183 (91.5) 45 (90.0)
Without evidence of infection up to 1 month after Dose 2¢ 170 (85.0) 38 (76.0)
Participants excluded from Dose 2 evaluable immunogenicity population 17 (8.5) 5(10.0)
Reason for exclusion?
Did not receive Dose 2 within window (within 19-42 days after Dose 1) 1(0.5) 2 (4.0)
Did not have at least 1 valid and determinate immunogenicity result within 28-42 days 14 (7.0) 3 (6.0)
after Dose 2
Did not have blood draw at 1-month post-Dose 2 visit 2 (1.0) 0
1-Month post—Dose 2 blood draw outside of window (28-42 days after Dose 2) 7 (3.5) 3 (6.0)
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Table 5. Immunogenicity Populations — Immunobridging Subset — Study C4591007 Phase 2/3 2 to <5 Years of Age and Study C4591001

Phase 2/3 16 Through 25 Years of Age

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 2 to <5 Years 16-25 Years
2 to <5 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
n?* (%) n? (%) n? (%) n? (%)
Had blood draw within the window but no valid and determinate immunogenicity 5(2.5) 0
result obtained in laboratory
Had important protocol deviation(s) as determined by the clinician 2 (1.0) 1(2.0)
Dose 3 evaluable immunogenicity population 204 (93.6) 92 (92.9)
Without evidence of infection up to 1 month after Dose 3¢ 143 (65.6) 59 (59.6)
Participants excluded from Dose 3 evaluable immunogenicity population 14 (6.4) 7(7.1)
Reason for exclusion!
Did not receive Dose 2 within window (within 19-42 days after Dose 1) 0 1(1.0)
Did not receive Dose 3 within window (at least 60 days after Dose 2) 3(1.4) 0
Did not have at least 1 valid and determinate immunogenicity result within 28-42 days 10 (4.6) 5(5.1)
after Dose 3
1-Month post—-Dose 3 blood draw outside of window (28-42 days after Dose 3) 10 (4.6) 4 (4.0)
Had blood draw within the window but no valid and determinate immunogenicity 0 1(1.0)
result obtained in laboratory
Had important protocol deviation(s) as determined by the clinician 1(0.5) 2 (2.0)
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Table 5. Immunogenicity Populations — Immunobridging Subset — Study C4591007 Phase 2/3 2 to <5 Years of Age and Study C4591001
Phase 2/3 16 Through 25 Years of Age

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 2 to <5 Years 16-25 Years
2 to <5 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
n* (%) n* (%) n? (%) n? (%)

Abbreviations: 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 with the specified characteristic.

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

c. Having no evidence of past SARS-CoV-2 infection up to 1-month post—Dose 2 was defined as having a negative N-binding antibody (serum) result at the Dose 1 and 1-
month post-Dose 2 study visits; a negative NAAT (nasal swab) result at the Dose 1 and Dose 2 study visits and any unscheduled visit prior to the 1-month post-Dose 2 blood
sample collection; and no medical history of COVID-19.

d. Participants may have been excluded for more than 1 reason.

e. Having no evidence of past SARS-CoV-2 infection up to 1-month post-Dose 3 was defined as having a negative N-binding antibody (serum) result at the Dose 1, 1-month
post—-Dose 2 (if available), Dose 3, and 1-month post-Dose 3 study visits; a negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 study visits and any
unscheduled visit prior to the 1-month post-Dose 3 blood sample collection; and no medical history of COVID-19.
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Table 6. Disposition of All Randomized Participants — Immunobridging Subset — Study C4591007 Phase 2/3 2 to <5 Years of Age (Through
1 Month After Dose 3) and Study C4591001 Phase 2/3 16 Through 25 Years of Age (Through 1 Month After Dose 2)

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 2 to <5 Years 16-25 Years
2 to <5 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001) (N*=99) (N*=50)
(N*=218) (N*=200) n® (%) n® (%)
n® (%) n® (%)
Randomized 218 (100.0) 200 (100.0) 99 (100.0) 50 (100.0)
Not vaccinated 0 0 0 0
Vaccinated 218 (100.0) 200 (100.0) 99 (100.0) 50 (100.0)
Dose 1 218 (100.0) 200 (100.0) 99 (100.0) 50 (100.0)
Dose 2 218 (100.0) 200 (100.0) 99 (100.0) 50 (100.0)
Dose 3 218 (100.0) 99 (100.0)
Completed 1-month post-Dose 2 visit (vaccination period) 218 (100.0) 199 (99.5) 99 (100.0) 50 (100.0)
Completed 1-month post-Dose 3 visit (vaccination period) 218 (100.0) 99 (100.0)
Discontinued from vaccination period but continued in the study 0 0 0 0
Withdrawn from the study before 1-month post-Dose 3/Dose 2 visit 0 1(0.5) 0 0
Withdrawn after Dose 1 and before Dose 2 0 0 0 0
Withdrawn after Dose 2 and before 1-month post-Dose 2 visit 0 1(0.5) 0 0
Withdrawn on or after 1-month post-Dose 2 visit and before Dose 3 0 0
Withdrawn after Dose 3 and before 1-month post-Dose 3 visit 0 0
Reason for withdrawal from the study
Lost to follow-up 0 1(0.5) 0 0
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Table 6. Disposition of All Randomized Participants — Immunobridging Subset — Study C4591007 Phase 2/3 2 to <5 Years of Age (Through
1 Month After Dose 3) and Study C4591001 Phase 2/3 16 Through 25 Years of Age (Through 1 Month After Dose 2)

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 2 to <5 Years 16-25 Years
2 to <5 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001) (N*=99) (N*=50)
(N*=218) (N*=200) n® (%) n® (%)
n® (%) n® (%)

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.
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Table 7. Demographic Characteristics — Immunobridging Subset — Participants Without
Evidence of Infection — Study C4591007 Phase 2/3 2 to <5 Years of Age and Study
C4591001 Phase 2/3 16 Through 25 Years of Age — Evaluable Immunogenicity

Population
Vaccine Group (as Randomized)
BNT162b2 Placebo
3ng 30 pg 2 to <5 Years 16-25 Years
2 to <5 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001) (N*=59) (N*=38)
(N*=143) N*=170) n® (%) n® (%)
n® (%) n® (%)
Sex
Male 63 (44.1) 79 (46.5) 26 (44.1) 16 (42.1)
Female 80 (55.9) 91 (53.5) 33 (55.9) 22 (57.9)
Race
White 99 (69.2) 130 (76.5) 47 (79.7) 28 (73.7)
Black or African American 8(5.6) 15 (8.8) 2(3.4) 5(13.2)
American Indian or Alaska Native 0 3(1.8) 0 0
Asian 16 (11.2) 13 (7.6) 4(6.8) 3(7.9)
Native Hawaiian or other Pacific Islander 0 1 (0.6) 0 0
Multiracial 17 (11.9) 7 (4.1) 6(10.2) 2 (5.3)
Not reported 3(2.1) 1 (0.6) 0 0
Ethnicity
Hispanic/Latino 16 (11.2) 51 (30.0) 5(8.5) 7 (18.4)
Non-Hispanic/Non-Latino 126 (88.1) 119 (70.0) 54 (91.5) 31 (81.6)
Not reported 1(0.7) 0 0 0
Country
Argentina 0 24 (14.1) 0 4(10.5)
Brazil 0 13 (7.6) 0 1(2.6)
Germany 0 0 0 2 (5.3)
South Africa 0 6(3.5) 0 5(13.2)
Turkey 0 1 (0.6) 0 0
USA 143 (100.0) 126 (74.1) 59 (100.0) 26 (68.4)
Age at vaccination (years)
Mean (SD) 2.7 (0.76) 21.2(2.95) 3.1(0.75) 21.0 (3.30)
Median 3.0 22.0 3.0 21.5
Min, max (2,4) (16, 25) (2,4) (16, 25)
Obese*
Yes 9(6.3) 30 (17.6) 3(5.1) 7 (18.4)
No 134 (93.7) 140 (82.4) 56 (94.9) 31 (81.6)
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Table 7. Demographic Characteristics — Immunobridging Subset — Participants Without
Evidence of Infection — Study C4591007 Phase 2/3 2 to <5 Years of Age and Study
C4591001 Phase 2/3 16 Through 25 Years of Age — Evaluable Immunogenicity
Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 2 to <5 Years 16-25 Years
2 to <5 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001) (N*=59) (N*=38)
(N*=143) (N*=170) n® (%) n® (%)
n® (%) n® (%)

Abbreviations: CDC = Centers for Disease Control and Prevention; NAAT = nucleic acid amplification test;

N-binding = SARS-CoV-2 nucleoprotein—binding; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.
Note: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 evaluable
immunogenicity population for C4591001.

Note: Participants included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior
to the 1-month post-Dose 2 (C4591001) or 1-month post-Dose 3 (C4591007) study blood sample collection. Having no
evidence of past SARS-CoV-2 infection was defined as

having a negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post-Dose 2
(C4591001) or 1-month post—Dose 3 (C4591007) study visits; a negative NAAT (nasal swab) result at the Dose 1, Dose 2,
and Dose 3 (C4591007) study visits and at any unscheduled visit

prior to the 1-month post-Dose 2 (C4591001) or 1-month post-Dose 3 (C4591007) study blood sample collection; and no
medical history of COVID-19.

a. N =number of participants in the specified group. 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 95th percentile according to the growth chart for
participants 2 to <5 years of age or

BMI >30 kg/m? for participants 16 to 25 years of age. Refer to the CDC growth charts at
https://www.cdc.gov/growthcharts/html_charts/bmiagerev.htm.
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Table 8. Summary of Geometric Mean Ratios — NT50 — Participants Without Evidence of Infection — Immunobridging Subset — Study
C4591007 Phase 2/3 2 to <5 Years of Age (1 Month After Dose 3) and Study C4591001 Phase 2/3 16 Through 25 Years of Age (1
Month After Dose 2) — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2
3ng 30 pg 2 to <5 Years/16-25 Years
2 to <5 Years 16-25 Years
(C4591007) (C4591001)
(1 Month After Dose 3) (1 Month After Dose 2)
Assay n*  GMT’ (95% CI) n*  GMT’ (95% CI) GMR¢ (95% CI°) Met Immunobridging
Objective!
(Yes/No)
SARS-CoV-2 neutralization 143  1535.2 (1388.2, 1697.8) 170 1180.0 (1066.6, 1305.4) 1.30 (1.13, 1.50) Yes

assay - NT50 (titer)

Abbreviations: 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 = 50% neutralizing titer; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 evaluable immunogenicity population for C4591001.

Note: Participants included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior to the 1-month post-Dose 2 (C4591001) or 1-month
post—Dose 3 (C4591007) study blood sample collection. Having no evidence of past SARS-CoV-2 infection was defined as

having a negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post-Dose 2 (C4591001) or 1-month post-Dose 3 (C4591007) study visits;
a negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 (C4591007) study visits and any unscheduled visit prior to the 1-month post-Dose 2 (C4591001) or 1-
month post-Dose 3 (C4591007) study blood sample collection; and no medical history of COVID-19.

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

b. 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.

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

d.  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 > 0.8.
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Table 9. Difference in Percentages of Participants With Seroresponse — Participants Without Evidence of Infection — Immunobridging
Subset — Comparison of Study C4591007 Phase 2/3 2 to <5 Years of Age (1 Month After Dose 3) and Study C4591001 Phase 2/3 16
Through 25 Years of Age (1 Month After Dose 2) — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2
3ng 30 pg Difference
2 to <5 Years 16-25 Years
(C4591007) (C4591001)
(1 Month After Dose 3) (1 Month After Dose 2)
Assay N2 n® (%) (95% CI°) N2 n® (%) (95% CI°) %4 (95% CI°)
SARS-CoV-2 neutralization assay - NT50 (titer) 141 141 (100.0) (97.4, 100.0) 170 168 (98.8) (95.8,99.9) 1.2 (-1.5,4.2)

Abbreviations: 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: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 evaluable immunogenicity population for C4591001.

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 included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior to the 1-month post-Dose 2 (C4591001) or 1-month
post—-Dose 3 (C4591007) study blood sample collection. Having no evidence of past SARS-CoV-2 infection was defined as

having a negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post-Dose 2 (C4591001) or 1-month post—Dose 3 (C4591007) study visits;
a negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 (C4591007) study visits and any unscheduled visit prior

to the 1-month post—Dose 2 (C4591001) or 1-month post-Dose 3 (C4591007) study blood sample collection; and no medical history of COVID-19.

a. 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.

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

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

d. Difference in proportions, expressed as a percentage (2 to <5 years — 16-25 years).

e. 2-Sided CI, based on the Miettinen and Nurminen method for the difference in proportions, expressed as a percentage.
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4.3.2.1.3. SARS-CoV-2 MiEHFFIHLAM (2~5 AR, 2 2/3 i, FFAEK)

SARS-CoV-2 JEEYLIE DN 22 W FEAT FTRE S IRV I 3810 2 BFAARIZ %9~ 5 SARS-CoV-2 50% 9 Fll
PURIIZ DWW TR LTz, fHl rTRE S R MELER] (SARS-CoV-2 FEYLE % [l 7avy) & | H AT EE
T R OFE BiZ BB Te il L Tz, 72235, —fRMIIZ SARS-CoV-2 YL 4 H 3 54
Bt w0785, SARS-CoV-2 [EYLEN /2 NERE L LR TR—R T A U (U7 F
A7) BLOT 7 F B O R R E W,

BRI, N—2A ?4’ VRO N AR FRIFFMEIZ D < O BT CldsZ it 7' e 7 7 A
JZERD & 57213580 bR oz, BEYMZICT 7 F U EZIT O LW ) R HHEH ézh
HERD, "= 74’ Y IRFIZ SARS-CoV-2 [EYLEZ B T D EH (N—R T4 k) |
NR— R T A HFIZ SARS-CoV-2 JEYLFE I 72 VIR R (R—R T 1 ) & tl:f\“Cf\—X 5
A W (U7 F o) BT 7 F R OW T TR Em W RITURMm 2R L=,
W D DER RTINS GBI D 22 N T2 O EEICHIR T & Th D,

2~5 BRI OFEEE 2B 1T D 1 Bl B BERERT2SG 3 B HBEME% 1 » ARFE T, BXUOEWmBICE
A 1 Bl HEERERTAN DS 2 [0 H AR 1 4 A FFE To PRz DL IR LT,

GMT (2~5 %K)

SARS-CoV-2 JEYLIEDS 22 WFEAT FTRE S IR (2~5 BfoRd) @ GMT I, 1 [0l B #ERERTI
20.7 T, 2 [nHEEMA S KO3 B HEERMERT (401.1) (HEKSRE L CHEETH Y, L% 3 B HEE
FE% 1 » AERCIERIEIC B (1535.2) L7z (Figure 4, Table 10) , FL#EkIBREER] (16~25 7#%)
@D GMT 1%, 1 [BIHERERNCIX 213 Tho7eny, 2 BIHER% 1 5 HFRFZIE 1180.0 £ TKRIEIZ E
H1L7-,

GMFR (2~5 mRR5E)

SARS-CoV-2 JEYLJEDS 22 WFEAT FTRE SR IR MR (2~5 o) i, 1[I H# R0 3 B H
PR 1 % AR E T SARS-CoV-2 50%IMiE FFIHLIAAN D GMFR (X 73.3 TH 7= (fifH] 95%15
FHIXME : 66.3,81.1) (Table 11) . 3 [BIHEMERTAD 3 [0l H#EFE% 1 4 HFFE CTD GMFR (X 3.8
Tho7o (M 95%EFEX : 3.5,4.2) , PRl (16~25 %) Tik, 1 FIBERFING 2
o] B B2F1% 1 % HFEE T SARS-CoV-2 50%IiE FFnHtiAMi o> GMFR 1% 55.3 TH - 7= (il
95% 5 HEX[H : 49.6, 61.6) ,

HRIPUARBERER (2~5 RATH)

SARS-CoV-2 JEIIE D 70 WEEAM T BESRIE IR MELE R (2~5 miAli) i, 3 [mIEBFER 1 » AKED
RRIPUARRGHEESRE (EFRIL 4.1 TH) 13 100% ({H] 95%(FFHIX[H : 97.4%, 100%) Th -7z

(Table 12) , B REER (16~257%) <TiE, 2 BIAHMERZ 1 5 A Ko PRILAES IR
98.8% (il 95%(ZHEX[H] : 95.8%, 99.9%) T -7,
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Figure4.  Geometric Mean Titers and 95% CIs — SARS-CoV-2 Neutralization Assay — NT50 — Participants Without Evidence of Infection -
Immunobridging Subset — Study C4591007 Phase 2/3 2 to <5 Years of Age (1 Month After Dose 3) and Study C4591001 Phase 2/3
16 Through 25 Years of Age (1 Month After Dose 2) — Evaluable Inmunogenicity Population
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Dose/Sampling Time Point

Abbreviations: GMT = geometric mean tter; MAAT = nucleic acid amplification test; H-binding = SARS-CoV-2 macleoprotein—binding;

NT50 = 50% neutralizing titer; SARS-CoV-2 = severe acute respiratory syndrome coronavinus 2.

IMote: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 ewaluable immunogenicity population for
C4591001.

IMote: Mumber within each bar denotes geometric mean.

MNote: Participants included in this analysis had no serological or virological evidence of past BARS-CoV-2 infecton prior to the 1-month post-Dozse 2

(C4591001) or l-month post—-Dose 3 (C4591007) study blood sample collecton. Having no evidence of past SARS-CoV-2 infecton was defined as having a
negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post-Dose 2 (C4591001) or 1-month post-Dosze 3 (C4591007)
study wisits; a negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 (C4591007) study visits and any unschedule d vizsit prior to the
1-month post—Dose 2 (C4591001) or 1-month post—Dose 3 (C4591007) study blood sample collecton; and no medical history of COVID-19.
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Table 10. Summary of Geometric Mean Titers — NT50 — Participants Without Evidence of Infection — Immunobridging Subset — Study
C4591007 Phase 2/3 2 to <5 Years of Age (1 Month After Dose 3) and Study C4591001 Phase 2/3 16 Through 25 Years of Age (1
Month After Dose 2) — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 2 to <5 Years 16-25 Years
2 to <5 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
Assay Dose/ n® GMT® (95% CI°) n® GMT® (95% CI°) n® GMT® (95% CI®) n® GMT® (95% CI9)
Sampling
Time Point*
SARS-CoV-2 neutralization ~ 1/Prevax 141 20.7 (20.3,21.2) 170 213 (20.0, 22.8) 57 205 (20.5,20.5) 38 20.5 (20.5, 20.5)
assay - NT50 (titer)
2/1 Month 170 1180.0 (1066.6, 1305.4) 38 20.5 (20.5, 20.5)
3/Prevax 143 401.1 (361.7, 444.7) 59 209 (20.1, 21.8)
3/1 Month 143 1535.2  (1388.2, 1697.8) 59 229 (19.5, 26.8)

Abbreviations: 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; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 evaluable immunogenicity population for C4591001.

Note: Participants included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior to the 1-month post-Dose 2 (C4591001) or 1-month
post—Dose 3 (C4591007) study blood sample collection. Having no evidence of past SARS-CoV-2 infection was defined as

having a negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post-Dose 2 (C4591001) or 1-month post-Dose 3 (C4591007) study visits;
a negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 (C4591007) study visits and any unscheduled visit prior to the 1-month post-Dose 2 (C4591001) or 1-
month post-Dose 3 (C4591007) study blood sample collection; and no medical history of COVID-19.

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: 18MAY2022 (21:50)
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Table 11. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point — NT50 — Participants Without
Evidence of Infection — Immunobridging Subset — Study C4591007 Phase 2/3 2 to <5 Years of Age (1 Month After Dose 3) and
Study C4591001 Phase 2/3 16 Through 25 Years of Age (1 Month After Dose 2) — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3png 30 pg 2 to <5 Years 16-25 Years
2 to <5 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
Assay Dose/ n® GMFR®  (95% CI° n® GMFR® (95% CI) n* GMFR® (95% CI°) n® GMFR® (95% CI°)
Sampling
Time Point?
SARS-CoV-2 neutralization 2/1 Month 170 553 (49.6, 61.6) 38 1.0 (1.0, 1.0)
assay - NT50 (titer)
3/Prevax 141 19.2 (17.4,21.3) 57 1.0 (1.0, 1.1)
3/1 Month 141 733 (66.3, 81.1) 57 1.1 (0.9, 1.3)

Abbreviations: 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: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 evaluable immunogenicity population for C4591001.

Note: Participants included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior to the 1-month post-Dose 2 (C4591001) or 1-month
post—-Dose 3 (C4591007) study blood sample collection. Having no evidence of past SARS-CoV-2 infection was defined as

having a negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post—Dose 2 (C4591001) or 1-month post—Dose 3 (C4591007) study visits;
a negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 (C4591007) study visits and any unscheduled visit prior to the 1-month post-Dose 2 (C4591001) or 1-
month post—Dose 3 (C4591007) study blood sample collection; and no medical history of COVID-19.

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 and 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.
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Table 12.  Number (%) of Participants With Seroresponse, Participants Without Evidence of Infection — Immunobridging Subset — Study
C4591007 Phase 2/3 2 to <5 Years of Age (1 Month After Dose 3) and Study C4591001 Phase 2/3 16 Through 25 Years of Age (1
Month After Dose 2) — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3pg 30 pg 2 to <5 Years 16-25 Years
2 to <5 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
Assay Dose/ N ne % (95% CI%) Nb  nt % (95% CI%) N’ n® % (95% CIY NP n¢ % (95% CI%)
Sampling
Time Point*
SARS-CoV-2 neutralization ~ 2/1 Month 170 168 98.8 (95.8,99.9) 38 0 0.0 (0.0,9.3)
assay - NT50 (titer)
3/Prevax 141 128 90.8 (84.7, 95.0) 57 0 0.0 (0.0, 6.3)
3/1 Month 141 141 100.0 (97.4, 100.0) 57 1 1.8 (0.0,9.4)

Abbreviations: 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: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 evaluable immunogenicity population for C4591001.

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 included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior to the 1-month post-Dose 2 (C4591001) or 1-month
post—-Dose 3 (C4591007) study blood sample collection. Having no evidence of past SARS-CoV-2 infection was defined as

having a negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post—Dose 2 (C4591001) or 1-month post—Dose 3 (C4591007) study visits; a
negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 (C4591007) study visits and any unscheduled visit prior

to the 1-month post—Dose 2 (C4591001) or 1-month post—Dose 3 (C4591007) study blood sample collection; and no medical history of COVID-19.

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.
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SARS-CoV-2 [EYLE N 70 W R FIRE S IR EERIC BT 5 4 2 7 v VR BERIC )T 2 ik
T A OMASERICEIT S FFRNT 7 vt A O RZ LI FICEN LT, A3 70 BLOF L
KIS HR, B AR RBEERR I XT3 S BURMi Z FFRNT 7 v & A 2SS X HIE LTz,

FTA AT RE S MR (SARS-CoV-2 YL 2 R 72\u ) & 2FI AT RE & MR R oo B 13
BeEEl L T\, B, BT SARS-CoV-2 [RYLIE 2 A+ HirE 2 & 01— 548,
SARS-CoV-2 EYLIEMN 70 WHEERE Ll R TR_R— R 5 4 U (U 7 F U8R BLOU 7 F o8
Ft% O HRFPURM L E W,

GMT (2~5 mR¥E)

SARS-CoV-2 EYLEN 72 NEBRIR S (2~5 5kASTil, 3 pg & 3 [RIHEfE) 34 o7 V2 3 LA
27 a RS A RGO GMT 1%, 3 B BH#MERTIICIEENZ 68.0 8LV 14.0 T

boleny, 3EBEME 1 » ARFICIIZENEN 4714 BL V82512 EH L7z (Figure 5,

Table 13) . [AIERIZ, FEYERRIC)ET 2 HRPUAilio GMT & 3 [l H B fERT (70.1) 75 3 [B1H#

FiEts 1 » HEF (471.4) 12 EH L7,

SARS-CoV-2 [EYLIEN 2R ABEERE (18~55 i, 30 pg % 3 [AI8EFE) 40 # T  RAROEH A 23

RBOBIL, TAXBLOA I 7 o B RRICKH D RPusfio GMT (%, 3 Bl HBEFERTICIZZ
NEN364BIN12.7 TH-o7=A, 3EIEEME 1 » ARRIZENEHh 11536:1’0420\3400&

EH U7, FBRIS, BRI 2 FnbuiRifio GMT &, 3 [l MR (33.9) 225 3 [IE#
FiEt% 1 » HEF (1067.1) (I EHL7=,

2 Bl HEEAE L 3 B HEEREOBEFERIRIY, MABTIIR 6 » H Tho7=DIlzxt L, /NEOEEET
1K 2~3 3 A CThol-, NELVATGMT BE-722 L1E, L0 EWERENERS L 0%
RO RIFH 72 D EI 72BN EFES- L CTW A A[REMER B 5,

GMFR (2~5 mRR5E)

SARS-CoV-2 RYLED 7oV INIEBEER T (2~5 AR, 3 ug & 3 [BIEERE) TlE, 7 Z B L0
27 a BRSSP UAM (FFRNT 7 v v A 1223 <) 1% 3 8l MR~ 5 3 [l 3 #2
Fif% 1 ARRZT TENTIN 6.9 %, 595U (Table 14) . 3 [A] B EFERTAS 3 [A1 B2
Fite 1 » HEFOIERERRE D GMFR 13 6.7 Th o7,

SARS-CoV-2 [EYEN /2R ABERE (18~55 7%, 30 ug % 3 [EEEFE) CTlE, TAXBIOA
7 v BRI D PG (FFRNT 7 vt A 1285 <) 143 [BIH BfERT O 3 [ H HEfl
% 1 # HRHZNT TENEN LT A5, 267 (5N L7z, 3 [ HEEAER T2 6 3 [0 B #E#% 1 » A
B DFEHERK D GMFR 1X 31.5 Th - 7=,

/IR E D ERAT GMER 3@ 7z Z &I, HUAl2MET L, 3 [\ HEREOZIRN L0 B L 72
% 2 [ AR L 3 @ET&@OD@EFWH-]%% MR R2~3 5 A) LHANTHRA (6w H) TR
MoloZ ENFE L TWD RN H 5,
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7 v 77— N &I 7= Supportive Analysis

FFRNT 7 v A ZHWTA I 7 v BRI 2 RRFUATG O FLal 1 72 5e 52 I O iy 2 92
fa L, 2B HEERE & 3 8] HBEFEOMIE Rk OBEFERFE C BNT162b2 @ 3 [F] H #:ff 2 = 1T 72 B
bR LN 2 bhi Uz, AEREAT TIE, C4591007 iRBRDF 2/3 ¥R 4y D/ NR R &
4591017 3k (lot consistency #BR) D 3 FHER /> D HEI S DHEAET, BNT162b2 (30 pg) @
3 [0l HEERE A 2 T T B AR (18~50 7%) DI/ 4ER & 2l L7-, 2 M HEERE L 3 B H Bafd
OPEFEMIFE O PRI, 2~5 AT OFERE T 10.6 8 (FPE : 8.6~13.7#) , AJE (18~
50 %) TIX13.0 8 (FEFE : 11.9~1438) Thorz, 3 EIHERE 1 5 A RO RRusimo
GMT 1%, SARS-CoV-2 JEJEEN 70\ 2~5 Al OF-hnfE (34 f4]) TiX 114.3, SARS-CoV-2 &
YN IO AE (18~50 %) (27 1)) TiX 1642 Th o7, Ll alRE/ R BERERIE T
BNT162b2 @ 3 [E[H:fE (FFlnIZIE UIo i) 22072356 04 X 7 v VERRICH T 2 FERAH
FPUARAMiE, NRER & ESWEIMENRFED ST NER TIEF I LTz, SR, &
EEEME O R (43231H) 2ROz L,
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Figure 5.  Summary of Geometric Mean Titers — Omicron Neutralization Subset — Participants Without Evidence of Infection — Study
C4591007 Phase 2/3 2 to <5 Years of Age and Study C4591001 Phase 3 Booster 18 Through 55 Years of Age — Evaluable
Immunogenicity Population
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Abbreviations: GIMT = geometric mean titer; MAAT = nucleic acid amplification test; N-binding = SARS-CoV-2 mucleoprotein—binding;

NTS0 = 50% neutralizing titer; SARS-CoV-2 = severe acute respiratory syndrome coronavinus 2.

IMote: Mumber within each bar denotes geometric mean.

Mote: Participants included in this analysis had no serological or virological evidence of past BARS-CoV-2 infecton up to the l-month post—Dose 3 study blood sample
collecton. Having no evidence of past SEARS-CoV-2 infection up to l-month post—Dose 3 was defined asz having a negative N-binding antibody ( zernam) result at the Dose 1,
l-rnonth post—Dose 2 (if available), Dose 3, and l-month post—Dose 3 study visits; a negative INAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 study wvisits and
any unscheduled wisit prior to the l-month post—Dose 3 blood sample collecHon; and no medical history of COWID-19.
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Table 13. Summary of Geometric Mean Titers — Omicron Neutralization Subset — Participants Without Evidence of Infection — Study
C4591007 Phase 2/3 2 to <5 Years of Age and Study C4591001 Phase 3 Booster 18 Through 55 Years of Age — Evaluable
Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 2 to <5 Years
2 to <5 Years 18-55 Years (C4591007)
(C4591007) (C4591001)
Assay Dose/ n® GMT® (95% CI°) n® GMT® (95% CI°) n® GMT® (95% CI°)
Sampling
Time Point*
SARS-CoV-2 FFRNT - Omicron BA.1 - 3/Prevax 34 140 (10.6, 18.5) 40 12.7 (11.0, 14.8) 4 10.0 (10.0, 10.0)
NT50 (titer)
3/1 Month 34 825 (55.4,122.9) 40  340.0 (253.8, 455.6) 4 10.0 (10.0, 10.0)
SARS-CoV-2 FFRNT - Delta - NT50 3/Prevax 34 68.0 (49.5,93.3) 40 364 (26.5,49.9) 4 10.0 (10.0, 10.0)
(titer)
3/1 Month 34 4714 (341.2, 651.1) 40 1153.6 (886.4, 1501.4) 4 10.0 (10.0, 10.0)
SARS-CoV-2 FFRNT - reference strain - 3/Prevax 34 70.1 (51.1, 96.0) 40 339 (26.1,44.1) 4 10.0 (10.0, 10.0)
NTS50 (titer)
3/1 Month 34 4714 (344.6, 644.8) 40 1067.1 (834.4,1364.5) 4 10.0 (10.0, 10.0)
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Table 13. Summary of Geometric Mean Titers — Omicron Neutralization Subset — Participants Without Evidence of Infection — Study
C4591007 Phase 2/3 2 to <5 Years of Age and Study C4591001 Phase 3 Booster 18 Through 55 Years of Age — Evaluable
Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 2 to <5 Years
2 to <5 Years 18-55 Years (C4591007)
(C4591007) (C4591001)
Assay Dose/ n® GMT¢ (95% CI°) n® GMT* (95% CI°) n® GMT* (95% CI°)

Sampling
Time Point*

Abbreviations: FFRNT = fluorescent focus reduction neutralization test; 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; SARS-CoV-2 = severe acute respiratory syndrome
coronavirus 2.

Note: Participants included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection up to the 1-month post—Dose 3 study blood sample
collection. Having no evidence of past SARS-CoV-2 infection up to 1-month post-Dose 3 was defined as having a negative N-binding antibody (serum) result at the Dose 1, 1-
month post-Dose 2 (if available), Dose 3, and 1-month post-Dose 3 study visits; a negative NAAT (nasal swab)

result at the Dose 1, Dose 2, and Dose 3 study visits and any unscheduled visit prior to the 1-month post-Dose 3 blood sample collection; and no medical history of COVID-19.
a. Protocol-specified timing for blood sample collection.

b. n=Number of participants with valid and determinate assay results for the specified assays 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.
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Table 14. Summary of Geometric Mean Fold Rises From Before Dose 3 to 1 Month After Dose 3 — Omicron Neutralization Subset —
Participants Without Evidence of Infection — Study C4591007 Phase 2/3 2 to <5 Years of Age and Study C4591001 Phase 3 Booster
18 Through 55 Years of Age — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 2 to <5 Years
2 to <5 Years 18-55 Years (C4591007)
(C4591007) (C4591001)
Assay Dose/ n® GMFR® (95% CI°) n® GMFR® (95% CI°) n® GMFR® (95% CI°)
Sampling
Time Point*

SARS-CoV-2 FFRNT - Omicron BA.1 - 3/1 Month 34 5.9 (3.9,9.0) 40 26.7 (20.2,35.2) 4 1.0 (1.0, 1.0)
NT50 (titer)

SARS-CoV-2 FFRNT - Delta - NT50 (titer) 3/1 Month 34 6.9 (4.9,9.8) 40 31.7 (23.3,43.2) 4 1.0 (1.0, 1.0)
SARS-CoV-2 FFRNT - reference strain - 3/1 Month 34 6.7 (5.1, 8.9) 40 31.5 (23.6,41.9) 4 1.0 (1.0, 1.0)
NTS50 (titer)

Abbreviations: FFRNT = fluorescent focus reduction neutralization test; 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 included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection up to the 1-month post-Dose 3 study blood sample
collection. Having no evidence of past SARS-CoV-2 infection up to 1-month post-Dose 3 was defined as having a negative N-binding antibody (serum) result at the Dose 1, 1-
month post-Dose 2 (if available), Dose 3, and 1-month post-Dose 3 study visits; a negative NAAT (nasal swab)

result at the Dose 1, Dose 2, and Dose 3 study visits and any unscheduled visit prior to the 1-month post—Dose 3 blood sample collection; and no medical history of COVID-19.
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 before Dose 3 and 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 CIs (based on the Student t distribution). Assay
results below the LLOQ were set to 0.5 x LLOQ in the analysis.
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Table 15. Immunogenicity Populations — Immunobridging Subset — Study C4591007 Phase 2/3 6 Months to <2 Years of Age and Study
C4591001 Phase 2/3 16 Through 25 Years of Age
Vaccine Group (as Randomized)
BNT162b2 Placebo
3ng 30 pg 6 Months to <2 Years 16-25 Years
6 Months to <2 Years  16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
n? (%) n? (%) n? (%) n* (%)
Randomized® 148 (100.0) 200 (100.0) 74 (100.0) 50 (100.0)
Dose 2 all-available immunogenicity population 192 (96.0) 49 (98.0)
Participants excluded from Dose 2 all-available immunogenicity population 8 (4.0) 1(2.0)
Reason for exclusion
Did not have at least 1 valid and determinate immunogenicity result after Dose 2 8 (4.0) 1(2.0)
Dose 3 all-available immunogenicity population 146 (98.6) 73 (98.6)
Participants excluded from Dose 3 all-available immunogenicity population 2(1.4) 1(1.4)
Reason for exclusion
Did not have at least 1 valid and determinate immunogenicity result after Dose 3 2(1.4) 1(1.4)
Dose 2 evaluable immunogenicity population 183 (91.5) 45 (90.0)
Without evidence of infection up to 1 month after Dose 2¢ 170 (85.0) 38 (76.0)
Participants excluded from Dose 2 evaluable immunogenicity population 17 (8.5) 5(10.0)
Reason for exclusion?
Did not receive Dose 2 within window (within 19-42 days after Dose 1) 1(0.5) 2 (4.0)
Did not have at least 1 valid and determinate immunogenicity result within 28-42 14 (7.0) 3 (6.0)
days after Dose 2
Did not have blood draw at 1-month post-Dose 2 visit 2 (1.0) 0
1-Month post—Dose 2 blood draw outside of window (28-42 days after Dose 2) 7 (3.5) 3(6.0)
Had blood draw within the window but no valid and determinate immunogenicity 5(2.5) 0
result obtained in laboratory
Had important protocol deviation(s) as determined by the clinician 2 (1.0) 1(2.0)
Dose 3 evaluable immunogenicity population 132 (89.2) 67 (90.5)
Without evidence of infection up to 1 month after Dose 3¢ 82 (55.4) 49 (66.2)
Participants excluded from Dose 3 evaluable immunogenicity population 16 (10.8) 7(9.5)
Reason for exclusion?
Did not receive Dose 2 within window (within 19-42 days after Dose 1) 4(2.7) 1(1.4)
Did not receive Dose 3 within window (at least 60 days after Dose 2) 0 1(1.4)
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Table 15. Immunogenicity Populations — Immunobridging Subset — Study C4591007 Phase 2/3 6 Months to <2 Years of Age and Study
C4591001 Phase 2/3 16 Through 25 Years of Age

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 6 Months to <2 Years 16-25 Years
6 Months to <2 Years  16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
n? (%) n? (%) n* (%) n* (%)
Did not have at least 1 valid and determinate immunogenicity result within 28-42 11(7.4) 5(6.8)
days after Dose 3
1-Month post—Dose 3 blood draw outside of window (28-42 days after Dose 3) 10 (6.8) 4(5.4)
Had blood draw within the window but no valid and determinate immunogenicity 1(0.7) 1(1.4)
result obtained in laboratory
Had important protocol deviation(s) as determined by the clinician 4(2.7) 2(2.7)

Abbreviations: 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 with the specified characteristic.

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

c. Having no evidence of past SARS-CoV-2 infection up to 1-month post-Dose 2 was defined as having a negative N-binding antibody (serum) result at the Dose 1 and 1-month
post—Dose 2 study visits; a negative NAAT (nasal swab) result at the Dose 1 and Dose 2 study visits and any unscheduled visit prior to the 1-month post-Dose 2 blood sample
collection; and no medical history of COVID-19.

d. Participants may have been excluded for more than 1 reason.

e. Having no evidence of past SARS-CoV-2 infection up to 1-month post-Dose 3 was defined as having a negative N-binding antibody (serum) result at the Dose 1, 1-month
post—Dose 2 (if available), Dose 3, and 1-month post-Dose 3 study visits; a negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 study visits and any unscheduled
visit prior to the 1-month post-Dose 3 blood sample collection; and no medical history of COVID-19.
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Table 16.  Disposition of All Randomized Participants — Immunobridging Subset — Study C4591007 Phase 2/3 6 Months to <2 Years of Age
(Through 1 Month After Dose 3) and Study C4591001 Phase 2/3 16 Through 25 Years of Age (Through 1 Month After Dose 2)

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 6 Months to <2 Years 16-25 Years
6 Months to <2 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001) (N*=74) (N*=50)
(N*=148) (N*=200) n® (%) n® (%)
n® (%) n® (%)
Randomized 148 (100.0) 200 (100.0) 74 (100.0) 50 (100.0)
Not vaccinated 0 0 0 0
Vaccinated 148 (100.0) 200 (100.0) 74 (100.0) 50 (100.0)
Dose 1 148 (100.0) 200 (100.0) 74 (100.0) 50 (100.0)
Dose 2 148 (100.0) 200 (100.0) 74 (100.0) 50 (100.0)
Dose 3 148 (100.0) 74 (100.0)
Completed 1-month post-Dose 2 visit (vaccination period) 148 (100.0) 199 (99.5) 74 (100.0) 50 (100.0)
Completed 1-month post-Dose 3 visit (vaccination period) 148 (100.0) 74 (100.0)
Discontinued from vaccination period but continued in the study 0 0 0 0
Withdrawn from the study before 1-month post-Dose 3/Dose 2 visit 0 1(0.5) 0 0
Withdrawn after Dose 1 and before Dose 2 0 0 0 0
Withdrawn after Dose 2 and before 1-month post-Dose 2 visit 0 1(0.5) 0 0
Withdrawn on or after 1-month post-Dose 2 visit and before Dose 3 0 0
Withdrawn after Dose 3 and before 1-month post—Dose 3 visit 0 0
Reason for withdrawal from the study
Lost to follow-up 0 1(0.5) 0 0
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Table 16.  Disposition of All Randomized Participants — Immunobridging Subset — Study C4591007 Phase 2/3 6 Months to <2 Years of Age
(Through 1 Month After Dose 3) and Study C4591001 Phase 2/3 16 Through 25 Years of Age (Through 1 Month After Dose 2)

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 6 Months to <2 Years 16-25 Years
6 Months to <2 Years 16-25 Years (C4591007) (€C4591001)
(C4591007) (C4591001) (N*=74) (N*=50)
(N*=148) (N*=200) n® (%) n® (%)
n® (%) n® (%)

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.
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Table 17. Demographic Characteristics — Immunobridging Subset — Participants Without
Evidence of Infection — Study C4591007 Phase 2/3 6 Months to <2 Years of Age and
Study C4591001 Phase 2/3 16 Through 25 Years of Age — Evaluable Immunogenicity
Population
Vaccine Group (as Randomized)
BNT162b2 Placebo
3ng 30 pg 6 Months to <2 16-25 Years
6 Months to <2 16-25 Years Years (€C4591001)
Years (C4591001) (C4591007) (N*=38)
(C4591007) (N*=170) (N*=49) n’ (%)
(N*=82) n® (%) n® (%)
n" (%)
Sex
Male 51(62.2) 79 (46.5) 23 (46.9) 16 (42.1)
Female 31 (37.8) 91 (53.5) 26 (53.1) 22 (57.9)
Race
White 59 (72.0) 130 (76.5) 33 (67.3) 28 (73.7)
Black or African American 1(1.2) 15 (8.8) 3(6.1) 5(13.2)
American Indian or Alaska Native 1(1.2) 3(1.8) 0 0
Asian 11 (13.4) 13 (7.6) 7(14.3) 3(7.9)
Native Hawaiian or other Pacific 0 1(0.6) 0 0
Islander
Multiracial 10 (12.2) 7 (4.1) 6(12.2) 2(5.3)
Not reported 0 1 (0.6) 0 0
Ethnicity
Hispanic/Latino 13 (15.9) 51 (30.0) 3(6.1) 7 (18.4)
Non-Hispanic/Non-Latino 69 (84.1) 119 (70.0) 46 (93.9) 31 (81.6)
Country
Argentina 0 24 (14.1) 0 4 (10.5)
Brazil 0 13 (7.6) 0 1(2.6)
Germany 0 0 0 2(5.3)
South Africa 0 6 (3.5) 0 5(13.2)
Turkey 0 1 (0.6) 0 0
USA 82 (100.0) 126 (74.1) 49 (100.0) 26 (68.4)
Age at vaccination®
Mean (SD) 15.7 (4.84) 21.2(2.95) 15.8 (5.54) 21.0 (3.30)
Median 16.0 22.0 16.0 21.5
Min, max (6, 23) (16, 25) (6, 23) (16, 25)
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Table 17. Demographic Characteristics — Immunobridging Subset — Participants Without
Evidence of Infection — Study C4591007 Phase 2/3 6 Months to <2 Years of Age and
Study C4591001 Phase 2/3 16 Through 25 Years of Age — Evaluable Immunogenicity
Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3ng 30 pg 6 Months to <2 16-25 Years
6 Months to <2 16-25 Years Years (C4591001)
Years (C4591001) (C4591007) (N*=38)
(C4591007) (N*=170) (N*=49) n® (%)
(N*=82) n® (%) n® (%)
Ilb (1%))

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

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

Note: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 evaluable
immunogenicity population for C4591001.

Note: Participants included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior
to the 1-month post-Dose 2 (C4591001) or 1-month post-Dose 3 (C4591007) study blood sample collection. Having no
evidence of past SARS-CoV-2 infection was defined as

having a negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post-Dose 2
(C4591001) or 1-month post—Dose 3 (C4591007) study visits; a negative NAAT (nasal swab) result at the Dose 1, Dose 2,
and Dose 3 (C4591007) study visits and at any unscheduled visit

prior to the 1-month post-Dose 2 (C4591001) or 1-month post—Dose 3 (C4591007) study blood sample collection; and no
medical history of COVID-19.

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

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

c. Age at vaccination in months for C4591007 6 months to <2 years age group, age at vaccination in years for
C4591001 16 through 25 years age group.
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Table 18. Summary of Geometric Mean Ratios — NT50 — Participants Without Evidence of Infection — Immunobridging Subset — Study
C4591007 Phase 2/3 6 Months to <2 Years of Age (1 Month After Dose 3) and Study C4591001 Phase 2/3 16 Through 25 Years of
Age (1 Month After Dose 2) — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2
3ng 30 pg 6 Months to <2 Years/16-25 Years
6 Months to <2 Years 16-25 Years
(C4591007) (C4591001)
(1 Month After Dose 3) (1 Month After Dose 2)
Assay n* GMTP (95% CI) n*  GMT" (95% CI) GMR¢ (95% CI°) Met Immunobridging
Objective!
(Yes/No)
SARS-CoV-2 neutralization 82 1406.5 (1211.3,1633.1) 170  1180.0 (1066.6, 1305.4) 1.19 (1.00, 1.42) Yes

assay - NT50 (titer)

Abbreviations: 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 = 50% neutralizing titer; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 evaluable immunogenicity population for C4591001.

Note: Participants included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior to the 1-month post-Dose 2 (C4591001) or 1-month
post—Dose 3 (C4591007) study blood sample collection. Having no evidence of past SARS-CoV-2 infection was defined as

having a negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post-Dose 2 (C4591001) or 1-month post—Dose 3 (C4591007) study visits; a
negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 (C4591007) study visits and any unscheduled visit prior to the 1-month post—Dose 2 (C4591001) or 1-
month post—Dose 3 (C4591007) study blood sample collection; and no medical history of COVID-19.

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

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

c.  GMRs and 2-sided 95% Cls were calculated by exponentiating the mean difference of the logarithms of the titers ([6 months to <2 years] - [16-25 years]) and the
corresponding CI (based on the Student t distribution).

d. 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 > 0.8.
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Table 19.  Difference in Percentages of Participants With Seroresponse — Participants Without Evidence of Infection — Immunobridging
Subset — Comparison of Study C4591007 Phase 2/3 6 Months to <2 Years of Age (1 Month After Dose 3) and Study C4591001
Phase 2/3 16 Through 25 Years of Age (1 Month After Dose 2) — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2
3ng 30 pg Difference
6 Months to <2 Years 16-25 Years
(C4591007) (C4591001)
(1 Month After Dose 3) (1 Month After Dose 2)
Assay N2 n® (%) (95% CI9) N2 n® (%) (95% CI9) %4 (95% CI°)
SARS-CoV-2 neutralization assay - NT50 (titer) 80 80 (100.0) (95.5, 100.0) 170 168 (98.8) (95.8,99.9) 1.2 (-34,4.2)

Abbreviations: 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: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 evaluable immunogenicity population for C4591001.

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 included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior to the 1-month post-Dose 2 (C4591001) or 1-month
post—-Dose 3 (C4591007) study blood sample collection. Having no evidence of past SARS-CoV-2 infection was defined as

having a negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post-Dose 2 (C4591001) or 1-month post—Dose 3 (C4591007) study visits;
a negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 (C4591007) study visits and any unscheduled visit prior

to the 1-month post—Dose 2 (C4591001) or 1-month post-Dose 3 (C4591007) study blood sample collection; and no medical history of COVID-19.

a. 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.

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

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

d. Difference in proportions, expressed as a percentage (6 months to <2 years — 16-25 years).

e. 2-Sided CI, based on the Miettinen and Nurminen method for the difference in proportions, expressed as a percentage.
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Figure 6.  Geometric Mean Titers and 95% CIs — SARS-CoV-2 Neutralization Assay — NT50 — Participants Without Evidence of Infection -
Immunobridging Subset — Study C4591007 Phase 2/3 6 Months to <2 Years of Age (1 Month After Dose 3) and Study C4591001
Phase 2/3 16 Through 25 Years of Age (1 Month After Dose 2) — Evaluable Inmunogenicity Population
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Abbreviations: GMT = geometric mean titer; NAAT = nucleic acid amplification test; N-binding = SARS-CoV-2 nucleoprotein-binding;

NT50 = 50% neutralizing titer; SARS-CoV-2 = severe acute respiratory syndrome coronavins 2.

Note: Evaluable population refers to Dosze 3 evaluable immumnogenicity population for C4591007 and Dose 2 evaluable immuno genicity population for
C4591001.

Note: Number within each bar denotes geometiic mean.

Mote: Participants included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior to the 1-month post-Dose 2
(C4591001) or 1-month post—Daose 3 (C4591007) study blood sample collection. Having no evidence of past SARS-CoV-2 infection was defined as having a
negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post-Dose 2 (C4591001) or 1-month post-Dosze 3 (C4591007)
study visits; a negative MAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 (C4591007) study visits and any unscheduled wisit prior to the
l-month post—Doze 2 (24591001) or 1-month post-Dose 3 (C4591007) study blood sample collecton; and no medical history of COVID-19.
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Table 20. Summary of Geometric Mean Titers — NT50 — Participants Without Evidence of Infection — Immunobridging Subset — Study
C4591007 Phase 2/3 6 Months to <2 Years of Age (1 Month After Dose 3) and Study C4591001 Phase 2/3 16 Through 25 Years of
Age (1 Month After Dose 2) — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3pg 30 pg 6 Months to <2 Years 16-25 Years
6 Months to <2 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
Assay Dose/ n® GMT® (95% CI9) n® GMT® (95% CI°) n® GMT¢ (95% CI) n® GMT* (95% CI°)
Sampling
Time Point?
SARS-CoV-2 neutralization 1/Prevax 80 20.8 (20.2,21.5) 170 213 (20.0, 22.8) 48 20.5 (20.5,20.5) 38 20.5 (20.5, 20.5)
assay - NT50 (titer)
2/1 Month 170 1180.0 (1066.6, 1305.4) 38 20.5 (20.5, 20.5)
3/Prevax 81 317.0 (268.8, 373.9) 49 242 (19.7,29.8)
3/1 Month 82 1406.5  (1211.3,1633.1) 49 223 (18.8,26.4)

Abbreviations: 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; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 evaluable immunogenicity population for C4591001.

Note: Participants included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior to the 1-month post-Dose 2 (C4591001) or 1-month
post—Dose 3 (C4591007) study blood sample collection. Having no evidence of past SARS-CoV-2 infection was defined as

having a negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post-Dose 2 (C4591001) or 1-month post-Dose 3 (C4591007) study visits;
a negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 (C4591007) study visits and any unscheduled visit prior to the 1-month post-Dose 2 (C4591001) or 1-
month post-Dose 3 (C4591007) study blood sample collection; and no medical history of COVID-19.

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.
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Table 21. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point — NT50 — Participants Without
Evidence of Infection — Immunobridging Subset — Study C4591007 Phase 2/3 6 Months to <2 Years of Age (1 Month After Dose 3)
and Study C4591001 Phase 2/3 16 Through 25 Years of Age (1 Month After Dose 2) — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3pg 30 pg 6 Months to <2 Years 16-25 Years
6 Months to <2 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
Assay Dose/ n® GMFR® (95% CI9) n® GMFR® 95%CI) n® GMFR® (95% CI n"® GMFR® (95% CI°)
Sampling
Time Point*
SARS-CoV-2 neutralization 2/1 Month 170 553 (49.6, 61.6) 38 1.0 (1.0, 1.0)
assay - NT50 (titer)
3/Prevax 79 154 (12.9, 18.3) 48 1.2 (1.0, 1.5)
3/1 Month 80  68.4 (58.2,80.4) 48 1.1 (0.9, 1.3)

Abbreviations: 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: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 evaluable immunogenicity population for C4591001.

Note: Participants included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior to the 1-month post-Dose 2 (C4591001) or 1-month
post—Dose 3 (C4591007) study blood sample collection. Having no evidence of past SARS-CoV-2 infection was defined as

having a negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post-Dose 2 (C4591001) or 1-month post—Dose 3 (C4591007) study visits; a
negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 (C4591007) study visits and any unscheduled visit prior to the 1-month post-Dose 2 (C4591001) or 1-
month post-Dose 3 (C4591007) study blood sample collection; and no medical history of COVID-19.

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 and 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.
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Table 22.  Number (%) of Participants With Seroresponse, Participants Without Evidence of Infection — Immunobridging Subset — Study
C4591007 Phase 2/3 6 Months to <2 Years of Age (1 Month After Dose 3) and Study C4591001 Phase 2/3 16 Through 25 Years of
Age (1 Month After Dose 2) — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3pg 30 pg 6 Months to <2 Years 16-25 Years
6 Months to <2 Years 16-25 Years (C4591007) (C4591001)
(C4591007) (C4591001)
Assay Dose/ NP ne % (95% CI1%) Nb  pe % (95% CI1%) NP n¢ % (95% CIY NP n° % (95% CI1%)
Sampling
Time Point*
SARS-CoV-2 2/1 Month 170 168 98.8 (95.8,99.9) 38 0 0.0 (0.0,9.3)
neutralization assay -
NT50 (titer)
3/Prevax 79 65 82.3 (72.1,90.0) 48 2 4.2(0.5,14.3)
3/1 Month 80 80 100.0 (95.5, 100.0) 48 1 2.1(0.1,11.1)

Abbreviations: 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: Evaluable population refers to Dose 3 evaluable immunogenicity population for C4591007 and Dose 2 evaluable immunogenicity population for C4591001.

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 included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection prior to the 1-month post-Dose 2 (C4591001) or 1-month
post—Dose 3 (C4591007) study blood sample collection. Having no evidence of past SARS-CoV-2 infection was defined as

having a negative N-binding antibody (serum) result at the Dose 1, Dose 3 (C4591007), and 1-month post-Dose 2 (C4591001) or 1-month post—Dose 3 (C4591007) study visits; a
negative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 (C4591007) study visits and any unscheduled visit prior

to the 1-month post—Dose 2 (C4591001) or 1-month post—Dose 3 (C4591007) study blood sample collection; and no medical history of COVID-19.

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.
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Figure 7.  Summary of Geometric Mean Titers - Omicron Neutralization Subset — Participants Without Evidence of Infection — Study
C4591007 Phase 2/3 6 Months to <2 Years of Age and Study C4591001 Phase 3 Booster 18 Through 55 Years of Age — Evaluable
Immunogenicity Population
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Abbreviations: GMT = geometric mean titer; NAAT = nucleic acid amplification test; N-binding = SARS-CoV-2 nucleoprotein-binding;

NT50 = 50% neutralizing titer; SARS-CoWV-2 = severe acute respiratory syndrome coronavirus 2.

Mote: Number within each bar denotes geometric mean.

Mote: Partieipants included in thiz analysis had no serological or virological evidence of past SARS-CoV-2 infecton up to the I-month post-Dosze 3 study blood zample
collecHon. Having no evidence of past SARS-CoV-2 infection up to I-month post-Dose 3 was defined as having a negative IT-binding antibody (serum) result at the Dose 1,
1-month post-Dose 2 (if available), Dose 3, and l-month post-Dose 3 study visits; anegative NAAT (nasal swab) result at the Dose 1, Dose 2, and Dose 3 study visits and
any unscheduled wisit prior to the 1-month post-Dose 3 blood sample collection; and no medieal history of COVID-19.
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Table 23. Summary of Geometric Mean Titers — Omicron Neutralization Subset — Participants Without Evidence of Infection — Study
C4591007 Phase 2/3 6 Months to <2 Years of Age and Study C4591001 Phase 3 Booster 18 Through 55 Years of Age — Evaluable
Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3pg 30 pg 6 Months to <2 Years
6 Months to <2 Years 18-55 Years (C4591007)
(C4591007) (C4591001)

Assay Dose/ n® GMTe (95% CI°) n® GMT® (95% CI°) n® GMT® (95% CI°)

Sampling

Time Point*

SARS-CoV-2 FFRNT - Omicron BA.1 - 3/Prevax 32 163 (12.8,20.8) 40 12.7 (11.0, 14.8) 5 10.0 (10.0, 10.0)
NT50 (titer)

3/1 Month 32 1275 (90.2, 180.1) 40  340.0 (253.8, 455.6) 5 10.0 (10.0, 10.0)
SARS-CoV-2 FFRNT - Delta - NT50 3/Prevax 32 941 (67.9, 130.5) 40 364 (26.5,49.9) 5 10.0 (10.0, 10.0)
(titer)

3/1 Month 32 606.3 (455.5, 806.9) 40 1153.6 (886.4, 1501.4) 5 10.0 (10.0, 10.0)
SARS-CoV-2 FFRNT - reference strain - 3/Prevax 32 103.7 (78.4,137.3) 40 339 (26.1,44.1) 5 10.0 (10.0, 10.0)
NTS50 (titer)

3/1 Month 32 640.0 (502.6, 815.0) 40 1067.1 (834.4, 1364.5) 5 10.0 (10.0, 10.0)
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Table 23. Summary of Geometric Mean Titers — Omicron Neutralization Subset — Participants Without Evidence of Infection — Study
C4591007 Phase 2/3 6 Months to <2 Years of Age and Study C4591001 Phase 3 Booster 18 Through 55 Years of Age — Evaluable
Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3pg 30 pg 6 Months to <2 Years
6 Months to <2 Years 18-55 Years (C4591007)
(C4591007) (C4591001)
Assay Dose/ n® GMT® (95% CI°) n® GMT® (95% CI°) n® GMT® (95% CI°)

Sampling
Time Point*

Abbreviations: FFRNT = fluorescent focus reduction neutralization test; 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; SARS-CoV-2 = severe acute respiratory syndrome
coronavirus 2.

Note: Participants included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection up to the 1-month post—Dose 3 study blood sample
collection. Having no evidence of past SARS-CoV-2 infection up to 1-month post-Dose 3 was defined as having a negative N-binding antibody (serum) result at the Dose 1, 1-
month post-Dose 2 (if available), Dose 3, and 1-month post-Dose 3 study visits; a negative NAAT (nasal swab)

result at the Dose 1, Dose 2, and Dose 3 study visits and any unscheduled visit prior to the 1-month post-Dose 3 blood sample collection; and no medical history of COVID-19.
a. Protocol-specified timing for blood sample collection.

b. n=Number of participants with valid and determinate assay results for the specified assays 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.

PFIZER CONFIDENTIAL Source Data: adva Table Generation: 18MAY2022 (21:50)

(Cutoff Date: C4591001 [22NOV2021]/C4591007 [29APR2022]) Output
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Table 24. Summary of Geometric Mean Fold Rises From Before Dose 3 to 1 Month After Dose 3 — Omicron Neutralization Subset —
Participants Without Evidence of Infection — Study C4591007 Phase 2/3 6 Months to <2 Years of Age and Study C4591001 Phase 3
Booster 18 Through 55 Years of Age — Evaluable Imnmunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 Placebo
3pg 30 pg 6 Months to <2 Years
6 Months to <2 Years 18-55 Years (C4591007)
(C4591007) (C4591001)
Assay Dose/ n® GMFR® (95% CI°) n® GMFR® (95% CI°) n® GMFR® (95% CI°)
Sampling
Time Point*
SARS-CoV-2 FFRNT - Omicron BA.1 - NT50 3/1 Month 32 7.8 (6.0, 10.2) 40 26.7 (20.2,35.2) 5 1.0 (1.0, 1.0)
(titer)
SARS-CoV-2 FFRNT - Delta - NT50 (titer) 3/1 Month 32 6.4 (4.6,9.1) 40 31.7 (23.3,43.2) 5 1.0 (1.0, 1.0)
SARS-CoV-2 FFRNT - reference strain - NT50 3/1 Month 32 6.2 (4.7, 8.2) 40 31.5 (23.6,41.9) 5 1.0 (1.0, 1.0)
(titer)

Abbreviations: FFRNT = fluorescent focus reduction neutralization test; 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 included in this analysis had no serological or virological evidence of past SARS-CoV-2 infection up to the 1-month post-Dose 3 study blood sample
collection. Having no evidence of past SARS-CoV-2 infection up to 1-month post—Dose 3 was defined as having a negative N-binding antibody (serum) result at the Dose 1, 1-
month post—Dose 2 (if available), Dose 3, and 1-month post—Dose 3 study visits; a negative NAAT (nasal swab)

result at the Dose 1, Dose 2, and Dose 3 study visits and any unscheduled visit prior to the 1-month post—Dose 3 blood sample collection; and no medical history of COVID-19.
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 before Dose 3 and 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: 18MAY2022 (22:52)
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Figure 8.  Geometric Mean Titers and 95% CIs — NT50 — Participants Without Evidence of Infection — Omicron Neutralization Subset —
Study C4591007 Phase 2/3 6 Months to <5 Years of Age and Study C4591017 Booster Study 18 Through 50 Years of Age —
Evaluable Immunogenicity Population
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Vaccine Group (as Randomized)

Abbreviations: FFENT = fhiorescent foes reduction neatralization test; GMT = geometric mean titer; LLOC) = lower limnit of quantitation; HAAT = mueleic acid amplification test;
-binding = SARS-CoV-2 racleoprot ein—binding, HT50 = 50% neatralizing titer; SARS-CoWV-2 = severe amute respiratory syndrome coronavims 2.

ote: Participants inchided in this analysis had no serological or virological evidence of past SARS-CoV-2 infectionup to the 1-month post—Dose 3 study blood sarnple collection.
Having no evidence of past SARS-CoV-2 infectionup to the 1-month post—Diose 3 stady wisit for C4591007 was defined as having a negative IT-binding antibody (5emm) resalt at

the Dose 1, 1-month post—Dose 2 (if available), Dose 3, and 1-month post—Diose 3 stady wisits; a negative HAAT (nasal swab) resalt at the Diose 1, Dose 2, and Dose 3 sthady wisits
and any uns cheduled visit prior to the 1-month post—Dose 3 blood sample collection; and no medical history of COVID-19. Having no evidence of past SARS-CoWV-2 infectionup to

the 1-rnonth post—Diose 3 stady wisit for C4591017 was defined as having negative H-binding antibody (semmn) and negative HAAT (nasal swab) remalts at Dose 1,
l-month post—Diose 2, Diose 3, and 1-month post—-Diose 3 stady wisits.
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Table 25.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 3 — Blinded
Follow-Up Period — Phase 2/3 — 6 Months to <5 Years of Age — Dose 3 All-Available

Efficacy Population
Vaccine Group (as Randomized)
BNT162b2 (3 png) Placebo
(N*=992) (N*=464)
Efficacy Endpoint n1®  Surveillance n1® Surveillance VE (%) (95% CI°)
Subgroup Time (n2¢) Time® (n29)

First COVID-19 occurrence from 7 days after Dose 3 0.086 (758) 7 0.039 (348) 80.3  (13.9,96.7)
3

Abbreviations: 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 3 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.

PFIZER CONFIDENTIAL SDTM Creation: 12MAY?2022 (08:22) Source Data: adc19ef Table Generation: 22MAY2022
(23:24)
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Table 26.  Relative Vaccine Efficacy - First COVID-19 Occurrence From 07FEB2022 to 29APR2022 - Participants Who Received Three
Doses of BNT162b2 or Placebo Crossover Participants Who Received Two Doses of BNT162b2 — 6 Months to <5 Years of Age —
Dose 1 All-Available Efficacy Population

Vaccine Group

Original Placebo Crossover to
BNT162b2 (3 pg) BNT162b2 (3 pg)
Efficacy Endpoint nl* Surveillance nl1*  Surveillance RVE (95% C19)
Time® (n2°) Time® (n2°) (%)
First COVID-19 occurrence from 7 days after the third dose of BNT162b2 (original BNT162b2) or 4 0.170 (1212) 6 0.061 (516) 76.2 (-0.5,95.1)

second dose of BNT162b2 (placebo crossover) and from 07FEB2022° to 29APR2022°

Abbreviation: RVE = relative vaccine efficacy.

Note: Participants who turned 5 years of age and received BNT162b2 10 pg at Dose 2, Dose 3, or crossover Dose 1 or Dose 2 are excluded.

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

b. 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 latest of 7 days after the third dose of BNT162b2 (original BNT162b2) or second dose of BNT162b2 (placebo crossover to BNT162b2) and 07FEB2022 to the earliest of
confirmed case, death, withdrawn from the study, third dose of BNT162b2 (placebo crossover only), or 29APR2022.

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

d. Confidence interval (CI) for RVE is derived based on the Clopper and Pearson method adjusted for surveillance time.

e. Date of 7 days after the first Dose 3 BNT162b2 vaccination in original BNT162b2 participants.

f.  Data cutoff date of this analysis.
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Figure 9.  Cumulative Incidence Curves for the First COVID-19 Occurrence From 7 Days After Dose 3 — Blinded Follow-Up Period — Phase
2/3 — 6 Months to <5 Years of Age — Dose 3 All-Available Efficacy Population
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Note: "8" indicates participants with severs CCVID-19.
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Table 27.  Efficacy Populations — Phase 2/3 — 2 to <5 Years of Age

Vaccine Group (as Randomized)

BNT162b2 (3 pg) Placebo Total
n?* (%) n? (%) n? (%)
Randomized® 1835 (100.0) 915 (100.0) 2750 (100.0)
Dose 1 all-available efficacy population 1835 (100.0) 915 (100.0) 2750 (100.0)
Dose 2 all-available efficacy population 1819 (99.1) 907 (99.1) 2726 (99.1)
Participants excluded from Dose 2 all-available efficacy population 16 (0.9) 8(0.9) 24(0.9)
Reason for exclusion®
Did not receive 2 vaccinations 15 (0.8) 8(0.9) 23 (0.8)
Unblinded on or before 7 days post Dose 2 1(0.1) 0 1(0.0)
Dose 3 all-available efficacy population 606 (33.0) 280 (30.6) 886 (32.2)
Participants excluded from Dose 3 all-available efficacy population 1229 (67.0) 635 (69.4) 1864 (67.8)
Reason for exclusion®
Did not receive 3 vaccinations 794 (43.3) 635 (69.4) 1429 (52.0)
Unblinded on or before 7 days post Dose 3 435 (23.7) 0 435 (15.8)
Evaluable efficacy (2-Dose) population 1778 (96.9) 893 (97.6) 2671 (97.1)
Participants without evidence of infection prior to 7 days after Dose 1495 (81.5) 745 (81.4) 2240 (81.5)
2
Participants excluded from evaluable efficacy (2-Dose) population 57 (3.1) 22 (2.4) 79 (2.9)
Reason for exclusion®
Did not receive all vaccinations as randomized or did not receive 38 (2.1) 20(2.2) 58 (2.1)
Dose 2
within the predefined window (19-42 days after Dose 1)
Had other important protocol deviations on or prior to 7 days after 21 (1.1) 6 (0.7) 27 (1.0)
Dose 2
Unblinded on or before 7 days post Dose 2 1(0.1) 0 1(0.0)

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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Table 28.  Demographic Characteristics — Phase 2/3 — 2 to <5 Years of Age — Dose 3 All-
Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (3 pg) Placebo Total
(N*=606) (N*=280) (N*=886)
n® (%) n® (%) n® (%)
Sex
Male 290 (47.9) 124 (44.3) 414 (46.7)
Female 316 (52.1) 156 (55.7) 472 (53.3)
Race
White 455 (75.1) 219 (78.2) 674 (76.1)
Black or African American 29 (4.8) 13 (4.6) 42 (4.7)
American Indian or Alaska Native 0 2(0.7) 2(0.2)
Asian 64 (10.6) 26 (9.3) 90 (10.2)
Native Hawaiian or other Pacific Islander 1(0.2) 0 1(0.1)
Multiracial 53 (8.7) 19 (6.8) 72 (8.1)
Not reported 4(0.7) 1(0.4) 5(0.6)
Ethnicity
Hispanic/Latino 77 (12.7) 36 (12.9) 113 (12.8)
Non-Hispanic/Non-Latino 528 (87.1) 244 (87.1) 772 (87.1)
Not reported 1(0.2) 0 1(0.1)
Country
Poland 23 (3.8) 10 (3.6) 33(3.7)
USA 583 (96.2) 270 (96.4) 853 (96.3)
Age group (at vaccination)
2 years 227 (37.5) 95 (33.9) 322 (36.3)
3 years 235 (38.8) 120 (42.9) 355 (40.1)
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Table 28.  Demographic Characteristics — Phase 2/3 — 2 to <5 Years of Age — Dose 3 All-
Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (3 pg) Placebo Total
(N*=606) (N*=280) (N*=886)
n® (%) n® (%) n® (%)
4 years 144 (23.8) 65 (23.2) 209 (23.6)
Age at vaccination (years)
Mean (SD) 2.9(0.77) 2.9(0.75) 2.9 (0.76)
Median 3.0 3.0 3.0
Min, max 2,4 2,4) 2,4
Obese*
Yes 33 (5.4) 13 (4.6) 46 (5.2)
No 572 (94.4) 267 (95.4) 839 (94.7)
Missing 1(0.2) 0 1(0.1)
Comorbidities?
Yes 71 (11.7) 42 (15.0) 113 (12.8)
No 535 (88.3) 238 (85.0) 773 (87.2)
Baseline SARS-CoV-2 status
Positive® 60 (9.9) 36 (12.9) 96 (10.8)
Negative 546 (90.1) 241 (86.1) 787 (88.8)
Missing 0 3(1.1) 3(0.3)

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.

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).

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

f.  Negative N-binding antibody result at Visit 1, negative NAAT result at Visit 1, and no medical history of COVID-19.
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Table 29.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 3 — Blinded
Follow-Up Period — Phase 2/3 — 2 to <5 Years of Age — Dose 3 All-Available Efficacy

Population
Vaccine Group (as Randomized)
BNT162b2 (3 png) Placebo
(N*=606) (N*=280)
Efficacy Endpoint n1® Surveillance n1P Surveillance  VE (%) (95% CI°)
Subgroup Time® (n2¢) Time® (n2¢)
First COVID-19 occurrence from 7 days 2 0.056 (481) 5 0.025 (209) 82.3 (-8.0, 98.3)

after Dose 3

Abbreviations: 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 3 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 30.  Relative Vaccine Efficacy — First COVID-19 Occurrence From 07FEB2022 to 29APR2022 — Participants Who Received Three
Doses of BNT162b2 or Placebo Crossover Participants Who Received Two Doses of BNT162b2 — 2 to <5 Years of Age — Dose 1
All-Available Efficacy Population

Vaccine Group

Original Placebo Crossover to
BNT162b2 (3 pg) BNT162b2 (3 pg)
Efficacy Endpoint nl* Surveillance nl1* Surveillance RVE (95% C1%)
Time® (n2°) Time® (n2°) (%)

First COVID-19 occurrence from 7 days after the third dose of BNT162b2 (original BNT162b2) or 2 0.096 (692) 4 0.031 (254) 84.0 (-11.8, 98.6)
second dose of BNT162b2 (placebo crossover) and from 07FEB2022¢ to 29APR2022f

Abbreviation: RVE = relative vaccine efficacy.

Note: Participants who turned 5 years of age and received BNT162b2 10 ng at Dose 2, Dose 3, or crossover Dose 1 or Dose 2 are excluded.

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

b. 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 latest of 7 days after the third dose of BNT162b2 (original BNT162b2) or second dose of BNT162b2 (placebo crossover to BNT162b2) and 07FEB2022 to the
carliest of confirmed case, death, withdrawn from the study, third dose of BNT162b2 (placebo crossover only), or 29APR2022.

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

d. Confidence interval (CI) for RVE is derived based on the Clopper and Pearson method adjusted for surveillance time.

e. Date of 7 days after the first Dose 3 BNT162b2 vaccination in original BNT162b2 participants.

f.  Data cutoff date of this analysis.
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Table 31.  Vaccine Efficacy — First COVID-19 Occurrence After Dose 1 — Blinded Follow-Up Period — Phase 2/3 — 2 to <5 Years of Age —
Dose 1 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (3 pg) Placebo
(N*=1835) (N*=915)
Efficacy Endpoint n1® Surveillance n1P Surveillance VE (%) (95% CI°)
Subgroup Time® (n2¢%) Time® (n29)

First COVID-19 occurrence after Dose 1 127 0.661 (1673) 92 0.323 (834) 32.6 (10.8, 48.8)
Dose 1 to before Dose 2 21 0.100 (1673) 8 0.050 (834) 321 (-244.8, 43.8)
Dose 2 to <7 days after Dose 2 4 0.031 (1639) 5 0.016 (819) 60.1 (-85.6,92.1)
>7 Days after Dose 2 to before Dose 3 100 0.464 (1630) 74 0.228 (814) 33.6 (9.1,51.3)
Dose 3 to <7 days after Dose 3 0 0.010 (553) 0 0.004 (222) NE NE
>7 Days after Dose 3 2 0.056 (481) 5 0.025 (209) 82.3 (-8.0, 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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Figure 10. Cumulative Incidence Curves for the First COVID-19 Occurrence After Dose 1 — Blinded Follow-Up Period —Phase 2/3 — 2 to <5
Years of Age — Dose 1 All-Available Efficacy Population
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Note: "8" indicates participants with severe COVID-19.
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AEMNZBIT 5T 02 BEELD COVID-19 #eEH]i% BNT162b2 #£ 8 #iil, 7 v AREE9 i, VE X
56.0% (1R 95% (5 FEIX ] : -28.4%, 85.2%) , A X 7 v U ZEEED COVID-19 flEERFIX
BNT162b2 #£ 89 5], 7w HREE64 5, VE IX31.2% (Hifl 95%EHE X : 3.6%, 50.7%) T -
7~

4.4.1.2.2.4. COVID-19 DR L OYER (2~5 A, &5 2/3 tHHE45)
COVID-19 Of#ifeds L OVEK 2185k S st M & ORI - TERN Lz 4218) |

1 [B] B #1112 COVID-19 O ds X OVEIR D HE S 4072 2~5 Al OF- kg 1%, BNT162b2
BT RIFBLIOT T ERETITNFITH-7- (Table32) , b S =Bl X OYEWR
%, WEECBBRRETHY, Tl LOYERIE, BRERMIHECEEHE LERTH
LHEL (58.0%) B LU 22k £ 7 13k D AL (65.8%) 72 5 TNZIBAIT CDC 12 LV EF
SNTIERTH DB E 1R 33.8%) THo7z, WITNOREZEWTH KR OHERE T
s SN EES L OVEROEIX 3 DL T Tho Tz,
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Table 32. Summary of Signs and Symptoms for First COVID-19 Occurrence After Dose 1 —
Blinded Follow-Up Period — Phase 2/3 — 2 to <5 Years of Age — Dose 1 All-Available

Efficacy Population
Vaccine Group (as Randomized)
BNT162b2 (3 png) Placebo Total
N*=127) N*=92) (N?*=219)
Signs and Symptoms n® (%) n® (%) n® (%)
Participants with specific signs and symptoms of COVID-19 127 (100.0) 92 (100.0) 219 (100.0)
Fever 71 (55.9) 56 (60.9) 127 (58.0)
New or increased cough 91 (71.7) 53 (57.6) 144 (65.8)
New or increased shortness of breath 1(0.8) 0(0.0) 1(0.5)
Chills 6(4.7) 8 (8.7) 14 (6.4)
New or increased muscle pain 6 (4.7) 5(5.4) 11(5.0)
Sore throat 17 (13.4) 13 (14.1) 30 (13.7)
Diarrhea 17 (13.4) 7 (7.6) 24 (11.0)
Vomiting 11 (8.7) 7 (7.6) 18 (8.2)
Inability to eat/poor feeding 10 (7.9) 14 (15.2) 24 (11.0)
Additional CDC-defined symptoms
Fatigue 17 (13.4) 12 (13.0) 29 (13.2)
Headache 5(3.9) 5.4 10 (4.6)
Nasal congestion or runny nose 46 (36.2) 28 (30.4) 74 (33.8)
Nausea or abdominal pain 7(5.5) 12 (13.0) 19 (8.7)
Lethargy 1(0.8) 1(1.1) 2(0.9)
Participants with specific number of signs and symptoms
1 31 (24.4) 26 (28.3) 57 (26.0)
2 49 (38.6) 30 (32.6) 79 (36.1)
3 26 (20.5) 22 (23.9) 48 (21.9)
4 12 (9.4) 5(5.4) 17 (7.8)
5 6(4.7) 6 (6.5) 12 (5.5)
>5 3(24) 3(3.3) 6(2.7)

Abbreviation: CDC = Centers for Disease Control and Prevention (United States).

a. N =number of participants with COVID-19 occurrence after Dose 1 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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4.4.1.2.2.5. IR D COVID-19 DEEEIFEIEF] (2~5 AR, 5 2/3 FHE45Y)

F—2Ky bAT7H Q02244 29 H) AT, UALAEE X OERAIC COVID-19 D
Y — RVEHEEEE O b /NS Q~5 i) 1Tb T ThoTz,

e BNTI162b2 #f : 2 FlOFIEIFEAEIX 2021 4£9 H, FFIEIX 202241 HTHHo7-, £ 34T
122022 8 1 A F£7213 2022 4E 2 AIZHIEIRIER L OHERAE LT,

o TILBARE 1 PIOPIEIZIEIL 202241 A, BRIEIL 202243 H Th-o7=,

72%5, COVID-19 fJE % 753 PCR BPE O A E SRR S N -9 1384 CTh - 7=, #lal
COVID-19 fERHI BRI HE S ERIC W CiE, B (1 » BLWR) , Z0% O PCR
BEE O B35 X ST 7= 72 B R O 2 8 L7z, 20 X 9 ZMEGNTRIOEBIZHEYS T 5 &
ITEZIZK WHEDTH o7, ZoORERUEEG -5 H Tk, ERB IO PCR FERITVNT
H20224E 1 £ 2 Al snrz,

BNT162b2 (3 pg) O 2 [Al#EfE A5 1) 72 BNT162b2 BED 1 fl &2 frE, o= Y — RRHE S
NI NEBEBRE XTI NS BEAL SRR Y 7 F 0 0 3 Bl E 5217 T,

HE SRR XL O v Y — RIZBEE T 5 #fEds L OVERIE, B L T BNTI162b2 £k L
OWT T RBEORBOBEIELE (BREENS PR 2L Tz,

BNT162b2 #D 1 fllIEH O vy — RNEEH i, flal COVID-19 FEE R 2021 4£ 9 HI12iE
BREMZHEE CHIE L2 COVID-19 FIEE O TH A0 (150 4) 283 L
(44.12261H) , ZDO% 20224 1 HICIEREEDORBZIIE LT,

BHIE] COVID-19 D= &Y — FA5R0 BALHERHE D 5 B, BNTI6262 BED 3 ] (=27 m v A
JLA, RSV) BEOTTHREED 1] (AX=a—FALR) |2, MOMEREEER & DR
R S ST, B Y — RS S NI E 12O T b — X T o VR ILE
LA E T A L AT SARS-CoV-2 JRYLIEIL 7235 7=,

4.4.1.2.2.6. COVID-19 FIEHFII L O MIS-C JEF] (2~5 kiR, 2 2/3 FBES)

Ty b A7 H Q02244 A 29 H) WS T, 2~5 AR OEERE O 7 4] (BNT162b2 B 6
B, v AREELH) 251 DLl D COVID-19 BIEF|IDILHE (4.2 1H) 128 LT,

F—H By AT BRFERT, 2~5 AT OFRE Tk MIS-C JEANTHE STy (GEUEX
42 1H) |

70k, TREAEMETEE CES L7 COVID-19 EEFID H— DI EE L 72 o T
1%, KEERFOFIRRRA, A XAV A UBNIEFEMEIZITNZ & (Table 3) , HARMRAH ORI

UNRPERE DDV TND) 7o SIZEES &, (BRI ERMIC L Y 26 DFERIZWOT IS ERIR
BN ERA 72 &I S 7=, 1RBR I £ o FEEIX FDA O 82 B &4, COVID-19 &
JEBNZE% ST D Al REtED & DB 2 RSFRIICEEE L T\ 5,

BNT162b2 B COVID-19 BEIER D FEHEIZEE L7= 6 HliZ OV TLL FICER L7z,
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) 1 OVTRNICEBELTEERE L SHITHY, 055 2 Bl ERMERZICHE S
2o BT, DMAEOREHEICEE L2 1 H1X COVID-19 D& Y — RPEKERRO 5

(44.1.2255H) , 2021 429 HICHEEOEER, 202241 HiZ2 A E DIEEE DIEENRD 5

NTz, FEMEITEE LT OEFITONTE 20224 1 A~4 AIZRO B, T-XTOJEH
X2 Bl H B R (HEPH - 8RR 32~208 H) IZRO LT, u\?“nm“{m) COVID-19 &
B L CREIR 2399 L O RIFERGLIIER O BT, RX—R T A VEHIMIEFEM E 21XV A L 25
A2 SARS-CoV-2 LRI 72 v o 7=,

e BNTI162b2 #£D 1 FlATEEREMETE ERS L O FDA OER (NESGETR) THEI -
COVID-19 HIEFI OB ELDHUE [OFrdgmm (150 #1) , FRERLEIEIN (40 FENL,43) , K&
TOMRBELEFIE (SpO2) 91%, EBHNX] , S HIZ2FEIEEM% 100 HE (202244 A 17
H) @ PCRMEIZLY COVID-19 3 FEE L, CDC DIEYETH S COVID-19 (24 H ABEic &
B L7, AWERE X, COVID-19 fEERF S T/RT A TN Py A )L A2 L5 RIFEYG D
TEFUARRD B, N—RA T A BT SARS-CoV-2 YR IL 0o 7=,

TR AT, 1 HINEREMTEEOKETH D SpO2 KT (88%, ENR) &z L
COVID-19 e E IRf L CRER ZRIE IR DO [RIRFRL DO = 7 A IXFR O B v oo 1o, AIEFIE
2022 4 1 A @ 2 [BIHEEREE 162 HRFZHE Sh, N— R T A URHZM{EFAIIZ SARS-CoV-2 &
A DR G TAY

4.4.1.3.6 » HE~2 AR (58 2/3 f85%)
4.4.1.3.1. EMFEMT I RER (6 » AE~2 MR, £ 2/3 HED)

441311 HWREONFRB IO T—Z > b (6 » Ali~2 R0, & 23 F855)

523 R T B 1 B B RO AT 2 EER (6 » Hlp~2 miANm) 1%, BNT162b2

FE1178 1, 7T BARRESS B THY (BNTI6202 BEE 7T B ARBEDEISTE 2:1) , 2D HFEN

386 BF KON 184 B3 3 [ 452 1), 3 0] H BefE o0 28 rl s RIS & £
(Table 33) .

3 7] B B O 2 H H rTRE A 2 MEE D BRI S 7- 918k s (BNT162b2 B 67.2%, 77 v REE
69.2%) DOFRAFREIL, 3 EIEEEMEZ T o7=720 (35.7%, 69.2%) , £7-1% 3 [0l HBEfET%
7 BERLLRNC BN RSN 2720 (31.6%, 0.0%) ToH o7z,

BRI TV AHBRE 1L 2022 45 1 A 31 A3 MIHBERAZBAB L TRV, AKRHERS
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Table 33.  Efficacy Populations — Phase 2/3 — 6 Months to <2 Years of Age

Vaccine Group (as Randomized)

BNT162b2 (3 pg) Placebo Total
n? (%) n? (%) n? (%)
Randomized® 1178 (100.0) 598 (100.0) 1776 (100.0)
Dose 1 all-available efficacy population 1178 (100.0) 598 (100.0) 1776 (100.0)
Dose 2 all-available efficacy population 1166 (99.0) 596 (99.7) 1762 (99.2)
Participants excluded from Dose 2 all-available efficacy population 12 (1.0) 2(0.3) 14 (0.8)
Reason for exclusion®
Did not receive 2 vaccinations 11 (0.9) 2(0.3) 13 (0.7)
Unblinded on or before 7 days post Dose 2 1(0.1) 0 1(0.1)
Dose 3 all-available efficacy population 386 (32.8) 184 (30.8) 570 (32.1)
Participants excluded from Dose 3 all-available efficacy population 792 (67.2) 414 (69.2) 1206 (67.9)
Reason for exclusion®
Did not receive 3 vaccinations 420 (35.7) 414 (69.2) 834 (47.0)
Unblinded on or before 7 days post Dose 3 372 (31.6) 0 372 (20.9)
Evaluable efficacy (2-Dose) population 1132 (96.1) 588 (98.3) 1720 (96.8)
Participants without evidence of infection prior to 7 days after Dose 1012 (85.9) 514 (86.0) 1526 (85.9)
2
Participants excluded from evaluable efficacy (2-Dose) population 46 (3.9) 10 (1.7) 56 (3.2)
Reason for exclusion®
Did not receive all vaccinations as randomized or did not receive 31(2.6) 9(1.5) 40 (2.3)
Dose 2
within the predefined window (19-42 days after Dose 1)
Had other important protocol deviations on or prior to 7 days after 18 (1.5) 1(0.2) 19 (1.1)
Dose 2
Unblinded on or before 7 days post Dose 2 1(0.1) 0 1(0.1)

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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W TR IS £7e) 2F LT gdlRE 0FIE1E, BNTI62b2 £ (4.4%) & 7Tt REE
(4.9%) TRIRETH -7, X—RA T A L HED SARS-CoV-2 EYLBEMEE DO EIE X BNT162b2 &
TIX5.2%, 7T BREETIEI- 8% TH-oT-,

1 [B] B RO 25 T He A 2R o N OREHERREIL, BNT162b2 BE L 77 B ARECRIERT
HY, 3EBEREOSFIHATREEMEER O AN D2 E BB RRETH -7,

Table 34. Demographic Characteristics — Phase 2/3 — 6 Months to <2 Years of Age — Dose 3 All-
Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (3 pg) Placebo Total
(N*=386) (N*=184) (N*=570)
n® (%) n® (%) n® (%)
Sex
Male 189 (49.0) 79 (42.9) 268 (47.0)
Female 197 (51.0) 105 (57.1) 302 (53.0)
Race
White 290 (75.1) 136 (73.9) 426 (74.7)
Black or African American 10 (2.6) 11 (6.0) 21(3.7)
American Indian or Alaska Native 1(0.3) 0 1(0.2)
Asian 42 (10.9) 17 (9.2) 59 (10.4)
Multiracial 43 (11.1) 19 (10.3) 62 (10.9)
Not reported 0 1(0.5) 1(0.2)
Ethnicity
Hispanic/Latino 40 (10.4) 13 (7.1) 53(9.3)
Non-Hispanic/Non-Latino 344 (89.1) 169 (91.8) 513 (90.0)
Not reported 2(0.5) 2(1.1) 4 (0.7)
Country
Poland 10 (2.6) 4(2.2) 14 (2.5)
USA 376 (97.4) 180 (97.8) 556 (97.5)
Age group (at vaccination)
6 to <12 Months 97 (25.1) 52 (28.3) 149 (26.1)
12 to <18 Months 139 (36.0) 60 (32.6) 199 (34.9)
18 to <24 Months 150 (38.9) 72 (39.1) 222 (38.9)
Age at vaccination (months)
Mean (SD) 15.4 (4.92) 152 (5.14) 15.3(4.99)
Median 16.0 15.5 16.0
Min, max (6, 23) (6, 23) (6, 23)
Comorbidities®
Yes 17 (4.4) 9(4.9) 26 (4.6)
No 369 (95.6) 175 (95.1) 544 (95.4)
Baseline SARS-CoV-2 status
Positive! 20 (5.2) 7 (3.8) 27 (4.7)
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Table 34. Demographic Characteristics — Phase 2/3 — 6 Months to <2 Years of Age — Dose 3 All-
Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (3 pg) Placebo Total

(N*=386) (N*=184) (N*=570)
n® (%) n® (%) n® (%)

Negative® 362 (93.8) 173 (94.0) 535(93.9)
Missing 4(1.0) 4(2.2) 8(1.4)

Abbreviations: 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.  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.

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.
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Table 35.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 3 — Blinded
Follow-Up Period — Phase 2/3 — 6 Months to <2 Years of Age — Dose 3 All-Available

Efficacy Population
Vaccine Group (as Randomized)
BNT162b2 (3 pg) Placebo
(N*=386) (N*=184)
Efficacy Endpoint n1®  Surveillance nl1° Surveillance  VE (%) (95% CI°)
Subgroup Time® (n29) Time® (n29)

First COVID-19 occurrence from 7 days 1 0.030 (277) 2 0.015 (139) 75.5 (-370.1, 99.6)
after Dose 3

Abbreviations: 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 3 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 36.  Relative Vaccine Efficacy - First COVID-19 Occurrence From 07FEB2022 to 29APR2022 - Participants Who Received Three
Doses of BNT162b2 or Placebo Crossover Participants Who Received Two Doses of BNT162b2 — 6 Months to <2 Years of Age —

Dose 1 All-Available Efficacy Population

Vaccine Group

Original Placebo Crossover to
BNT162b2 (3 pg) BNT162b2 (3 pg)
Efficacy Endpoint nl* Surveillance nl1* Surveillance RVE (95% C19)
Time® (n2°) Time® (n2°) (%)
First COVID-19 occurrence from 7 days after the third dose of BNT162b2 (original BNT162b2) or 2 0.074 (520) 2 0.030 (262) 59.4 (-459.5,97.1)

second dose of BNT162b2 (placebo crossover) and from 07FEB2022¢ to 29APR2022f

Abbreviation: RVE = relative vaccine efficacy.
a. nl = Number of participants meeting the endpoint definition.

b. 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 latest of 7 days after the third dose of BNT162b2 (original BNT162b2) or second dose of BNT162b2 (placebo crossover to BNT162b2) and 07FEB2022 to the

earliest of confirmed case, death, withdrawn from the study, third dose of BNT162b2 (placebo crossover only), or 29APR2022.

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

d. Confidence interval (CI) for RVE is derived based on the Clopper and Pearson method adjusted for surveillance time.

e. Date of 7 days after the first Dose 3 BNT162b2 vaccination in original BNT162b2 participants.

f.  Data cutoff date of this analysis.
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4.4.1.323. %M QRIEBEE~T—¥ by 47 H, 6 » AB~2 ARKM, £ 2/3 HEwD)
1 Bl EEREOSFIAFTREAEMEER (6 » A #i~2 AR

T—FHy NAT7H (202244 H 29 B) BT, 6 » H~2 kR OFmmiEIZ1 5 1 B H
B O SR ATREAIMEEN (BT 7 F 2 % 1 [BILLE8FE L7293 X COBIEAL S -k
F) 2B D 18] HEEE% O COVID-19 #EERIE, BNT162b2 (3 pg) #f 98 f5il, 77w AREE 58
FlchH v, BEFFAAEIR CHEE L7z VE X 14.0% (W8 95%(FH XM : -21.2%, 38.4%) ThH-o7-
(BNT162b2 #E & 77 B AREEOEIST L 2:1)  (Table 37, Figure 11)

il D PER ER 9 IR |2 K 2 [RIRFRRE T8 8O B VTR E 2 FR< &, BNT162b2 (3 pg) OHFEZ
e NIRRT (6 4 A lin~2 i) @ 1[5 HEEFE% O COVID-19 #EEHIE BNT162b2 #f 75
B, 77 REEA HITHY, BEFFRALIR CHEE L7z VE IX 6.8% (1] 95% 5 #EHIX A : -
39.8%,37.2%) ToH 7= (BNTI62b2 BEL 77 B REEDE|LF L 2:1)

BNT162b2 #% 23 Il L OV 7 AREE 17 BICRIFHEG: (77 UA VA, = Ta A )LA, /X
FGALVINTZUYFTIA LA, aaFrA AR (HIREA) 1 233BD LN, BRI LT,

FROEBR T TOT 7 v R B BOMTICE ENDIEFNIINZ, T—FH v b4 7 BREET
BRI CHER S IVTIERIE, A4V U BNT162b2 FED 28HIB LAY PF N7 T REE
D 1BHFTHoT-, WTHH 2022 4 1 H~4 HIZHER I N,

e BNTI162b2 #f CEMRERRZ IR SN IZIER OMERIFENE, 16128 3 [0l B #fte (3 [ H#2
Fif% 15 BEF) , ZOMMO KIS OIERL 2 8] H BEfE) S R HRRGE % (2 [B] B B2FE% 180
Al Thotz,

o T T EARBETEMRMIRE ICHER SITER ORI, 381037 7 v AR 2 [6] B #fE%
180 HLUIKE, D3 X TCTOJEFNIFEEMH F T BNT162b2 O 1 [RIBEFER F 7213 2 [ BEF%
("_TH BNTI162b2 @ 2 [l HBFE% 32 HLALN) Toh 7=, BNT162b2 @ 3 [ H HEFZ I
RS ST IEBN TN R Do 72,
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Table 37.  Vaccine Efficacy — First COVID-19 Occurrence After Dose 1 — Blinded Follow-Up Period — Phase 2/3 — 6 Months to <2 Years of
Age — Dose 1 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (3 png) Placebo
(N*=1178) (N*=598)
Efficacy Endpoint n1P Surveillance n1® Surveillance VE (%) (95% CI°)
Subgroup Time® (n2¢%) Time® (n2¢%)

First COVID-19 occurrence after Dose 1 98 0.456 (1027) 58 0.232 (524) 14.0 (-21.2,38.4)
Dose 1 to before Dose 2 13 0.063 (1027) 5 0.032 (524) -29.7 (-364.7, 56.6)
Dose 2 to <7 days after Dose 2 3 0.019 (1002) 3 0.010 (517) 48.4 (-285.0,93.1)
>7 Days after Dose 2 to before Dose 3 80 0.338 (998) 48 0.173 (512) 14.5 (-24.9, 41.0)
Dose 3 to <7 days after Dose 3 1 0.006 (336) 0 0.003 (147) UND (NA, NA)
>7 Days after Dose 3 1 0.030 (277) 2 0.015 (139) 75.5 (-370.1, 99.6)

Abbreviations: NA = not applicable; UND = undefined; 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.

PFIZER CONFIDENTIAL SDTM Creation: 12MAY2022 (08:22) Source Data: adc19ef Table Generation: 22MAY?2022 (23:34)
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Figure 11. Cumulative Incidence Curves for the First COVID-19 Occurrence After Dose 1 — Blinded Follow-Up Period —Phase 2/3 — 6 Months
to <2 Years of Age — Dose 1 All-Available Efficacy Population

0.1s

Cumulative Incidence of COVID-19 Occurrence
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-—--tF--- B:Placebo

Note: "8" indicates participants with severs COVID-19.
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2 | HEREOFHNRTRE A hMEER (6 v A#~2 AR
SARS-CoV-2 [ lF 700 ek &

1 [B] B BERERT E 72 1 3R T O SARS-CoV-2 JEEYLEA 720N 6 A in~2 Al O FHnfE 1231
%2 8l AR 7 BHEEDNS 3 [0 A BERERT £ T COVID-19 #eERFIIX, BNT162b2 £f 73 %, 7 F
TR 4 B THY, BHTHERCIHEE L7 VE X 16.1 % (W{H] 95%(Z 81X [ : -24.9%,
43.1%) Toho7= (BNTI162b2 L 77 B ARREOEIfFLE 2:1)

REMD AR OFSER (6~12 » AR, 12~18 » A K £ 7213 18~24 » A Kiiii) O VE
x, AW XA aE RIS 2ol

AEMNZB T 5T 2 BEEED COVID-19 #eEH]I% BNT162b2 # 1 #fl, 7 Z v AREE6 i, VEIZ
91.6% (Ml 95%(EFEIX M : 30.6%, 99.8%) , A I 7 v L ZEED COVID-19 & FIE
BNT162b2 # 72 5, 7w HREE38 4, VE 1X4.2% (Hifll 95%EHE XM : -45.9%, 36.2%) T >
7=,

SARS-CoV-2 JFEZSFE 7 700 k&

1 (8] B BERERT E 72 (X BRI S O SARS-CoV-2 YL & 72\ 6 A lii~2 mATH OAFE )= 12
B2 2 [F B 7 BERLIE 3 [5] B BERERT % T COVID-19 #eEFlix, BNT162b2 £ 76 i,
TR REEATHITH Y, BHFHAEIE T L7- VE 13 15.6% (@l 95%(EE XM : -24.2%,
42.1%) Toh-o7= (BNT162b2 £ & 7 7B REEOEIFF L 2:1)

AEMNZB T 5T 02 BEEED COVID-19 #eEH]I% BNT162b2 #£ 2 #5l, 7 Z v AREE6 i, VE X
82.6% ([Hi1AI 95%(EHEIX M : 2.7%, 98.3%) , A I 7 v L ZEEED COVID-19 MEEH X BNT162b2
FET74 0, 77 REE41HITHY, VEIXS5.7% (WFfH 95%IZHEIX ] 1 -41.6%, 36.5%) T -
7.

4.4.1.3.2.4. COVID-19 Of8ER X OYEWLR (6 » HE~2 A, = 2/3 tH5457)
COVID-19 O f#fzds L OVERIE, EBRFEM M EO KLU > TERH L (42H) |

1 [B] B #F#11% 12 COVID-19 O ds X OVEIRDHE 472 6 H Hlin~2 mAsim O F-nfE 13,
BNT162b2 B CiX 98 5], 77 EAREETIX S8 B TH -7z (Table38) , M I 7=ffEs L OYE
Wik, WEETBBRRETHY, EafEEs X OYERIZIRBRIE G EE CER LIERTH
LHEN (63.5%) B LU Mk £ 7o 13k D AL (70.5%) 72 5 TNZIEBAIT CDC 12 LV EF
SNTIERTH D RBAEITEH (455%) ThHolz, WTHORHIBWTH KERS OWkERE T
s SN EES L OVEROEIX 3 DL T Tho Tz,

AEFD A EOEASERM (6~12 » HAIM, 12~18 » AR E-13 18~24 » HAH) THs S
N L OSBRI BRI FETH - 7=,
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Table 38. Summary of Signs and Symptoms for First COVID-19 Occurrence After Dose 1 —
Blinded Follow-Up Period — Phase 2/3 — 6 Months to <2 Years of Age — Dose 1 All-
Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (3 png) Placebo Total
(N*=98) (N*=58) (N*=156)
Signs and Symptoms n® (%) n® (%) n® (%)
Participants with specific signs and symptoms of COVID-19 98 (100.0) 58 (100.0) 156 (100.0)
Fever 61 (62.2) 38 (65.5) 99 (63.5)
New or increased cough 76 (77.6) 34 (58.6) 110 (70.5)
New or increased shortness of breath 1(1.0) 0 (0.0) 1 (0.6)
Chills 0(0.0) 1(1.7) 1 (0.6)
New or increased muscle pain 2(2.0) 1(1.7) 3(1.9)
Sore throat 7(7.1) 2(3.4) 9 (5.8)
Diarrhea 11(11.2) 10 (17.2) 21 (13.5)
Vomiting 6(6.1) 10 (17.2) 16 (10.3)
Inability to eat/poor feeding 11(11.2) 6(10.3) 17 (10.9)
Additional CDC-defined symptoms
Fatigue 7(7.1) 5(8.6) 12 (7.7)
Headache 2(2.0) 1(1.7) 3(1.9)
Nasal congestion or runny nose 44 (44.9) 27 (46.6) 71 (45.5)
Lethargy 1(1.0) 2(3.4) 3(1.9)
Participants with specific number of signs and symptoms
1 22 (22.4) 12 (20.7) 34 (21.8)
2 42 (42.9) 22 (37.9) 64 (41.0)
3 21 (21.4) 18 (31.0) 39 (25.0)
4 8(8.2) 3(5.2) 11(7.1)
5 3(3.1) 3(5.2) 6(3.8)
>5 2 (2.0) 0(0.0) 2(1.3)

Abbreviation: CDC = Centers for Disease Control and Prevention (United States).

a. N =number of participants with COVID-19 occurrence after Dose 1 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.

PFIZER CONFIDENTIAL SDTM Creation: 12MAY?2022 (08:23) Source Data: adc19¢f Table Generation: 1I9MAY2022
(04:06)
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4.4.1.3.2.5. IRBRHIR H O COVID-19 DEEEIZIES] (6 » Awh~2 AR, 55 2/3 HED)

F—2Ky b4+ 7H Q02244 A 29 H) AT, UALAEE X OERAIC COVID-19 D
Y — RONVEEERR O Haivi— /NS (6 » Al~2 MRl TbInThoiz,

e BNTI162b2 #f : & 3 BIOFIEIFIEITVT IS 2021 412 A 28 HLETH W, HRIEIL 2022
1 HFEFIZ3ZIATH-T-,

o T HAREE: 1 HIOWIEIFAEIL 2021 4E 8 H, FIIEIL 2021 4E9 H ThH -7, o 2 fHilow)
[FIRAEIL 2022 4F 1 H, FFIEIL 202242 A ThH -7z,

723, COVID-19 f1E % 753 PCR Bt O 3 5k nl e il S i e 1354 Th - 7=, FllEl
COVID-19 flE B IC B IS SH-ERIic W TiE, IR (1 » AURN) , £D#% D PCR
Bt DfE JLds KO 7= 2B OS2 FHAE L7z, 20 X 9 ZREFNIRIOREBICES T2 &
B ZIZ WL D ThoTz, T OIAEEG - THERE T, JERIS KO PCR FERITW T
H 2021 48 H~9 H, 2021 & 12 A~2022 41 H, 721220224 1 A F721x2 HiglESh
776

BNT162b2 B CHEE DT Y — ROHE SN/ NREBRE I TR B IRBRY 7 F o 0 3 [ %
ZF TV, IR RBETIR LN T T8RO 2 O A5 T, 26037 T vR%E 2 [AlEE
%, FIEEM T CBNTI62b2 (3ug) @ 3 [EIHEMEZZ I Tz,

W SN =ElR KO v — RICE T B8R L OVERIE, # L CBNTI162b2 Btk &
W7 T RBEORBOEIELE (BRENDHPLERE) 2L Tz,

BHIE] COVID-19 D= &Y — FA5R0 BALHERHE D 5 B, BNTI6262 B0 1 ] (=2 F v A
IWAR) BEXOTTZEBRBEOIH [T ) UANA, ZoTaUA)LA, aaFUA LA (Hilg
EA) , RSV] IZ, ooMP IR IC & 5 FRRYE 3 i Sz, Bl vy — R38R0
BITHRE 1T T IS N— A2 T A URRCIIE FER £ 72T 7 A L AR SARS-CoV-2 S GufiE
X722 o7,

4.4.1.3.2.6. COVID-19 EJEHIF L O MIS-C FEFI (6 » HEp~2 BARim, £ 2/3 F854%)

T—H2Hy AT H (202244 H 29 B) FEAC, 77RO %) 72 COVID-19 fE B

(6 » HEn~2 mAdm) o 1 FINRBRIEEFEERS XL O FDA OEFHR UNESETH) THE ST
7= COVID-19 HHERF| O Hi— D HAET I 2 D5 I [TE5R FEME FH 8 £ L D Al fg o FLHE
156 fA#E (Table 3) 1 Zii7= L7 (1724A) . ABBRE L, 3 [0 HEERE% 44 B (2022 4F 4
H) @ COVID-19 fEERF Iz T 1 7 A LA L DORIFEYGLNRD Hivlz, _N—A T A I
THEFETIT A VAT SARS-CoV-2 YR IT 72 <, CDC FEHEIZH-3< COVID-19 HEAEH]
DIERIZITEE L 2o T,

BNTI162b2 #Tld, COVID-19 BEIEFIOFLNAE (JRBRIEFTEEIC L 2 KA A7 L7IERITx
IR T,

T—5 71y NAT BT, 6 5 HE~2 mAm O E Tl MIS-C JEFNTHE S Tunin,
COVID-19 BEJEHF XN MIC-C JEF DO FEHEIT 42 TASRD Z &,
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4.4.1.4. DR (5B 2/3 FHERSY)

| B HBEEN ST —2 >y A7 H (202244 H 29 H) BfAFE CTOREREME COVID-19 JEFIZ 3
S, C4591007 FRER D 2/3 FHERIT D 6 H Hlin~5 AT OFEEE 2 x5 & L CHIMED Lk
B 72N 2 20 L 7=, Z A DITERE OB G ORBRICB W TR ARER T — X Th D,

6 » HEp~5 A (2~5 AT & 6 » H#h~2 A & 85 L Iofi#th)

BNT162b2 (3 pg) REE 77 wARBEICEIM I 2:1 TEIEAL ST 6 5 Alii~5 AT OFEE D
VE ZHEE LTz, 18BRY 7 F % 3 [BlHEfE L 7295k 13X BNT162b2 Bt & 77 B ARRET 992 il X
464 Bl TH o7,

3 AR T AN TF—2Fy M4 7 HE TO COVID-19 fEEFNZHS< VE 13 80.3% (ji]
] 95%EFEIX [ = 13.9%, 96.7%) To -7z, 1[0l BEHi% LIEED COVID-19 e EFNZH-S< VE
1% 25.5% (1] 95%IEHEX ] : 7.7%, 39.6%) TdH 7=,

202242 A 7 H~4 A 29 HOHIMH, 3 B HEME 7 HRELIEICHE SRz 48] () oF 0
BNT162b2 #f) & 2 [al HEEREL 7 HERFLIRRICHE Sz 6 5] (A Y U F 7T vARRE, IEEMRT
T BNT162b2 Z#%f8) @ RVE 1% 76.2% (ifH] 95%(E#EX [ : -0.5%, 95.1%) Th o7z, 7238,
ZOHIMIEA S 7 1o 72 SARS-CoV-2 ZBEKKTH -7,

FB I L Q~5ERNM, 6 v Hl~2 SoARi)

30l BEERETL 7 ARELIREE 7213 1 BIBBEE#K LT — X 1 v A7 H £ TO COVID-19 HEEFIC
F3< VE g 2 L \CHEE LT, 1 eI B8R F 7213 3 B B #8557 A RELIE O COVID-19
EERNC IS VE X, MOFFRERIFE & ORIRRYE 0O SN TIER ZRANAT 5 Z &Ik
0, BROHDLHEEZIT o1,

2~5 A OIS TiX, BNT162b2 #f 1835 fiilds XL UV 7 & AHEE 915 51> COVID-19 fife & 5 %
RBUC VE ZHEE LTz, 20955 3 AR T 72 #BR#F 1, BNT162b2 £ 606 i35 L OV 7Jz
ARE280 I T o 7=, 3EEEFL 7 HRENDLT —4 B v b4 7 HETO COVID-19 FEERFIZ
5< VE 1% 82.3% (iffl] 95%(ZHE X [ : -8.0%, 98.3%) , 1 [BlHBFELIFED COVID-19 Hie &5 c:
#3< VE 1£32.6% ([ifH] 95%FHE X : 10.8%, 48.8%) Th o7z,

6 & FAHEi~2 AT OFERE Tl, BNT162b2 #f 1178 #ili L OV 7 AR 598 41l COVID-19 fif
TER % RGUZ VE ZHEE LTz, 205 6 3 [BIEEFEAZ S 72988 1%, BNT162b2 £f 386 i3 L O
TR 184 B ThH o7, 3EIEEME% 7T ARELISET — X% v b A7 H & TO COVID-19 fEE
BN IS < VEIX 75.5% (WAl 95%(ZHE X 1 -370.1%, 99.6%) , 1 [B] H #FELIEED COVID-19
e EFNZ IS < VE IX 14.0% (I 95% (5 #E XM : -21.2%, 38.4%) ThH -7,

FEXTEEZIME (3 [EHE *f 2 [MHE, S4F#E)

2~5 R OERE TIX, 202242 H 7 H~4 A 29 H ORI, 3 8] B85 7 B LIRS
HEnz 26 4V )0 BNTI62b2 BE) & 2 [alHEEE% 7 BRFLIRICHRE S 4 6] (£
I T T AREE, JEER T CBNTI62b2 Z#:f#) ¢ RVE 1% 84.0% (Wil 95% 5 #HX[H :
-11.8%, 98.6%) T -7,
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6 # Ain~2 AN OFERE TIE, 202242 H 7 H~4 A 29 BOMMY, 3 [0 HBRE% 7 HIFLL

BElCdE Sz 241 (8 U 20 BNT162b2 #) & 2 [BIHERE 7 B IRpLARRIC IS S vz 2 i
(VP NVTTvREE, FHEER T TBNTI62b2 Z#:ff) @ RVE 1% 59.4% (il 95%(5 8 X

M 1 -459.5%, 97.1%) T -7,

COVID-19 #eEH] DRt

F—&AF v NAT HFE TICEE K7 COVID-19 #e e Fillc B4 4 s 3 L OVERIE, iR
JENDHREEOREBEM LD THY, WMERELE L BNTI22 BB LN 78R CE
Bk Th o7,

WTHOEREIZEB N TEH U A L AFAE XL OERKRIC COVID-19 O &Y — RO3EEEERD
SNTBRE I T T TH o7, #HE(E] COVID-19 DTt Y — R HT-ERE 13 1 il %
PREVWT N OLBENSHEETH Tz, BENSFEELNTH -7 2~5 AT O 1 6l

2021 4 9 AIZIRBRFERiH M EDOEAETH 5 COVID-19 EIEBIOFELR  (LFaEE ) %S:%JJIEI%EJIE
L, ZD% 20224 1 AICHEEEOHEBEIIE LT, HHEEIOTY Y — N&EfH LIz Ky o/nNg
BRBRE VM O M 2R R & O RIRFREYE A FRO B, KD OFEEIL 202241 A LJIV‘ T X
i,

2~5 AT OE R T, 7 B12% COVID-19 HIEMI DR TRBRSEMEETEE, FDA OEFR ()
RGETHRD) 1 124 L=, 205 5 BNTI162b2 #ED 6 il 5 FillE, LA & 72 1 X e 5k
OEMONT IO —FEAEIZE L L, 77RO 11X SpO KT (88%, EANR) DH—
TR Lz, 2B O5EtkIE, KEERFO KR, A Z A R EFEICEN &,
FERA R ORDL CNRBERE DSDINTN D) 22 ENnD, RIS ERIZ XD Wi s BRI
WCEWRIZ AW S s vz, 7ok, TRBRSEMGHEEOIUEIZIL FDA OERAHA L, /NRICE
\7 5 COVID-19 FJEFID FTREMED & 2 B Z RSFIIICHFFE LT 5, BNT162b2 FEDF% D DIEH]
%, R MAE (91%, BEAX) OTDOARBEL, NI4TV P oA VA ZEREGEL, O
B L ORI OB IMNE D vz, 6 » Hli~2 mAmOFknE T, 77 BREED 167
TRBR S F I E D COVID-19 HAEFI D H-—DHETH 5 Lo (1724) 1Z&%% L, =
T B A VARG LTz, BNTI162b2 B CTld COVID-19 BEAEF| O FEHEIZRE Y L 7= IERNIE
WD o T2, WEROERE IV T S MIS-C SEFIDOHEIT 2D > 1=,
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5. 224V O REFE Fm

M2.5.5 TATlE, C4591007 #klr (55 1 FHER 538 K OV 2/3 fH#R45) T BNT162b2 OHefdE %2 % 17 7=
6 H Hli~5 R OWRE DL T — X 21T 5, ZRMEOFMEEH B X OW N TEE
51 HIZ, BeMofiE4s 52 IR L,

5.1. ZEMOFARE B B LU HBFE (C4591007 3R5R)

LRVEDMNTI T BEEM A2 % & UTER LT, & 1S 2 B BEfE% 1 » AEE To
fENTRE SR 2, 2R3 MEIE3mBEEEMEE | » AE LT —2 v b4 7H (202244 H 29
H) £ COMITREREZIERT D,

PR ITIRR Y 7 T U HERERT BREICD2 0, ROGRYE (RFTRISE LORE KIG) 36 K OFE
BRI OMERIRIUZ OV TE T HEE (e-diary) [ZF0Ek L7z, T OREE TOMERE OIRRE % IE/E
R CTE D X 9, e-diary 1TFFE ORI ICO A GLERATREL L=, 7 L— KREEIZFDA 5 A
B A0 T FSuNT

UTFOFERE GFEESEG L Lz,
2~5 AT O Tt

o JRPFTRL @ SO, FIRE X OVELR

o EHRUL : BB\ Ty, B, HEUE, R, R, BBLEIEL LS, Bl E
XA U 7= BA iR

6 » Al ~2 A D

o JRFTRUSL @ VESHBALO R, FEARI K OVER
o EHRUL : BB\, BHREGR, BURIRERT L OS5 RN

HERGONEMENIERY 7 F o0 1 B HER)G 2 B HEE%Z 1 5 HRFE T, BXLO3[H
HEfE O 3MIBHEMEZ | » ARRETE L, EELAFFLIIOVWTHERY 75700 1 [HH
PRG3RI A% 6 » HIFE TS Lz, EITBROK TR E TR+ s22L e L, A
EHGT ICH [ERSEFKAFEE (MedDRA) DORFE BRI X OHEAGEZ AV T, FBUEE,
BRESERE, BEEMBIONRRY 7 F o8 L oM (GRERFLY EAHIE) 12OV TRL

70o F7z, Tierl CEFANZHE LTZBFERICEE2F%, 72720, BFESCHE L5513k
V) BEU Tier2 (W OBEREREICI W TEEAGE L~V OB TREBEE 1% EoFg)
N T IR EFERE R LT,

C4591007 FBRTlE, $RICHEBE T REFERG L L OLAHRE L OV 2 155 520t 518 1250
HLTWD, ZOEFNOHRKMEETIEEFRE L TT 74 V—tUIREZE&M%ET — & O
LE a2 —BLOY 7R R SES) 2580 L7, BEEYF4HE MedDRA 55
FRALOHMY A N THDH, EHEFFELITIE, COVID-19 & OREEETER T HHFR, VY
F o TR R SN 5 ES CKE CDC 728 COVID-19 (Z R UMERL L7 4F ICER R & FE
FROU A NEEEL, HIE COVID-19, HOAEMER L OMRRIEMEREDEW R H 5 FH45)
NEENTND,
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SARS-CoV-2 EYLEEDHIED T8, _X—RAF A > (1[5 BEFEERNT) WECSE2 U 7 k%
W27 A VAR (SARS-CoV-2 NAAT) B L OMLIEFAfA (SARS-CoV-2 N HURIZ %4
DT wvkA) B#FEMELIZ, S OITHETCOVID-19 OA®EA R LT,

B, 1BERD 7 F R L BEO S H EERA EFSIBIN, eI BE Ui 41
BXOHRHIER T REFEFLREBALNOWC, EPEEFERO LEIZCL D0 (B6R) Z21E
L7,

LT — X IR L VR LT, REalBERticiE, FEmIE B B OWERE £, #EE ofE
5 L O Clopper-Pearson Ofifill 95%(F XM &2 & D=, T—X v b4 7 HE TOLEMNT —X
ZHWT, BEFFRA IR CHEE L7z 1000 NFEH T2 D OFRIEREZ KD T, ROSFEMEICEET 5
e-diary D7 — & KNI 5E L2 o7,

5.2. ZEMEDOFRER (C4591007 FER)

C4591007 FRER DL RMET — Z OFERITTE IR RS IR L7z [M5.3.5.1 C4591007 (6 Months
to <5 Years) Interim CSR 4.1 T8 (58 1 #H%0 4y, ABRHGAER) , 42 0 (55 2/3 My, Bt
£H) , 5123 GH1HEEY, Zetofs®) , 52331 G 23 My, ZaEoRiR) 1.

ARIETIX C4591007 sBROEE 1 ARy 3 L OV 2/3 MRy D LA R 02T — X o Uiz,
2~5 AT ¢

o BIFHERSY : BNTI620200 FHER] (3ug, 10pg) 2, 1, 2[E B OKEIEEREET H OSSR
PR L ORE %L AR E CoRFEFS (5.2.1.11H)

o FE23FHERSY : BNT162b2 (3 ug) BEE 72137 7 B RBEHCEA/ELEIY (115 (BIfFH2:1) L7z
27501 (ZeMAER) Zxtg b LI ToZertET —4% (BNT162b28E1X1835%41 T, Z D
9 HO06HI N3 EEERE A 52 T L) (5.2.2.11H)

o 1~3[AH OFREEME OIS (RATRIEE L RS RIE)

o JMIE#HEM%LIY HFET, BLXOT—%h v F4A7H (Q022(E4H29F) £ TOHRE
R (T—H Ny FAT7 HIZBWT, 38 H % OBHFREM O F SE5132.1 5 A
T, ZOHMICITER T LOIEER T COEMEESMAE END, )

6 5 Al ~2 BAT

o HUMHHRSY : BNT162b2 (3 pg) #EFEIZISIT 5, 1, 2B H OSREHEMERTH H O RSFENERS
FORE B %Ly HRFE TOREESR (5.2.1.21H)

o E23FHERSY : BNT162b2 (3 ug) REE 72137 7 B RBECEMELEI Y (117 (BIft2:1) Lz
177651 (ZZeMAER) Zxtg s LIz TORertET —4% (BNT162b2BE1X1178%1T, Zd
I B38eHI 3 EEERE A 52 T L7z)  (5.2.2.21H)

o 1~3[AH OFREEME ORISR (RATRISE L RS KL
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= 3 %%4%@5 /N (6 » B ~45%)
2.5 EEIRICES 3 2 BEE G

o JMIEHEM%KIY HFET, BXOT—%h v F4A7H (Q022/E4H29F) £ TOHFE
TR [(T—X 0y AT RIZBWT, 308 B ER%OBEREEIF O P EiT2.1 5 A
(ZOHWFIZIXTEMR TR LU EEMR T CoOEMREMENEEND) ]

5.2.1. F 1 B OFER
5.2.1.1. 2~5 Rw (B8 1 /8%%)
WBRE DNRB L OITT —F 2y b Q~5BARH)

’éﬁ 1 *ﬁi{s ’m\f 2~5 AT D 49 5% BNT162b2 O —>DHE 3 ug £7212 10 pg) OV

\ZHEAEZICHN 0 A7 (B 1:1) o 48 65 (3 ug #E 16 B, 10 pg #F 32 ) 23 2 [FIHEfE %
%H, ZD 48 ﬁJ%r%/}i PEEERH (55 1 FH, 2~5mki) & L7, RBRHPIEBIXW 2072, &
7o, IRBRSEHGHEE D OEKRZRBEIUIED Do o7,

T T RTOHBRENE Y 17 EBVBNT162b2 OEFE A 21T /-, 2 [Al#EFE 5521 7-48 il
I/\T 2 [a] H BEFE O FFIE R0 OWERE (3 ug £ 93.8%, 10 pg AL 97.0%) 73 1 [B]H Tﬁ@?&
19~23 HTH o7,

A OHERHZRORE (2~5 BRI

LMER (B 1HH, 2~5 iRl OANFITIGBONEAN (792%) Thot-, BAFEIZT 7
UBRT AU NDOEIEIL42%, 77 NOEIEIL 63%T, ZOMDAFEINTILE 10.0%L4
TCThotl, £7o, EAR=w I/ FT UV RRIEOEIGIL21%TH o7, FlndFRAEIX 3.0

W C, BHEOEEIL583% THHoT,

ZARMEM (F 1A, 2~5R0m) IZRO bNTRRERO 7T a7 7 A4 ik, RSOk 4E
RO N T 7 7 ANV ERBETH 7=, 1 BB BERR MO T 7 F o O 2 5\ F 7= iR
%ib\iii))oto

R G (2~5 BRAH)

2 & QGug £721E 10 ug) @ BNT162b2 Z#8fE L7- & =, RFTS OB £ 7 (X EAEE X
AEHEINCHEVE L RDEM DD > T, RFTRISIREB G SR E 72X EETH Y, I
THE L7,

3pg BB L ON10 pg FEOWT AT T, B 7 A MO FE 2R /ATROS TR AL T b
0, FORBFEE (1 [BIH F720 2 BIH OKEIEEFEEZ ORBEES) 1X31.3%~62.5%Th -7,
FIERIZ R RE X OMER ORBBEE 1 XZ 21 0.0%~28.1%3 LTV 0.0%~9.4% CTh - 7=, RFTIK
IS DOFEBBEFE 5 X OVEAEEE T, BERERIERIC LD DR BB DI o 7oy, RBUHEE
(X3 pgBEL I L 10 ug BE TR, MAEICKD2EENRD Oz URFTRIG O BBEE (R
m &R SRR (3 ng BF 43.8%, 10 pg #f 65.6%, LATFREIE) , 7R (0.0%,
28.1%) , FEIE (0.0%, 12.5%) 1 .

HE SN RSO EREEITEE L 2P HFETH -7, 2 HEOVWTIZEBNTH L—F
4 DJFFTUGDWEIT Doz, 2 HEREZE U T, KESORPTOG THRERH O Il 1
[ H E72iE 2 BI AR 1~2 HTH Y, REIMNIEINS 1~2 HTREIE L,
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EERG (2~5 mA)

28 Bug £7713 10 ug) @ BNTI62b2 24 L7~ & &, SHRIGSORERBMEE £ /- 1T EIEHK T
&I X ORI E ERD L@ R DHEAN S o7z, 5 UNE Ry AR F 7= 13
HETHY, EHIMTEE L,

3pug B XN 10 pg FHEOWTHUTE W T, % 7 AMOEREHRKISITEHF THY, T0
FBUBERE (1818 7213 2 [B1H O RIEEREL ORBEIS) 15 25.0%~59.4%ThH -7, I D%
BUBERE B L OV | 3R 2 D L @< 720, BBMEEIZ 3 ugBE LV b 10 ug B CTHE

Motz, T OMOLEE G ORBBEE X SRR - 7=, 58, TEH:, THIR X OW AR O
GRS & 72 X EAE RS XA &N F 7 13RS A B D L E < e o 7oy, EEFER X ORI
DIEBMEAE F 7 T EIEE TR F X E O S0 72 B TR b2 o 77,

AT 10 pg HETIZ 1 B BEES L2 B EEEOWTIIZEB W T 6 BillicHEs sz, &lhElE
t 6 Il 2 B3 38.9°CHE~40.0C DI EETH ~ 7=, 3 pg BETIX 1 BllCHiE &4, 2 8] HBEREEIC
384 CHE~38.9 CORETH 7,

fRENGER S A L 7B OFIA 1Y, 2 HEMZE U C 1 EE £721% 2 B H O RERER%IC
25.0%~31.3%TH Y, 1[EIHBIO2 FIHEHEZOWTIUCBNTH 3pg LD b 10 pg BT

Eno T,

WE SN2 LD BEIERIIREF IR EETH -T2, 2 HEHOWTIZBWTHZ L—
R4 ORFFISDOHME L 2o 7-, 2 AEHAZE U T, KD O2E RS CRER o hRfEx
1 EH /X 2B BEME 1I~2 HTHY, KEOHEHNS 1~2 HTEHEIE LT,

BEER Q~5moAm)

1 B HEERE G 2 B HEEREL | o ARFE CIZ, AFFGUI3ngBET 48] (25.0%) , 10pug #ET
124 (37.5%) (i ENTz, 205 b, {KBRY 7 F UL OBERS D &M Sh-aES
G 3 ug BET 261 (12.5%) , 10 ug#ET 76 21.9%) \[ZHEShiz, 77— B N4 7 H
(2021 457 H 16 B, EBHAENMIIRE TR 3 » ) BT, XL, EERAEFRIITR
R IEIC B o e A HERELORE TR0 5T,

T—XAy hAT7H (02147 H 16 H) KT, SN AEFZRITIT NI CREE - 13h%
ETholo, BVERIL (Bl 30 pLINICRBLT 5 A EFFSR) & U CHESEAAERA 1Bl H#
FEZIC 20 Gug BRI 10 ng BEE 1 61) , 2 M EEEMZIC 1 6] (10 ug BF) W SNTZ, 7
774 7F—, IR, ~JVRRE, DR DIER £ 7013 MIS-C OHEILR o7,

VU REHERE 1 NS S, ZoBREIzA A PRkIE T, BNTI62b2 (10 pug) @ 1[EH
Peritz 21 B BICAEME D U NGE (7 L— R2) BRI, BN 5 ARICEEL, 1B
Y EANTIRR Y 7 F oS L BN B 5 &l L7,

PFIZER CONFIDENTIAL
Page 113



a3 FTraiE DNERE (6 5 A~45%)
2.5 ERIRIZBA 7 A SRR

5.2.1.2.6 » HE~2 AR (8 1 HE2)
WREOHNIRBI T —F 2y b (6 » Al~2 BAW)

B FEICRB DT 6 4 A~2 AT O 16 512 BNT162b2 (3 ng) BEREIZE Y £11F7=, 16 i
25173 BNT162b2 (3 pug) O 2 [lfE A2, Z 0 16 Bz ER (1, 6 » Hiln~2 %
Kii) & Utz BRIV R -T2, £, BBRERGEED D OEKALRILITED Hh
o,

T RTOMWERENEN T L0 BNT162b2 OHEFRE A 52T 7=, 2 [HHEFE 252 1T 7= 16 B2 E
WC, 2[RI HBEREORIIL 1 [ B $2/E% 19~23 H CTh o7,

AN O#REFRIRE (6 v A lih~2 mARTH)

ML G514/, 6 » Hlin~2 ARd) OANRIZIIEHZAAN (87.5%) Thotz, 77
ABLXOZAFE (O AFERYE ) OFEIENE 63% Thol-, £7-, A R=w 7 /T35
RERBEOEEIZ 188% ThH 7=, AMOHFIAEIX 155 » H T, BHEOEAEIX62.5%TH -7,

EMEM (1, 6 1 Am~2 R RO ONT-HREO T a7 7 A %, REERO—i%
MRBEMICERD b T 7 7 AV EERETH -7, | BIBEREZ MDD 7 F o OB A 2 1
T BRI TN e o T

RETEE (6 3 F l~2 mAR¥m)

6 » Aln~2 A TlE, 2~5 AR ORISFEET 1 7 7 A WIS X, 3 ug RO L E21T-
776

HRR 7 A ORFTOSIT T N TRETH Y, EHH CEIE L,

W SN RATEOSIE, 1 8] B S DS EE O RS O FE R (18.8%) B L OMEIE (6.3%) T
HY, 28] [H B DSERE OFEFEALOIER (6.3%) THh-olz,

W SN RFTBOGDOBEIEEIT TN TRE ThH o7z, PHE, SEBIVOY L— R4 DR
IS DT o Tz, KERSY D RIFT RIS THBURHY O A 1 I £ 72132 A1 B % 1 H
KiiTH Y, KREZBFEHND 1~4 HTHEIE LT,

2H KL (6 7 AE~2 BARR)

YLD DB, BEEGRR L OSBORBUEL X ERR A ER D Lo, —HTH
FIBEMER L OMEHRIRRE O R BIBEE (X 2 M HEERMEZ LV & 1 B H R Travv-o 1o, EF UG
TRTREF-IIFEETHY, BHECRIE L,

1 B HEEB X2 FIHEROWTIICEB W T O 7 BRE O E228 a3 5 R TH -
Tro BHKIGIZOWTERTARESUIZFOEELTH Y, 1[0 B EEREGITERE 7213 EET
HoT=H, 2 [ HEEE CIET _XTREThH o7,

B SOGOFBUMEE 2 LA TIoR Lz (1 B H 80k, 2 [\ [ #fE% OllE)
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o LHIME  43.8%, 31.3%
o fHARIRAE  25.0%, 6.3%
o BAHEE  6.3%, 12.5%
o JEEL 6.3%, 12.5%

FEEN 1 ] B EEREAL I 1 6, 2 Bl BEEREILIC 2 Bl Sivc, WO 3EEE, 38.4°CAH C
BT,

MR AR B 2 ] L 7o g OFIA 13, BRI R 72 v 1 [Pl H BERE% T 18.8%, 2 [°]H B4
T0% CThoT,

1 [ H#EfE% 3 L OV 2 [ B % IS E SN2 OGO BIEE 1T TR CRE £ - 13h e
Hole, BEERITIZ L— N4 DEHRIGSOMREIT 0o T, KBy D25 Ot CHREVFFE o
hdEIX LR A E-13 2 B E#E# 1~2 BTHY, KREODEHENS 1~3 HTRHIE LT,

BEEZL (6 » Al~2 RARH)

1 BB D 2 [BIHEEFER | » HRFE T2, AFFGII 26 (12.5%) IZHEShz, Z0)
B, 14 (6.3%) XEBRY 7 F U EOBENRH D LS, T—% Ay A7 H (2021
7 H 16 B, BEFAEMRIIRETH3 » A) FRT, L, BEERAEFREIXERT L
B S TEHEFLORE L 2o T,

Ty bAT7H Q02147 H 16 H) WS T, W5 SN AEERIT TN CHRE F 13 4%
ETH T, BWERIL (BEFERR 30 pLAINICHBLT D EFES) OWEIT e, 7774 7%
v—, HIER, ~ULVFRE, O DIER £ 7212 MIS-C O 2o 7z,

5213. F 1R OT —ZI2ES< AERIR

2~5 FEATE OERBIZ BT, BNTI162b2 O SSFMEDIEBUEE 35 & O 3 pg L Y
H 10 ug R TE M- T, ZHUL, ZOFEETE 23 HEMIIBIT T HoHEE LT3 ug 23
R 2R ILD —> L 72 572,

6 H HlE~2 ARG OFME TIE, 2~5 AR OREMEORERICESE 3 pg O A %21T-
7o 6 7 Ali~2 iR OFEMEIZIBWT, 3ugEHOBRMEIRFTHY, ToOREMET 1
T 7 ANDE Y ZOERE TH 23 FHEICBATT AHEE LT3 ug ZBINT 5 2 L NSRS
niz,

MR E LT, 5ol OFE E T BNT162b2 (3 pg) 2 MO ZEMIZRFTH D
ZERENT,

mEEEE & BRI ERINICH - > TE, SHEL VL TOREFRMET —% HRILE L7
(43.1.31H) .
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2~5 AT DR E TIE, 2 (BB 7 B GMT 23S L U2 iE T — 2 13 3 ug #
fi & 10 pg HERE CHRLL Tz, ROSEMEZ 0 7 7 A Vi 10 pg L 0 & 3 ug M TRAFT
bole, TNHORERND Z OFWRE TH 23 FHEMIIBITT A HEE LT3 ug &R L7,

AR I B AR ET AR T A L Th o212, 6 1 Hlih~2 kA D E
TIIMAEL LT3 ug 0AEFHI L7z, ZOFEEIZIUT 3 ng HFERFO IR ) e 50708 & BAT
REEREMN T e 7 7 A VPRI,

5.2.2. % 23 HE Iy ORER

5.2.2.1.2~5 AR (58 2/3 #HER4D)

5.2.2.1.1. ZEMEMAORE Q~5 AR, % 2/3 HHED)

MR (5 2/3 FH, 2~5 moRdim) 13 2750 BT, HERERERI DO NERITEIT B 2:1 Z2 e L
BNT162b2 £ 1835 f4l, 7T BREE 915l Th o 7=, LML S DBRIMIIIW 2 o 7=, F
7=, ZOHEMIZ HIV B 1TV 72y > 7= (Table 39)

Table 39.  Safety Population — Phase 2/3 — 2 to <5 Years of Age

Vaccine Group (as Administered)

BNT162b2 (3 pg) Placebo Total
n? n* n* (%)
Randomized® 2750
Vaccinated 1835 915 2750 (100.0)
Safety population 1835 915 2750 (100.0)
HIV-positive 0 0 0
Excluded from safety population 0

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: 12MAY?2022 (06:32) Source Data: adsl Table Generation: 13MAY2022
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5.2.2.1.1.1. BEMAERIME Q~5 AR M, & 23 855)

WA DY 2K E LT, ZaMEER (5 23 M, 2~5 R (2B 5 3 EEENL DB
BAERA I O H ORISR T 7T AR RIS 1.4 v B P 2 0.0~32 % H) T, SHiEk
BROFERMTHIM b EZODE 21 5 H @PH : 0.0~32 % H) TH-o7- (Table 40) ,

F7-, 2 BEMENS 3EAFEE (X2137—4 0y A7 R) £ OB O Rl
ST 7T AR 4.0 v H &P : 0.0~104 » H) T, ZHUIERIOBIRK T [EIFRE
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Thot-, HEMRTHHLED S LBUMAEME O IMEIZ43 » A (&P : 0.0~104 » H)
THY, FERIOHM G FEE TH -7 (Table 40) .

Table 40.  Follow-Up Time After Dose 2 or Dose 3 — Phase 2/3 — 2 to <5 Years of Age — Safety
Population

Vaccine Group (as Administered)

BNT162b2 (3 pg) Placebo Total
n* (%) n?* (%) n* (%)
Original blinded placebo-controlled follow-up period
Time from Dose 2 to Dose 3 or cutoff date
NP 1819 907 2726
<1 Month 162 (8.9) 75 (8.3) 237 (8.7)
>1 -<2 Months 116 (6.4) 67 (7.4) 183 (6.7)
>2 -<3 Months 427 (23.5) 203 (22.4) 630 (23.1)
>3 -<4 Months 204 (11.2) 103 (11.4) 307 (11.3)
>4 -<5 Months 158 (8.7) 79 (8.7) 237 (8.7)
>5 -<6 Months 78 (4.3) 41 (4.5) 119 (4.4)
>6 -<7 Months 655 (36.0) 329 (36.3) 984 (36.1)
>7 -<8 Months 12 (0.7) 7(0.8) 19 (0.7)
>8 -<9 Months 4(0.2) 3(0.3) 7 (0.3)
>9 <10 Months 1(0.1) 0 1 (0.0)
>10 Months 2(0.1) 0 2 (0.1)
Mean (SD) 4.1 (2.07) 4.1 (2.06) 4.1 (2.07)
Median 4.0 4.0 4.0
Min, max (0.0, 10.4) (0.3, 8.3) (0.0, 10.4)
Time from Dose 3 to cutoff date
Ne¢ 606 280 886
<1 Month 143 (23.6) 64 (22.9) 207 (23.4)
>1-<2 Months 252 (41.6) 117 (41.8) 369 (41.6)
>2-<3 Months 115 (19.0) 62 (22.1) 177 (20.0)
>3 Months 96 (15.8) 37 (13.2) 133 (15.0)
Mean (SD) 1.7 (0.95) 1.7 (0.95) 1.7 (0.95)
Median 1.4 1.6 1.4
Min, max (0.0, 3.2) (0.0, 3.2) (0.0, 3.2)
Blinded and open-label period
Time from Dose 2 to Dose 3 or cutoff date
NP 1820 907 2727
<1 Month 157 (8.6) 74 (8.2) 231 (8.5)
>1 -<2 Months 112 (6.2) 67 (7.4) 179 (6.6)
>2 -<3 Months 410 (22.5) 198 (21.8) 608 (22.3)
>3 -<4 Months 167 (9.2) 102 (11.2) 269 (9.9)
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Table 40.  Follow-Up Time After Dose 2 or Dose 3 — Phase 2/3 — 2 to <5 Years of Age — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (3 png) Placebo Total

n* (%) n* (%) n* (%)
>4 -<5 Months 129 (7.1) 82 (9.0) 211 (7.7)
>5 -<6 Months 61 (3.4) 43 (4.7) 104 (3.8)
>6 -<7 Months 256 (14.1) 285 (31.4) 541 (19.8)
>7 -<8 Months 175 (9.6) 35(3.9) 210 (7.7)
>8 -<9 Months 205 (11.3) 17 (1.9) 222 (8.1)
>9 -<10 Months 56 (3.1) 2(0.2) 58 (2.1)
>10 Months 92 (5.1) 2(0.2) 94 (3.4)
Mean (SD) 4.9 (2.92) 4.2 (2.20) 4.7 (2.72)
Median 4.4 4.1 4.3
Min, max (0.0, 10.4) (0.3,10.4) (0.0, 10.4)

Time from Dose 3 to cutoff date

Ne¢ 1041 280 1321
<1 Month 173 (16.6) 63 (22.5) 236 (17.9)
>1-<2 Months 272 (26.1) 113 (40.4) 385(29.1)
>2-<3 Months 470 (45.1) 66 (23.6) 536 (40.6)
>3 Months 126 (12.1) 38 (13.6) 164 (12.4)
Mean (SD) 2.0 (0.87) 1.7 (0.95) 1.9 (0.90)
Median 2.2 1.6 2.1
Min, max (0.0, 3.2) (0.0, 3.2) (0.0,3.2)

Note: “Original blinded placebo-controlled follow-up period” is defined as period from the first dose of study vaccination
to before the participant was unblinded. If the unblinding date is missing, consider the cutoff date as the period end date.
“Blinded and open-label period” is defined as the period from the first dose of study vaccination to the cutoff date
(original BNT162b2 group) or before the first dose of open-label BNT162b2 (original placebo group).
If the date of open-label BNT162b2 is missing for original placebo group, consider the cutoff date as the period end
date.
a. n=Number of participants with the specified characteristic.
b. N =number of participants who received Dose 2 in the specified group, or the total sample. These values are the
denominators for the percentage and summary statistics calculations.
c. N =number of participants who received Dose 3 in the specified group, or the total sample. These values are the
denominators for the percentage and summary statistics calculations.
PFIZER CONFIDENTIAL SDTM Creation: 12MAY2022 (20:39) Source Data: adsl Table Generation: 14MAY?2022
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5.2.2.1.1.2. #EBRE DNER 2~5 BT, & 2/3 FHED)

T—2Jy NAT7H (202244 A 29 H) FEAC, 2 BIHEEFEA ST 729808 OFE 1%
BNTI162b2 BB L O 7 7 B REEO W I W T 9% B TH Y, SRR 3 [0 B B 4%
TR E OEISIIEEEA DY T 322% Th o7z (Tabledl) , 77 v RHETIIAEEFROTD
1BERY 7 F o O Z P IE L7oBRE RO bl (5.2.2.1.6 H)

BB Z IR L7 BRE OB SIImEES DR T 1.6% Th-o7-, FAadIEFHEITEH (R#EE) 0OF
B LEARMICITIEBRA~OREGE S N2 LRV, F23H CHE GEREA) 1 Thot-,

TRBRBH 4RI IZ BNT162b2 BEICHI U 1T D785k E D 5 b EMMERR (RBRSEMEH M E TIX 2 [
H&@%6ﬁﬂﬁiti5ﬁuibtﬁ&ﬁm)% , FEM T T 2B B LT TR
ilm(m%)f,#E&TT3EEE@%xTh%%%i4%@JGU%)T%oto—ﬁ,
TRBRBAGRIFIC 7" 7 B A REIZHI D 1T BT BRE O O b ERAEER#IZ BNT162b2 @ 1 [B] B #57#
B T TR X 370 1) (87.3%) , 2 [l H PR A 52 1 T WA 1 350 B (82.5%) , 3 B H BEFE
BT TR 1 908 B (23.1%) ThoT-, 77 v AREETILERARERIZ BNT162b2 £27E % B
4L, BNTI162b2 @ 3 [AIHHEfE% 1 » AREKRBL A 58 T L72#RE OFIE1X 5.0% Th - 7=,

Z OFHplETIEL, BERMERREIC BNT162b2 Z #7550, HERFOFRmICE L7z HE (5 moR
L 3 ug, SkiX 10 pg) ZHW, 5HRICE LA 23T 5 10 pg OEFRBLIZ OV T
Table 42 (Z-x L7,

BRAEBRBIC OV T ERERRIR S E TOT — &%%éf#ﬁ@ﬁ®%$&€bto£éﬁ%
WIIEHRT 77 R BBIENCE ON-TF — X ICERAZ Y Tz, ERIR%OLEMET — 21T
DWW TSRS KL OE EFLIT OV THIRARNT 2 5566 L 7=,
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Table 41.  Disposition of All Randomized Participants Prior to Unblinding — Phase 2/3 — 2 to <5

Years of Age
Vaccine Group (as Randomized)
BNT162b2 (3 png) Placebo Total
n* (%) n* (%) n* (%)
Randomized® 1835 (100.0) 915 (100.0) 2750 (100.0)
Not vaccinated 0 0 0
Vaccinated 1835 (100.0) 915 (100.0) 2750 (100.0)
Dose 1 1835 (100.0) 915 (100.0) 2750 (100.0)
Dose 2 1819 (99.1) 907 (99.1) 2726 (99.1)
Dose 3 606 (33.0) 280 (30.6) 886 (32.2)
Completed 1-month post-Dose 2 visit (vaccination period) 1814 (98.9) 907 (99.1) 2721 (98.9)
Completed 1-month post—Dose 3 visit (vaccination period) 503 (27.4) 274 (29.9) 777 (28.3)
Discontinued from vaccination period but continued in the study 0 3(0.3) 3(0.1)
Discontinued after Dose 1 and before Dose 2 0 2(0.2) 2(0.1)
Discontinued after Dose 2 and before 1-month post—Dose 2 visit 0 1(0.1) 1 (0.0)
Discontinued after Dose 3 and before 1-month post—Dose 3 visit 0 0 0
Reason for discontinuation from vaccination period
Adverse event 0 1(0.1) 1(0.0)
Withdrawal by participant 0 1(0.1) 1 (0.0)
Other 0 1(0.1) 1 (0.0)
Withdrawn from study 24 (1.3) 21 (2.3) 45 (1.6)
Withdrawn after Dose 1 and before Dose 2 6(0.3) 4(0.4) 10 (0.4)
Withdrawn after Dose 2 and before 1-month post—Dose 2 visit 0 0 0
Withdrawn on or after 1-month post—Dose 2 visit and before Dose 14 (0.8) 16 (1.7) 30 (1.1)
3
Withdrawn after Dose 3 and before 1-month post—Dose 3 visit 2(0.1) 1(0.1) 3(0.1)
Withdrawn on or after 1-month post-Dose 3 visit 2(0.1) 0 2(0.1)
Reason for withdrawal from study
Adverse event 1(0.1) 0 1(0.0)
Lost to follow-up 4(0.2) 3(0.3) 7(0.3)
Protocol deviation 2(0.1) 3(0.3) 5(0.2)
Withdrawal by participant 4(0.2) 2(0.2) 6(0.2)
Withdrawal by parent/guardian 13 (0.7) 13 (1.4) 26 (0.9)

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

b. These values are the denominators for the percentage calculations.
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= 3 %%4%@5 /N (6 » B ~45%)
2.5 EEIRICES 3 2 BEE G

TEREFEED D DR

TRBR FEHE B E ) D O E K2 BNT162b2 BE 41 1l (2.2%) , 77 &HREE 16 6] (1.7%) 2
WA STz, BNT162b2 B#ED F72itBiiXiaR T 7 7 B 23 5] (1.3%) [ 77 BAEE9 f4
(1.0%) ] Thote, IBEBRY 7 F U BEE OB E LT, HEE, Wy s F oo v s

F U E B LTz, 1BBRY 7 T CEEREOIEHIEAE) & oM, Ayl ZefEH (BNT162b2 1382
TR B LOFRBMLETHIN T T AR TIIENSIIAETH D) NG I,

522113. 8EY 7 F U B X ORI Q~58RM, 5 2/3HEH%)

TRERBALAIREIC BNT162b2 BEIZHEI D T e giein? (1835 61) Ik WT, 7 —F > A7 H
RESCEID fHT EEB0iC BNT162b2 O 22 T -5 OEIG1E, 1 B EHEERE T 100%, 2 [

H BT 99.1%3 L O 3 [0 H 556 C 50.1% CTd o 7= (Table 42) , BNTI162b2 ££D 1 [0] H 25 T

X R TOMBRE DNE D (T S -FEmmicE L HE Gug) CTHEEEZIT -, BRENRRY

7 F UHRERNC S ICE LTSS, TOWREOEMR AR Lo (S @ L7-HE
(10pg) ZEFETLHZELE L, 20O 2EIEHERTIEIH] (0.1%) 23, 3 [BIHBERE T

121 5l (6.6%) 75 BNT162b2 (10 ug) OEFEA 1T 7=,

TRBRBRGARFIC 7" 7 B AR BRIZEI O AT Do girE 91561 20T, T EBvIicEmRT
T 7B RO ZZ -8R OEIAIL, 1B BEEME T 100%, 2 A HEME T 99.1%8 L U3
Bl BB T 30.6% CTh o 7o, IRBRFIEMHEEICH] > TERZMIR L, 23 (BNTI162b2) HifEIZ
ZEHE LT fBRFT 2381 5 BNT162b2 O HERIHERF £iX, 1[5l H BFE Tld 3 pg 2% 305 #1
(33.3%) , 10 pug 2365 %1 (7.1%) , 2 [BIHEERECTIL 3 ng 2% 284 B (31.0%) , 10 pug A3 66 fi
(72%) Thotz, T—H B v A7 BB TBNTI162b2 O 3 [7] B #5252 1 7o gBr 130 72
<, 3EIBHEMTIE3 ng 289 (9.7%) , 10 ug 239l (1.0%) Th-oiz,

BB E DKRERSY (BNT162b2 BE 89.5%, 7T & AREE 88.7%) | XI1AER E M E EDHLEN ORI
(1 [°] H 2% 19~23 H) T2 RIHBEMAZST7=, 3 BB EMIXEBREmHHETIX 2 B H#
Tt D7 &b QMM TS S Z & LHE LT =2y, 2 B B8 8~12 T 3 [B] B #ff %
T T ERE 1T ey 72 (BNT162b2 B 22.1%, 77 B AREE 20.1%) . 2 [B] HEEfE% 3 [0 0 #2
FE COMM O IEIL BNT162b2 BT 21.4 # (#iPH : 6.0~413:8) , 7R T11.0 8
(#iPH : 6.3~31.1 ) THo7-,
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Table 42.  Vaccine as Administered — Phase 2/3 — 2 to <5 Years of Age — All Randomized

Participants
Vaccine Group (as Randomized)
BNT162b2 (3 png) Placebo
(N*=1835) (N*=915)
Vaccine (as Administered) n® (%) n® (%)
Original placebo-controlled period
Vaccinated 1835 (100.0) 915 (100.0)
Dose 1
BNT162b2 (3 ng) 1835 (100.0) 0
Placebo 0 915 (100.0)
Dose 2¢
BNT162b2 (3 pg) 1819 (99.1) 0
BNT162b2 (10 pg) 1(0.1) 0
Placebo 0 907 (99.1)
Dose 3
BNT162b2 (3 pg) 920 (50.1) 0
BNT162b2 (10 pg) 121 (6.6) 0
Placebo 0 280 (30.6)
Open-label BNT162b2 vaccination for original placebo recipients
First crossover dose
BNT162b2 (3 pg) 305 (33.3)
BNT162b2 (10 pg) 65 (7.1)
Second crossover dose
BNT162b2 (3 ng) 284 (31.0)
BNT162b2 (10 pg) 66 (7.2)
Third crossover dose
BNT162b2 (3 pg) 89 (9.7)
BNT162b2 (10 pg) 9(1.0)

a. N =number of participants in the specified group. This value is the denominator for the percentage calculations.
b. n=Number of participants with the specified characteristic.

c. Participants who turned 5 years of age received the age appropriate dose of BNT162b2 10 pg.
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5.2.2.1.1.4. A OFEEFERIRE Q~5 RN, 5 2/3 HEY)

MR (56 23 F, 2~5 mokim) O N AR FRYENEIL BNT162b2 #f & 77 & ANEE TlRlAR

Tdho7= (Tabled3) ., WA DOEI-EKRE LT, #BREDO AFEITIRKEBSNAAN (79.6%) T

Holey, TOMDANELEZDOEIGIZBANEZIEIT 7IVART AV BN 49%) , TVT A

(74%) , ZAHE (EEOANFERE R (73%) , 20fth (% 1%KH) Tholo, £/, B A

=7 /T U REEOEIEIX 14.0% Th o 72, FHOHIfEIL3.0% T, BHEOEEIT

49.9% Th->7-, IEHEDOEIGIX 6.0%Th -7, N—RA T A UIKFIZ COVID-19 HIE/L U X7 & &

OLHEOHE (EmE&Te) 28 L W gRE OBEIE1X 12.8% T, X—R T A VD SARS-

CoV-2 B MEE OFIE1X 13.0% Th - 72,

NR—RF A EFZ COVID-19 HIEL Y A7 @) HE0HE 2 (B E2FR<) 28 L T\ -4k

HOEIEILBNTI62b2 BET 6.4%, 77 BREETIT% THY, WMETHRBRE CH-o7-, <AL

NIZADHE & B REOPERA TS 2 LT ITR LT,

o E (BNT162b2#£2.8%, 77 B R#E4.7%)
o [EAWNE (BNT162b2E£0.9%, 77 bREE1.4%)
o HpEIR (BNTI162b2E£1.1%, 7 7 BEAREE1.0%)

BNT162b2 #ED 1 FllZN— R T A VRFOMPERIRTE (P ERIBVE) s STz,

TREBRBALAIFIZ 77 B AR REIC

AT Bh,

B A fif% L BNT162b2 OF:FE|

(ZZE R L =R E

N BAERHARI R, %@TUD{L‘%U7?/ﬁ$®)\ﬂmu+%l§’3%f¢k ERAICRIR TH -7,

Table 43. Demographic Characteristics — Phase 2/3 — 2 to <5 Years of Age — Safety Population
Vaccine Group (as Administered)
BNT162b2 (3 pg) Placebo Total
(N*=1835) (N*=915) (N*=2750)
n® (%) n® (%) n® (%)
Sex
Male 901 (49.1) 471 (51.5) 1372 (49.9)
Female 934 (50.9) 444 (48.5) 1378 (50.1)
Race
White 1469 (80.1) 720 (78.7) 2189 (79.6)
Black or African American 94 (5.1) 41 (4.5) 135 (4.9)
American Indian or Alaska Native 3(0.2) 4(0.4) 7 (0.3)
Asian 127 (6.9) 76 (8.3) 203 (7.4)
Native Hawaiian or other Pacific Islander 2(0.1) 1(0.1) 3(0.1)
Multiracial 131 (7.1) 69 (7.5) 200 (7.3)
Not reported 9(0.5) 4(0.4) 13 (0.5)
Ethnicity
Hispanic/Latino 264 (14.4) 120 (13.1) 384 (14.0)
Non-Hispanic/Non-Latino 1568 (85.4) 795 (86.9) 2363 (85.9)
Not reported 3(0.2) 0 3(0.1)
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Table 43. Demographic Characteristics — Phase 2/3 — 2 to <5 Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 (3 pg) Placebo Total
(N*=1835) (N*=915) (N*=2750)
nb ((%) nb ((%) nb ((%)
Country
Finland 63 (3.4) 30 (3.3) 93 (3.4)
Poland 205 (11.2) 103 (11.3) 308 (11.2)
Spain 73 (4.0) 35(3.8) 108 (3.9)
USA 1494 (81.4) 747 (81.6) 2241 (81.5)
Age at vaccination (years)
Mean (SD) 3.0 (0.79) 3.0 (0.79) 3.0 (0.79)
Median 3.0 3.0 3.0
Min, max 2,4) (2,4) 2,4)
Obese*
Yes 120 (6.5) 45 (4.9) 165 (6.0)
No 1712 (93.3) 870 (95.1) 2582 (93.9)
Missing 3(0.2) 0 3(0.1)
Baseline SARS-CoV-2 status
Positive? 233 (12.7) 125 (13.7) 358 (13.0)
Negative® 1597 (87.0) 783 (85.6) 2380 (86.5)
Missing 5(0.3) 7 (0.8) 12 (0.4)
Comorbidities’
Yes 222 (12.1) 130 (14.2) 352 (12.8)
No 1613 (87.9) 785 (85.8) 2398 (87.2)

Abbreviations: CDC = Centers for Disease Control and Prevention; 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 95th 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 1 of the prespecified comorbidities based on MMWR Morb Mortal Wkly
Rep.2020;69(32):1081-8 and/or obesity (BMI > 95th percentile).
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o (I AMEE (BNT162b2FE13.6%, 77 tAREE16.5%, LITREINE) : FITkE« 2IE 7 L
X =BE SN TN DD, KHEIE (1.7%, 2.8%) T T 7 4 7% v —Ki
(0.1%, 0.2%) HHEINTWD,

o JRYYER L OFEABRIE (10.6%, 12.0%) : REROERICEIS AN A VA E-IX
M D RGUEN G SN TW5, JRE L L TCOVID-1903 8 S - kB E o EI4 1%
BNT162b2#£0.9% (1761]) , 77 v RE0.9% 8] Th -7,

o JHIERB X OVZ FHARIEE (9.0%, 10.1%) : FIZEZE (5.1%, 5.9%) NEESHTEY,
ZDIEDFFEROEMIC L RON DK 28 -3 ERNHME SN TV D,

o MPRLRFEE (2.8%, 2.2%) : [RFEROEMIIEI ARONDIEEL T, BERE, 3
EEENREINTWD,

o FEMEE (1.4%, 12%) : FFEROEMZEIAoNDBHEANY T AEE
(0.5%, 0.7%) , EEXLI - ZEWEREE (BNT162b28£0.2%) PkE 4 R TENEE N E &
NTW5H,

o DEREE (03%, 0.4%) AR, HENR, E=SPESEIR (BNT162b28E T4 141) |, FHEbRA 5k
72 (BNT162b28£205, 7' Z BAREEIH) NS TWD, F72, ERMEOREE (0FE
R RHRAE, OEFRIRKHEAE, MERRREE, BREBE, OE, 7 X —TU 4 VIE
ERE72 &) WREE BIZ1%AR THRE SN TV 5,

BER D 7 F v DR

1BEBRYD 7 F o 1 Bl BEER L (D T 7 F L BERE & 52 T T BRE OE A1 BNT162b2 #£C 13.1%,
TSR REET11.6% Thot-, ERUHTZF 34 INT T 7 F o8 L O RHICS
TATEMTYHERY 7 F o Tho T,

5.2.2.1.2. RUSEME Q~5 kR, & 2/3 FHESY)

2~5 EARTE DWW G x5 & LT, 188U 7 F o D 1~3 Bl H O % 7 A O R GE
FORH KIS ZFHE LTz, e-diary 7 — % 235 S V72 fBRF £T BNT162b2 £ Tl 1 [l H B
1825 5], 2 [al HBEfif% 1779 Hi, 3 [RIHEERR SS2 B CTH Y, 7 FBAREETIE 1 8] H % 909
i, 2 6] HEEFE% 878 f, 3 [0l H ML 262 Bl CTH T,

N O ZROEME (R, ATE, BR) BLXOR—2 T A HED SARS-CoV-2 RYLIRIL (B
P, M) TN 2 i LR R, SaERE CRONRE T e 7 7 A VICEROH D
BRI oTz, 2L, BN ERN DR OVESERN S D Z LD, o ERIEET
DFERITEE IR T 2 L ELH D,

JRETERG (2~5 meARim, 5% 2/3 HHH5)

BT 7 F 2 1~3 Bl H O BIBEFEE 7 BB OE 72 RFT RS TER AR TH Y, Tl
S OREAR R K OSSR O R BIBEFE 13K > 7= (Figure 12) , 3 [B] B % O K RPT G HHR
DOISBUBHEE L 1 [0 B F 7213 2 [B] H Bl % O BUBEE & FIRRE DT NIUR o T2, RFTRISD
FBUBEEIL T 7 B ARREL U & BNT162b2 BE TR > 72,
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JRIFTBORG D FEFSASE 22 LU F ISR Le (BEREE]R)

1[5] H #2F# 2[a] H B2l 3] B R
BNTI162b2 75 +s4  BNTI62b2 75 +4  BNTI62b2 7 F+iR
o FEGHEALE TR 30.8% 20.6% 31.0% 20.3% 26.7% 13.4%
o FEGHEALFE IR 8.8% 8.5% 11.4% 5.7% 10.9% 3.4%
o VEGHAAIEIR 3.7% 2.9% 5.7% 2.1% 3.1% 1.1%

JRIBIT NG O BEJE FE (X RS 0 DR 721X S E CTh - 72, D JRIFTRUG DR BBEE 1T <,
WTHOEMFEITH 0.1%LL FTho7o, 1~3 BIHOKERERERIZZ L— R 4 ORFTRIG O E
X723 572, BNT162b2 BE T, T X TORATRIGITHEBR O RGN 1~2 HTH Y, R
N5 EE E TOMMOFREIT 1 B ThoTz,

B RIEERR S SN RS (e-diary 7— %) & & O GBIMNT L7ofE R, MIGFEME7 7
T 7 ANVIZERD D D ZRITRBE I N> T,

1A H 3B L2 [BIH B T BNT162b2 O 3 pg #f 2 521), 3 [BIHEFERIC S mlCE L2 ER
Z iRk L 3 (5] B B5REC BNT162b2 O 10 ug #4321 7= 120 Bl 265 & LT, e-diary 7— &
5 JRFTERS OB 2 0 L7, @& (10 ng) T 3 [\ BB 320 795 CI3RATUG
OFBUBEEL T 2 [B] B 2R % & ik L 3 6] B Bfifk Cainro 7 (Figure 13)

2~5 AT OAE RS TlX, BNT162b2 @ 3 [A] B R O E 2 RPTEG GESHEBALENE) DOFsE
HEX, ZhETICELNT, MOEKE CORBFHEE LD b RIEIK)r-7- (5.223H) .
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Figure 12. Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Phase 2/3 — Blinded Placebo-
Controlled Follow-Up Period — 2 to <5 Years of Age — Safety Population
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MNote: The number abowve each bar denotes the percentage of participants reporting the reacton with any sewverity.
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Figure 13. Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Participants Who Turned 5 Years
of Age and Received BNT162b2 10 pg at Dose 3 — Phase 2/3 — Blinded and Open-Label Period — 2 to <5 Years of Age — Safety
Population
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2.5 EEIRICES 3 2 BEE G

2HKIE Q~5 AR, 5 2/3 HEw)

BRU 7T 1~3 A HOXEHERE 7 HF TR K< AN 2FRISITET TH Y, 0%
BB 1T BNTIO2b2 BE L 77 B ARBECRIFEE CTH -7 (Figure 14) , OO EH KGO R HAE
FEVRHRGAIR <, BNT162b2 B L 7' 7 B ARBECRIRE Ch o 7o, fREGRIE A H L 72 gdrE o
BNE IR EE ERD Z L ITEL 2 (X FEEE) , BNTI62b2 #f & 77 & AREE CRIRE
ThoT-,

B OGS OFEBME R J OMFRGUR A2 L2 RE ORIG 2 L IR Lie (BERERED)

1[e] B BEfE 2[n] B $efE 3[a] B #efE
BNTI62b2 7 5+& BNTI62b2 754 BNTI62b2 ~o&h
. P2 29.7% 30.6% 25.7% 22.9% 24.5% 21.8%
o FHI 7.7% 8.0% 6.7% 7.3% 5.1% 5.0%
o FEHL 5.2% 5.3% 4.9% 5.2% 5.1% 4.2%
o TS 4.5% 4.9% 4.6% 4.1% 4.9% 4.2%
. IERE 3.0% 2.7% 3.4% 3.3% 1.6% 3.8%
o HEGE 2.3% 2.4% 3.0% 2.6% 3.3% 2.7%
o PR 2.4% 1.7% 2.6% 2.4% 2.0% 1.5%
o BRI 0.8% 2.0% 1.4% 1.0% 1.3% 0.8%
o FREGEREIROM A 10.8% 9.1% 9.9% 8.4% 8.5% 6.9%

RS OFEIEEL IR 0 DRE F 7 IHFETH o 7o, @EOEH RIS ORBUEE 1 TK <,
WTIOERRITH 0.6%LL FThoto, 1~3 [BIHOFERERERZIZZ L— R4 ORHRIGO®E
7o tz, WEINTEHEEHEIED DB, Ky O2E G RBRH O F i’ 2 A Th
D (WL ONDOEHFIGER TIIREKFHO T RENEREGRE 6 A THY, Fhbit
BNTI62b2 Bt & 7' B ABETCRIBE CTH-70) , BB LEIEE TOMBEIOFEHEIX1 H TH-
776

BERD 7 F o 1~3 [A] B O RHEFER I 38.9°C~40°C DIEEAMNIEE L /-85 1T BNT162b2 #EB &
VT FERBEONTIUIZENTS LI%UAT Th o=, Wikt s & ISHEND IR B oo v Jufif 1 345
itk a~5 HTH Y, EEE TOMMOFREIT 1~1.5 H THH-7-,

BNT162b2 #£® 3 #iliZ 1 81 H F 7213 2 [ H #EFEZ I 40CE OB KT LT-, ZDHH 14|T
VZEE PRI 7 A IV APEFIB DN RIE KT,

o [E&E, AN, e AS=v s T T URRE 1R A B2 A HI240.8°COREEN
FH L, FEVISHHE ETEE L7z 3~5H HOKIRIZ40.7°C, 40.5C, 38.4°C) . fi#hsa
WEAZMHL6A BIZ37.7CE TN o7n, TORBIFEELRAFERS L L THES

o, TEBRFHYERNIIIRERY 7 F L BEfl & BN B D LI Lo, #BREIIREAD - D 1RER
ZHIEL7 (5.22.1.65) . ZOENCHEHEFRGEILT L— R3O KIGOREBLIT/
Mol

. |r?x§'%b%' AN, FEe A= JIETT U REE 20 HBEME%3 H BIZREMNREILL, 7
HE THEf L7 3~70 HOKIRIX39.5C, 40.3°C, 39.6C, 39.1°C, 38.0C) ., Z D%
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BImECEERAESFS L LTSS, PR LEAEFELRE LTUER (551X
X)) (EE, 2 BEfE%ZeN BRI |, %% (W, ESETBLI0H) GEEE, 2
[ BRI 7 H BICRED) BNHlE Sz, 2 b0 EESIIT X CRBRHEYSEMIC LY
BT 7 F oL EENH D LS, BENG2~4BLNICEIE L, Zhb0HE
Gk U CIREBGER I ST FOIENCHESES /2137 L— R3IOLH G D
FKEIL R o T, BEOHERES (522.132MH) , BELAEESES (522.1.5H) |, HiC
HEHIREEFEFESFSR (5.22.1.75H) L LTHRLE, BREBUICIE (Thbb, 2L T
BB L O OB R X680 X v A VAERBOREELE X O (R
BRACTEE FEAM)

o BEBW, AN, FeRR=0 7 T T URRE 28 B HERES B H1239.9°COREN
FEL, BEVITABE ETE L7 (6, 7H H DIRIRIZ40.3°C, 38.7°C) . FDIFNTHE
HEFE 1T L — R3ORHFISEDOFRBUL R0 > T, RESERIIIE N Sz hor-,

B RIERE IS SN2 s (e-diary 7 — & 2 & Te) ZBINRNT L7-fE R, MOGEME 7 1
T 7 ANVICERD S D 2RI RE SN Tz,

1B H 3 XUV 2 [BIHBRE T BNT162b2 O 3 ng #2521, 3 [B] HEEFERIIC S ITiE L2 72O 5
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Figure 14. Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Phase 2/3 — Blinded Placebo-
Controlled Follow-Up Period — 2 to <5 Years of Age — Safety Population

Fewer Fatigue Headache Chills Womiting Diarrhea IMuscle pain Joint pain
100 H
80
60 %
[=]
40 - 30 31 A
a1 —
_.U = - W . = 2 2 3 2 H : 2 2 ! 2
Nl == errrw === === GESSS RESES
% 100 +
g 80 o
-E 60 Z
a
S 40 = -
a1 -
£ 0 5 s W 5 4 3 3 3 3 7 7 3 2 1 1
0 | e s e
100
80
[aa]
60 — @
a
40 + a4 2
20 H
0l s e | == | | = - : e : - |
HQ@ i .HQQ' & HQ@ & .‘]\}Q' & HQ@ & .‘]\}Q' & 13\}@ & .‘]\}@ &
2 .};\J\_ q"\"ih A ){;\}\_ Q"\"Th A .};\J\_ q"\"ih A ){;\}\_ Q"\"Th A .};\J\_ q"\"ih A ){;\}\_ Q"\"Th A .};\J\_ q"\"ih A ){;\}\_ Q'-\"Th
&% &¥ &% &¥ &% &¥ &% &¥
& < & < & < & <

Vaccine Group (as Administered)
[ Severity [N Mild BEE] Moderate M Severe HEBM Crade 4 |

[ Fever [N 35.0°C to 38.4°C BEGA >384°C to 38.9°C M >35.9°C to 40.0°C [N >40.0°C |

Mote: Severity was not collected for use of antipyretic or pain medication.
MNote: The number abowe each bar denotes the percentage of participants reporting the event with any severity.
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Figure 15. Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Participants Who Turned S
Years of Age and Received BNT162b2 10 pg at Dose 3 — Phase 2/3 — Blinded and Open-Label Period — 2 to <5 Years of Age — Safety
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Mote: Beverity was not collected for use of antipyretic or pain medication.

Mote: The number above each bar denotes the percentage of participants reporting the event with any severty.
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Table 44. Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3 — Phase 2/3 — Blinded Placebo-Controlled Follow-Up Period — 2 to
<5 Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 (3 pg) Placebo
(N*=1835) (N*=915)
Adverse Event n® (%) n® (%)
Any adverse event 344 (18.7) 171 (18.7)
Related® 37 (2.0) 18 (2.0)
Severe 9(0.5) 6 (0.7)
Life-threatening 0 0
Any serious adverse event 12 (0.7) 8(0.9)
Related® 1(0.1) 0
Severe 5(0.3) 3(0.3)
Life-threatening 0 0
Any nonserious adverse event 339 (18.5) 169 (18.5)
Related® 37 (2.0) 18 (2.0)
Severe 4(0.2) 3(0.3)
Life-threatening 0 0
Any adverse event leading to withdrawal 3(0.2) 1(0.1)
Related® 2(0.1) 1(0.1)
Serious 1(0.1) 0
Severe 1(0.1) 1(0.1)
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 the study intervention.
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Table 45.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3, by System Organ Class and Preferred Term — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — 2 to <5 Years of Age — Safety
Population
Vaccine Group (as Administered)
BNT162b2 (3 pg) Placebo
(N*=1835) (N*=915)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Any adverse event 344 (18.7) (17.0, 20.6) 171 (18.7) (16.2,21.4)
Blood and lymphatic system disorders 2(0.1) (0.0, 0.4) 0 (0.0, 0.4)
Anaemia 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Lymphadenopathy 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Congenital, familial and genetic disorders 4(0.2) (0.1, 0.6) 1(0.1) (0.0, 0.6)
Ankyloglossia congenital 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Dermoid cyst 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Familial mediterranean fever 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Pectus excavatum 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Phimosis 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Ear and labyrinth disorders 11 (0.6) (0.3,1.1) 2(0.2) (0.0, 0.8)
Ear pain 4(0.2) (0.1, 0.6) 0 (0.0, 0.4)
Cerumen impaction 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Deafness bilateral 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Ear disorder 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Ear inflammation 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
External ear inflammation 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Hypoacusis 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Motion sickness 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Noninfective myringitis 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Otorrhoea 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Eye disorders 2(0.1) (0.0, 0.4) 2(0.2) (0.0, 0.8)
Astigmatism 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Corneal erosion 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Papilloedema 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Strabismus 0 (0.0, 0.2) 1(0.1) (0.0, 0.6)
Swelling of eyelid 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Gastrointestinal disorders 83 (4.5) (3.6,5.6) 53 (5.8) (4.4,7.5)
Vomiting 50 (2.7) (2.0, 3.6) 30(3.3) (2.2,4.6)
Diarrhoca 26 (1.4) (0.9,2.1) 18 (2.0) (12,3.1)
Constipation 2(0.1) (0.0, 0.4) 4(0.4) (0.1, 1.1)
Abdominal pain 2(0.1) (0.0,0.4) 0 (0.0,0.4)
Dyspepsia 0 (0.0, 0.2) 2(0.2) (0.0, 0.8)
Nausea 2(0.1) (0.0, 0.4) 0 (0.0, 0.4)
Umbilical hernia 2(0.1) (0.0,0.4) 0 (0.0,0.4)
Abdominal distension 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Anal incontinence 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
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Table 45.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3, by System Organ Class and Preferred Term — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — 2 to <5 Years of Age — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (3 pg) Placebo
(N*=1835) (N*=915)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Coeliac disease 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Defaecation disorder 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Dental caries 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Gastrooesophageal reflux disease 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Stomatitis 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Teething 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
General disorders and administration site conditions 79 (4.3) (3.4,5.3) 36 (3.9) (2.8,5.4)
Pyrexia 55(3.0) (2.3,3.9) 27 (3.0) (2.0, 4.3)
Injection site pain 11 (0.6) (0.3, 1.1) 5(0.5) 0.2, 1.3)
Fatigue 12 (0.7) (0.3, 1.1) 3(0.3) (0.1, 1.0)
Injection site erythema 3(0.2) (0.0,0.5) 1(0.1) (0.0, 0.6)
Injection site swelling 2(0.1) (0.0, 0.4) 1(0.1) (0.0, 0.6)
Chills 2(0.1) (0.0, 0.4) 0 (0.0,0.4)
Adverse drug reaction 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Asthenia 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Developmental delay 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Injection site bruising 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Injection site induration 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Injection site rash 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Injection site warmth 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Injury associated with device 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Swelling face 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Immune system disorders 6(0.3) (0.1, 0.7) 2(0.2) (0.0, 0.8)
Seasonal allergy 5(0.3) (0.1, 0.6) 1(0.1) (0.0, 0.6)
Allergy to arthropod sting 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Hypersensitivity 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Infections and infestations 87 (4.7) (3.8,5.8) 41 (4.5) (3.2,6.0)
Rhinitis 21 (1.1) 0.7, 1.7) 13 (1.4) (0.8,2.4)
Ear infection 12 (0.7) (0.3, 1.1) 2(0.2) (0.0, 0.8)
Otitis media 8(0.4) (0.2,0.9) 4(0.4) (0.1, 1.1)
Conjunctivitis 5(0.3) (0.1, 0.6) 3(0.3) (0.1, 1.0)
Hand-foot-and-mouth disease 6 (0.3) (0.1,0.7) 1(0.1) (0.0, 0.6)
Upper respiratory tract infection 4(0.2) (0.1, 0.6) 2(0.2) (0.0, 0.8)
Gastroenteritis 4(0.2) (0.1, 0.6) 1(0.1) (0.0, 0.6)
Gastroenteritis viral 2(0.1) (0.0,0.4) 2(0.2) (0.0, 0.8)
Otitis media acute 3(0.2) (0.0,0.5) 1(0.1) (0.0, 0.6)
Urinary tract infection 3(0.2) (0.0, 0.5) 1(0.1) (0.0, 0.6)
Croup infectious 2(0.1) (0.0,0.4) 1(0.1) (0.0, 0.6)
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Table 45.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3, by System Organ Class and Preferred Term — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — 2 to <5 Years of Age — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (3 pg) Placebo
(N*=1835) (N*=915)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Impetigo 3(0.2) (0.0, 0.5) 0 (0.0,0.4)
Otitis externa 1(0.1) (0.0,0.3) 2(0.2) (0.0, 0.8)
Sinusitis 2(0.1) (0.0, 0.4) 1(0.1) (0.0, 0.6)
Viral upper respiratory tract infection 1(0.1) (0.0, 0.3) 2(0.2) (0.0, 0.8)
Appendicitis 2(0.1) (0.0,0.4) 0 (0.0,0.4)
Cellulitis 1(0.1) (0.0,0.3) 1(0.1) (0.0, 0.6)
Gastroenteritis rotavirus 1(0.1) (0.0,0.3) 1(0.1) (0.0, 0.6)
Nasopharyngitis 2(0.1) (0.0,0.4) 0 (0.0,0.4)
Tonsillitis 1(0.1) (0.0,0.3) 1(0.1) (0.0, 0.6)
Acute sinusitis 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Body tinea 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Bronchitis 0 (0.0, 0.2) 1(0.1) (0.0, 0.6)
Focal peritonitis 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Gastroenteritis adenovirus 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Gianotti-Crosti syndrome 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Hordeolum 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Infection 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Laryngitis 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Lower respiratory tract infection 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Molluscum contagiosum 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Oral herpes 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Periorbital cellulitis 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Pharyngitis 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Pharyngitis streptococcal 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Pharyngotonsillitis 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Pneumonia 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Pyelonephritis 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Roseola 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Skin bacterial infection 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Tooth abscess 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Viral infection 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Vulvovaginal mycotic infection 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Injury, poisoning and procedural complications 17 (0.9) (0.5, 1.5) 11(1.2) 0.6,2.1)
Fall 6 (0.3) 0.1, 0.7) 5(0.5) (0.2, 1.3)
Skin laceration 4(0.2) (0.1, 0.6) 5(0.5) (0.2, 1.3)
Head injury 3(0.2) (0.0, 0.5) 1(0.1) (0.0, 0.6)
Arthropod bite 2(0.1) (0.0, 0.4) 0 (0.0,0.4)
Animal bite 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
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Table 45.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3, by System Organ Class and Preferred Term — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — 2 to <5 Years of Age — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (3 pg) Placebo
(N*=1835) (N*=915)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Animal scratch 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Clavicle fracture 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Foreign body 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Humerus fracture 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Limb injury 0 (0.0, 0.2) 1(0.1) (0.0, 0.6)
Lip injury 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Mouth injury 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Scratch 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Skin abrasion 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Stress fracture 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Thermal burn 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Tooth fracture 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Investigations 3(0.2) (0.0,0.5) 2(0.2) (0.0, 0.8)
Body temperature increased 2(0.1) (0.0,0.4) 1(0.1) (0.0, 0.6)
Anti-transglutaminase antibody increased 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Cardiac murmur functional 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Metabolism and nutrition disorders 5(0.3) (0.1, 0.6) 2(0.2) (0.0, 0.8)
Decreased appetite 1(0.1) (0.0,0.3) 2(0.2) (0.0, 0.8)
Dehydration 2(0.1) (0.0,0.4) 0 (0.0, 0.4)
Failure to thrive 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Hypoglycaemia 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Musculoskeletal and connective tissue disorders 7 (0.4) (0.2, 0.8) 4(0.4) (0.1, 1.1)
Pain in extremity 3(0.2) (0.0, 0.5) 1(0.1) (0.0, 0.6)
Arthralgia 2(0.1) (0.0,0.4) 1(0.1) (0.0, 0.6)
Myalgia 1(0.1) (0.0,0.3) 1(0.1) (0.0, 0.6)
Neck pain 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Synovitis 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Nervous system disorders 7(0.4) (0.2,0.8) 5(0.5) (0.2,1.3)
Febrile convulsion 2(0.1) (0.0,0.4) 1(0.1) (0.0, 0.6)
Headache 2(0.1) (0.0,0.4) 1(0.1) (0.0, 0.6)
Epilepsy 1(0.1) (0.0,0.3) 1(0.1) (0.0, 0.6)
Speech disorder developmental 1(0.1) (0.0, 0.3) 1(0.1) (0.0, 0.6)
Paraesthesia 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Somnolence 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Status epilepticus 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Psychiatric disorders 3(0.2) (0.0,0.5) 6(0.7) (0.2,1.4)
Irritability 3(0.2) (0.0, 0.5) 3(0.3) (0.1, 1.0)
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Table 45.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3, by System Organ Class and Preferred Term — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — 2 to <5 Years of Age — Safety
Population
Vaccine Group (as Administered)
BNT162b2 (3 pg) Placebo
(N*=1835) (N*=915)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Attention deficit hyperactivity disorder 0 (0.0,0.2) 2(0.2) (0.0, 0.8)
Insomnia 0 (0.0, 0.2) 1(0.1) (0.0, 0.6)
Renal and urinary disorders 1(0.1) (0.0,0.3) 2(0.2) (0.0, 0.8)
Dysuria 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Pollakiuria 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Urinary incontinence 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Respiratory, thoracic and mediastinal disorders 72 (3.9) (3.1,4.9) 30 (3.3) (2.2,4.6)
Cough 32 (1.7) (1.2,2.5) 12 (1.3) (0.7,2.3)
Rhinorrhoea 19 (1.0) (0.6, 1.6) 11(1.2) (0.6, 2.1)
Nasal congestion 9 (0.5) (0.2,0.9) 1(0.1) (0.0, 0.6)
Oropharyngeal pain 3(0.2) (0.0,0.5) 4 (0.4) (0.1, 1.1)
Tonsillar hypertrophy 5(0.3) (0.1, 0.6) 0 (0.0, 0.4)
Asthma 3(0.2) (0.0, 0.5) 1(0.1) (0.0, 0.6)
Rhinitis allergic 2(0.1) (0.0,0.4) 1(0.1) (0.0, 0.6)
Adenoidal hypertrophy 2(0.1) (0.0,0.4) 0 (0.0, 0.4)
Allergic cough 2(0.1) (0.0,0.4) 0 (0.0,0.4)
Bronchial hyperreactivity 1(0.1) (0.0, 0.3) 1(0.1) (0.0, 0.6)
Obstructive sleep apnoea syndrome 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Paranasal sinus hypersecretion 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Productive cough 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Respiratory disorder 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Sneezing 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Upper-airway cough syndrome 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Skin and subcutaneous tissue disorders 20 (1.1) 0.7, 1.7) 7 (0.8) (0.3, 1.6)
Urticaria 6(0.3) (0.1,0.7) 3(0.3) (0.1, 1.0)
Rash 4(0.2) (0.1, 0.6) 0 (0.0, 0.4)
Dermatitis atopic 2(0.1) (0.0,0.4) 0 (0.0,0.4)
Dermatitis contact 2(0.1) (0.0,0.4) 0 (0.0,0.4)
Erythema 2(0.1) (0.0, 0.4) 0 (0.0, 0.4)
Miliaria 1(0.1) (0.0, 0.3) 1(0.1) (0.0, 0.6)
Dermatitis 0 (0.0, 0.2) 1(0.1) (0.0, 0.6)
Dermatitis diaper 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Eczema 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Rash erythematous 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Rash macular 0 (0.0, 0.2) 1(0.1) (0.0, 0.6)
Rash maculo-papular 1(0.1) (0.0,0.3) 0 (0.0,0.4)
Surgical and medical procedures 3(0.2) (0.0,0.5) 3(0.3) (0.1, 1.0)
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Table 45.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3, by System Organ Class and Preferred Term — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — 2 to <5 Years of Age — Safety

Population
Vaccine Group (as Administered)

BNT162b2 (3 pg) Placebo

(N*=1835) (N*=915)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)

Preferred Term

Adenoidectomy 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Circumcision 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Nail operation 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Orchidopexy 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Removal of foreign body 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Tongue tie operation 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Tonsillectomy 1(0.1) (0.0,0.3) 0 (0.0, 0.4)
Tooth extraction 0 (0.0,0.2) 1(0.1) (0.0, 0.6)
Vascular disorders 1(0.1) (0.0, 0.3) 0 (0.0, 0.4)
Haematoma 1(0.1) (0.0,0.3) 0 (0.0, 0.4)

Note: MedDRA (v25.0) coding dictionary applied.

Note: Preferred terms with @@ denote uncoded terms.

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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Table 46. Number (%) and Incidence Rate of Participants Reporting at Least 1 Serious Adverse
Event From Dose 1 Through Cutoff Date (29APR2022), by System Organ Class and
Preferred Term — Phase 2/3 — Blinded Placebo-Controlled Follow-Up Period — 2 to <5
Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 (3 pg) Placebo
(N*=1835, TEP=7.6) (N?=915, TE"=3.8)
System Organ Class n® % (95% CI19) IR (95% CIY) n® % (95% CI9) IR (95% CI)
Preferred Term (/100 PY®) (/100 PY®)
Any adverse event 12 0.7 (0.3, 1.1) 1.6 (0.8,2.8) 8 0.9(0.4,1.7) 2.1 (0.9, 4.2)
EYE DISORDERS 0 0.0(0.0,0.2) 0.0 (0.0,0.5) 1 0.1(0.0,0.6) 0.3 (0.0, 1.5)
Papilloedema 0 0.0(0.0,02) 0.0 0.0,0.5 1 0.1(0.0,06) 03 (0.0, 1.5)
GASTROINTESTINAL 1 0.1(0.0,0.3) 0.1 (0.0,0.7) 0 0.0 (0.0, 0.4) 0.0 (0.0, 1.0)
DISORDERS
Diarrhoea 1 0.1(0.0,0.3) 0.1 (0.0,0.7) 0 0.0(0.0,0.4) 0.0 (0.0, 1.0)
GENERAL DISORDERS AND 1 0.1(0.0,0.3) 0.1 (0.0,0.7) 0 0.0(0.0,0.4) 0.0 (0.0, 1.0)
ADMINISTRATION SITE
CONDITIONS
Pyrexia 1 0.1(0.0,0.3) 0.1 (0.0,0.7) 0 0.0(0.0,0.4) 0.0 (0.0, 1.0)
INFECTIONS AND 6 0.3(0.1,0.7) 0.8 (0.3,1.7) 3 0.3(0.1,1.0) 0.8 0.2,2.3)
INFESTATIONS
Appendicitis 2 0.1(0.0,0.4) 0.3 (0.0,1.0) 0 0.0(0.0,0.4) 0.0 (0.0, 1.0)
Focal peritonitis 1 0.1(0.0,0.3) 0.1 (0.0,0.7) 0 0.0(0.0,0.4) 0.0 (0.0, 1.0)
Gastroenteritis 0 0.0(0.0,0.2) 0.0 (0.0,0.5) 1 0.1(0.0,0.6) 0.3 (0.0, 1.5)
Gastroenteritis adenovirus 0 0.0(0.0,0.2) 0.0 (0.0,0.5) 1 0.1(0.0,0.6) 0.3 (0.0, 1.5)
Gastroenteritis rotavirus 1 0.1(0.0,0.3) 0.1 0.0,0.7) 1 0.1(0.0,0.6) 0.3 0.0, 1.5)
Gastroenteritis viral 1 0.1(0.0,0.3) 0.1 (0.0,0.7) 0 0.0(0.0,0.4) 0.0 (0.0, 1.0)
Lower respiratory tract infection 1 0.1 (0.0, 0.3) 0.1 (0.0,0.7) 0 0.0(0.0,0.4) 0.0 (0.0, 1.0)
Upper respiratory tract infection 1 0.1 (0.0, 0.3) 0.1 (0.0,0.7) 0 0.0(0.0,0.4) 0.0 (0.0, 1.0)
INJURY, POISONING AND 0 0.0(0.0,0.2) 0.0 (0.0,0.5) 1 0.1(0.0,0.6) 0.3 (0.0, 1.5)
PROCEDURAL
COMPLICATIONS
Foreign body 0 0.0(0.0,0.2) 0.0 (0.0,0.5) 1 0.1(0.0,0.6) 0.3 (0.0, 1.5)
METABOLISM AND 2 0.1(0.0,0.4) 0.3 (0.0,1.0) 0 0.0 (0.0, 0.4) 0.0 (0.0, 1.0)
NUTRITION DISORDERS
Dehydration 2 0.1(0.0,0.4) 0.3 (0.0,1.0) 0 0.0(0.0,0.4) 0.0 (0.0, 1.0)
MUSCULOSKELETAL AND 1 0.1(0.0,0.3) 0.1 (0.0,0.7) 0 0.0(0.0, 0.4) 0.0 (0.0, 1.0)
CONNECTIVE TISSUE
DISORDERS
Pain in extremity 1 0.1(0.0,0.3) 0.1 (0.0,0.7) 0 0.0(0.0,0.4) 0.0 (0.0, 1.0)
NERVOUS SYSTEM 3 0.2(0.0,0.5) 0.4 (0.1,1.2) 2 0.2(0.0,0.8) 0.5 (0.1, 1.9)
DISORDERS
Epilepsy 1 0.1(0.0,03) 0.1 0.0,0.7) 1 0.1(0.0,0.6) 03 (0.0, 1.5)
Febrile convulsion 1 0.1(0.0,03) 0.1 0.0,0.7) 1 0.1(0.0,0.6) 03 (0.0, 1.5)
Status epilepticus 1 0.1(0.0,03) 0.1 (0.0,0.7) 0 0.0(0.0,04) 0.0 (0.0, 1.0)
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Table 46. Number (%) and Incidence Rate of Participants Reporting at Least 1 Serious Adverse
Event From Dose 1 Through Cutoff Date (29APR2022), by System Organ Class and
Preferred Term — Phase 2/3 — Blinded Placebo-Controlled Follow-Up Period — 2 to <5
Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 (3 png) Placebo
(N*=1835, TEP=7.6) (N*=915, TE"=3.8)
System Organ Class n¢ % (95% CI19) IR (95% CIY) n® % (95% CI19) IR (95% CI)
Preferred Term (/100 PY®) (/100 PY®)

RESPIRATORY, THORACIC 0 0.0(0.0,0.2) 0.0 (0.0,0.5) 1 0.1(0.0,0.6) 0.3 (0.0, 1.5)
AND MEDIASTINAL
DISORDERS

Bronchial hyperreactivity 0 0.0(0.0,0.2) 0.0 (0.0,0.5) 1 0.1(0.0,0.6) 0.3 (0.0, 1.5)

Note: MedDRA (v25.0) coding dictionary applied.

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

b. TE =total exposure time in 100 person-years (PY) across all participants in the specified group. Exposure time for a
participant is the time from

dose 1 through unblinding or cutoff date. This value is the denominator for the incidence rate (IR) calculation.

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

d. 2-Sided CI based on Clopper-Pearson.

e. IR s calculated as number of participants reporting the event/total exposure time in 100 PY across all participants in
the specified group.

f.  2-Sided CI based on Poisson distribution.
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522.1.7. ZOMOEBELFEESR (2~5 mAilE, 5 2/3 HE)
BICEETREAFEER

F—EHy FFT7H (202244 A 29 H) £ TIZ2~5 AR OERMBICIBNT, Ok, DE
K, ~OVBRE (F 72 3B, B ASRE) |, {RRY 7 F o L oBENEbAT 7 4
TX—ORET R oI, T—Hhy AT B E TICEENET — F _— AT HS W TERRRY
WCHEHTREFEFLLE LY UAEEB I CHRERDBE SN, 206 DOHFELITONTLL
TIZER LT,

U >/ EE

U L NHIEIX BNT162b2 OFEIRISTH Y, BATOERM SCEIZFEH L TV D, 1R BERES 3 [H
BEM% 1 » AREETOER T 7Rt I > )HifiElZ BNT162b2 #£C 1 41
(0.1%) s SNz, 77 B REECTIIRBB OMREIL 2 0o 72,

IHNETIZALNZY U NEUEORBMEE L Sl L G RIE#EEE) TR 2% ~5%Th D &
MB, ZOFEEE CTORBBEEIZITER TREEVDRRDO LN (5.2231H)

AR

AR 1X BNT162b2 BED 2 BlICHE Sz, W bLIERRT 7 F 85 & R ERBRO W EE
REERERLThHo7- (522.1.55H) o 1 FITIX2 B BEEME%Z 105 B BiIc2aME e L OTREM:
JERER N FEBLL, BRIZWTHOFEGELEE Lz, Blo 1§12 [BIHBERE% 11 B BICBRER
DFEBLL, [RAETE L,

MedDRA ZHERFE (SMQ) % F\ 7= 5

BNT162b2 DiEDOAGRHGE TO FDA 22 HOME (FRIICHER T REFERHRGICEAL O (1
F3%, MedDRA HE#aRFEN (SMQ) o T /EyhE) ,  [REEhge) , TRt | [HisE)

DEBUE] , TRME=a—uRF—) BLO TER] Z2HWCZeT —% 25 LT,
N0 hihE , TRt —a T — BLO TIER] IS T A8 EFRITR
DO T, TOM, EEREERR (Thbb, T—2Fy M4 7 HETICARERICE
WTHRE Do ToEG) & LT, M/MWas S, MARZERIE F 72 13 & NEEE 5, A
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MedDRA SMQ T &v#E] ,  HEEBUE] , [BEHEiK] BLO ) (4T o EFRS %
Table 47 (Z7x L, PLFIZERK Lz, SMQ Z HW=d-iilzix, 1 e BAEEfENS 3 [ HEEfEE 1 »
AREECOEMRT 7 7 Rt oFERERST —% (522.1321H) ZHW\=,

N =REEE i S ] S

MAEFE (SMQ) OREBIBEE L BNT162b2 B (0.4%) & 778 AREE (04%) THREETH-
7=o F77, BEUE (SMQ) DORIBUMEEILT T v AREE (04%) LV & BNTI62b2 B (0.9%) T
Mol-, ZHHO 9 H BNTI62b2 #EFEZ I A SN FRICHOWTLLFICERN LT,

FIZIL BNT162b2 OEISIETH Y, BUATOWRM SCEIZFEEHEH L TV D, 2~5 AR OFlnE % it
41 & L72 MedDRA SMQ % H W =3Il 38U THRIB DR B E |1 L <, £/, 77 &Rk
(0.1%) X v & BNT162b2 £t (0.4%) ThHTNTEMN -T2, BNT162b2 BBV TIHIE (7 #)
\ZE DT EGUTEGNI RS, B2, RS, BOREZBIREZE T, Z0H b 26 (85
FLBEVER ) I XIEBRH Y EMIC L VIRBR Y 7 F U8R & OBER B D LT S, 1EBRY 2
F B L B OB D RIBIE, WE, B E IS, BEEAITUE (EERBXOF
), ERE, ErEEESTHY, BRE% 1~7 HEICHEB L, RKEoBARE)NS 2 HEL
WIZEE LT,

1 FloFE (M, LM OE) L2 B EEME% 7 A BICRBLL, B85 2 BLRNICEE
L7z, ZO%B1X, P8 LERABLIONUER (S 01EEm) (WInbigky 7 5 B
CBEHEOLIEERAERS) LEEL TV (522121, 5221.5MH) . I OB I
LCRZE (M, WER) N LZ0OT, ZBlE LTUL, 1E6B0 X520 A )L AMERESB O]
REMEDLEZ 2 b (RBKEEE R

Z DEEEE D FIE OFRHEIE, 5L EOFE IR D BV BEM O RS & ERREIEEL L Tz
(52231H) .

Z D SMQ IZBWT, BNTI62b2 BEICHIE SN -ZOMOAERSRIT, SERE (6 #) , #EilRk
&g Qp) , T REe—tEEER Qpl) , W (16D, REBEER Q6 , 7 L—Eg
W QE) , TLAF—PaR Q) Tholl, Z0OL, FHRE 4BINIRRY 7 T oHERE L
BN H 5 LTS, TROLAMNIIRIRY 7 F o L ORBEBERITEE Sz,

ESJRIDS

BNT162b2 B 1 ] ([ ik, AN, FEe A=y JIET TV RRIE) (AR O—iE
PEDWEMESE (FPREEE) A Sz, VBRI 2 Bl H#fE% 10 B BICHELL, BN H 9 HEL
PICIEE L7z, (RBRESERNIIERY 7 F 8 L ORRMRZGE LIz, I OFERE T3
ICEEFEQIIRDONT, MO T 7 F o OERITRNoT2, 1BRY 7 F 33~ Tk Bilc B
@énfmto

JEiE (SMQ) DIEBSHE L BNTI62b2 B & 77 B ARBETRHRI U (0.2%) THh-o7=, BNT162b2 Af
TlE, TAAERIREE (1 FHEFER 18 H BIZHB) 2 1 FIcHE S, 2 OWRE IR
JBE & U CIRBIERYE 21 e & T DR IEL A LT\ e, TADLAERKEBIZIGRY 7 758
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(522.1.6 ) , F£7-, BNTI62b2 #ETlE, EELRAFFLTHDL TANA (2 [0 H % 48 H
FICHE) A3 141, BWhrcsEns 2 4] (1 F0E 1 [l H B8R 21 H BICRE L EE R FERS,
BIO 1 FIE 2 Bl H BEfE% 43 B BICRBL L -EEERAHEFSR) ([cliEIhiz, WIh bk
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HIZH R LT,

PFIZER CONFIDENTIAL
Page 148



aAIFTaHE MR (6 4 H~45%)

2.5 BRARICBES 2 SR E

Table 47.  Selected Standardised MedDRA Queries From Dose 1 to 1 Month After Dose 3 — 2 to <5 Years of Age — Phase 2/3 — Blinded
Placebo-Controlled Follow-Up Period — Safety Population

Vaccine Group (as Administered)

BNT162b2 (3 png) Placebo
(N*=1835) (N*=915)
SMQ Overall SMQ n® (%) n® (%)
System Organ Class
Preferred Term
Participants with any unsolicited adverse events within SMQ 27 (1.47) 9 (0.98)
Angioedema (SMQ) Any unsolicited adverse events within Angioedema (SMQ) 7 (0.38) 4(0.44)
Eye disorders 1 (0.05) 0
Swelling of eyelid 1 (0.05) 0
General disorders and administration site conditions 0 1(0.11)
Swelling face 0 1(0.11)
Skin and subcutaneous tissue disorders 6(0.33) 3(0.33)
Urticaria 6(0.33) 3(0.33)
Arthritis (SMQ) Any unsolicited adverse events within Arthritis (SMQ) 1 (0.05) 0
Musculoskeletal and connective tissue disorders 1 (0.05) 0
Synovitis 1 (0.05) 0
Convulsions (SMQ) Any unsolicited adverse events within Convulsions (SMQ) 4(0.22) 2(0.22)
Nervous system disorders 4(0.22) 2(0.22)
Epilepsy 1 (0.05) 1(0.11)
Febrile convulsion 2 (0.11) 1(0.11)
Status epilepticus 1 (0.05) 0
Demyelination (SMQ) Any unsolicited adverse events within Demyelination (SMQ) 0 0
Hypersensitivity (SMQ) Any unsolicited adverse events within Hypersensitivity (SMQ) 16 (0.87) 4(0.44)
General disorders and administration site conditions 1 (0.05) 0
Injection site rash 1 (0.05) 0
Immune system disorders 0 1(0.11)
Hypersensitivity 0 1(0.11)
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Table 47.  Selected Standardised MedDRA Queries From Dose 1 to 1 Month After Dose 3 — 2 to <5 Years of Age — Phase 2/3 — Blinded
Placebo-Controlled Follow-Up Period — Safety Population

Vaccine Group (as Administered)

BNT162b2 (3 png) Placebo
(N*=1835) (N*=915)
SMQ Overall SMQ n® (%) n® (%)
System Organ Class
Preferred Term
Respiratory, thoracic and mediastinal disorders 4(0.22) 1(0.11)
Allergic cough 2 (0.11) 0
Rhinitis allergic 2(0.11) 1(0.11)
Skin and subcutaneous tissue disorders 11 (0.60) 2(0.22)
Dermatitis 0 1(0.11)
Dermatitis atopic 2(0.11) 0
Dermatitis contact 2(0.11) 0
Eczema 1 (0.05) 0
Rash 4(0.22) 0
Rash erythematous 1 (0.05) 0
Rash macular 0 1(0.11)
Rash maculo-papular 1 (0.05) 0
Peripheral neuropathy (SMQ) Any unsolicited adverse events within Peripheral neuropathy (SMQ) 0 0
Vasculitis (SMQ) Any unsolicited adverse events within Vasculitis (SMQ) 0 0

Abbreviation: SMQ = standardised MedDRA query.

Note: MedDRA (v25.0) 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 category. For "any unsolicited adverse events within SMQ," n = the number of participants
reporting at least 1 occurrence of any unsolicited adverse events within SMQ.

PFIZER CONFIDENTIAL SDTM Creation: 12MAY2022 (08:22) Source Data: adae Table Generation: 14MAY?2022 (09:30)

(Cutoff Date: 29APR2022, Snapshot Date: 11MAY2022) Output File: ./nda2_ubped/C4591007_6M_LT5Y_SAF IMM_EUA MAY2022/adac_smq p5_saf

PFIZER CONFIDENTIAL
Page 150



a3 FTraiE DNERE (6 5 A~45%)
2.5 ERRIZBAJ A SR

5.2.2.2.6 » HE~2 AR (58 2/3 f8%5%)
5.2.2.2.1. ZEMER O (6 » Hlv~2 oK, %5 2/3 FHED)

MR (23, 6 » Hl~2 moRlm) 1% 1776 BT, BERERERI O NERITEIR L 2:1 2 B
L BNT162b2 #1178 f5il, 7 Z v REE 598 Bl Tdh o 7=, ZRMEMD D ORI v o T2,
F72, ZOHEMNT HIV BBEE XV 25 o 7= (Table 48)

Table 48.  Safety Population — Phase 2/3 — 6 Months to <2 Years of Age

Vaccine Group (as Administered)

BNT162b2 (3 pg) Placebo Total
n? n* n* (%)
Randomized® 1776
Vaccinated 1178 598 1776 (100.0)
Safety population 1178 598 1776 (100.0)
HIV-positive 0 0 0
Excluded from safety population 0

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.
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Table 49.  Follow-Up Time After Dose 2 or Dose 3 — Phase 2/3 — 6 Months to <2 Years of Age —
Safety Population

Vaccine Group (as Administered)

BNT162b2 (3 png) Placebo Total
n* (%) n?* (%) n?* (%)
Original blinded placebo-controlled follow-up period
Time from Dose 2 to Dose 3 or cutoff date
Nb 1166 596 1762
<1 Month 68 (5.8) 36 (6.0) 104 (5.9)
>1 -<2 Months 51 (4.4) 27 (4.5) 78 (4.4)
>2 -<3 Months 160 (13.7) 77 (12.9) 237 (13.5)
>3 -<4 Months 86 (7.4) 50 (8.4) 136 (7.7)
>4 -<5 Months 102 (8.7) 42 (7.0) 144 (8.2)
>5 -<6 Months 63 (5.4) 39 (6.5) 102 (5.8)
>6 -<7 Months 615 (52.7) 317 (53.2) 932 (52.9)
>7 -<8 Months 18 (1.5) 6 (1.0) 24 (1.4)
>8 -<9 Months 3(0.3) 1(0.2) 4(0.2)
>10 Months 0 1(0.2) 1(0.1)
Mean (SD) 4.8 (1.96) 4.8 (1.98) 4.8(1.97)
Median 6.3 6.3 6.3
Min, max (0.2, 8.6) (0.1, 10.4) (0.1, 10.4)
Time from Dose 3 to cutoff date
Ne¢ 386 184 570
<1 Month 64 (16.6) 29 (15.8) 93 (16.3)
>1-<2 Months 196 (50.8) 100 (54.3) 296 (51.9)
>2-<3 Months 86 (22.3) 36 (19.6) 122 (21.4)
>3 Months 40 (10.4) 19 (10.3) 59 (10.4)
Mean (SD) 1.6 (0.87) 1.6 (0.82) 1.6 (0.85)
Median 1.3 1.3 1.3
Min, max (0.0,3.2) (0.0,3.2) (0.0,3.2)
Blinded and open-label period
Time from Dose 2 to Dose 3 or cutoff date
NP 1167 596 1763
<1 Month 67 (5.7) 36 (6.0) 103 (5.8)
>1 -<2 Months 51 (4.4) 27 (4.5) 78 (4.4)
>2 -<3 Months 160 (13.7) 77 (12.9) 237 (13.4)
>3 -<4 Months 85(7.3) 50 (8.4) 135 (7.7)
>4 -<5 Months 102 (8.7) 41(6.9) 143 (8.1)
>5 -<6 Months 63 (5.4) 39 (6.5) 102 (5.8)
>6 -<7 Months 249 (21.3) 276 (46.3) 525 (29.8)
>7 -<8 Months 158 (13.5) 34 (5.7) 192 (10.9)
>8 -<9 Months 152 (13.0) 10 (1.7) 162 (9.2)
>9 -<10 Months 33(2.8) 4(0.7) 37 (2.1)
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Table 49.  Follow-Up Time After Dose 2 or Dose 3 — Phase 2/3 — 6 Months to <2 Years of Age —

Safety Population
Vaccine Group (as Administered)
BNT162b2 (3 png) Placebo Total
n* (%) n* (%) n* (%)
>10 Months 47 (4.0) 2(0.3) 49 (2.8)
Mean (SD) 5.5 (2.66) 5.0(2.14) 5.4 (2.51)
Median 6.3 6.3 6.3
Min, max (0.2, 10.4) (0.1, 10.4) (0.1, 10.4)
Time from Dose 3 to cutoff date

Ne¢ 758 184 942
<1 Month 101 (13.3) 28 (15.2) 129 (13.7)
>1-<2 Months 196 (25.9) 88 (47.8) 284 (30.1)
>2-<3 Months 388 (51.2) 46 (25.0) 434 (46.1)
>3 Months 73 (9.6) 22 (12.0) 95 (10.1)
Mean (SD) 2.1(0.83) 1.7 (0.85) 2.0 (0.85)
Median 2.2 1.5 2.1
Min, max (0.0, 3.2) (0.0, 3.2) (0.0, 3.2)

Note: “Original blinded placebo-controlled follow-up period” is defined as period from the first dose of study vaccination
to before the participant was unblinded. If the unblinding date is missing, consider the cutoff date as the period end date.

“Blinded and open-label period” is defined as the period from the first dose of study vaccination to the cutoff date
(original BNT162b2 group) or before the first dose of open-label BNT162b2 (original placebo group).

If the date of open-label BNT162b2 is missing for original placebo group, consider the cutoff date as the period end
date.

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

b. N =number of participants who received Dose 2 in the specified group, or the total sample. These values are the
denominators for the percentage and summary statistics calculations

c. N =number of participants who received Dose 3 in the specified group, or the total sample. These values are the
denominators for the percentage and summary statistics calculations.
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Table 50.  Disposition of All Randomized Participants Prior to Unblinding — Phase 2/3 — 6
Months to <2 Years of Age
Vaccine Group (as Randomized)
BNT162b2 (3 png) Placebo Total
n?* (%) n* (%) n? (%)
Randomized® 1178 (100.0) 598 (100.0) 1776 (100.0)
Not vaccinated 0 0 0
Vaccinated 1178 (100.0) 598 (100.0) 1776 (100.0)
Dose 1 1178 (100.0) 598 (100.0) 1776 (100.0)
Dose 2 1166 (99.0) 596 (99.7) 1762 (99.2)
Dose 3 386 (32.8) 184 (30.8) 570 (32.1)
Completed 1-month post-Dose 2 visit (vaccination period) 1165 (98.9) 596 (99.7) 1761 (99.2)
Completed 1-month post—Dose 3 visit (vaccination period) 262 (22.2) 179 (29.9) 441 (24.8)
Discontinued from vaccination period but continued in the study 1(0.1) 0 1(0.1)
Discontinued after Dose 1 and before Dose 2 1(0.1) 0 1(0.1)
Discontinued after Dose 2 and before 1-month post-Dose 2 visit 0 0 0
Discontinued after Dose 3 and before 1-month post—Dose 3 visit 0 0 0
Reason for discontinuation from vaccination period
Adverse event 1(0.1) 0 1(0.1)
Withdrawn from study 9 (0.8) 4(0.7) 13 (0.7)
Withdrawn after Dose 1 and before Dose 2 5(0.4) 0 5(0.3)
Withdrawn after Dose 2 and before 1-month post—Dose 2 visit 0 0 0
Withdrawn on or after 1-month post-Dose 2 visit and before Dose 3(0.3) 3(0.5) 6 (0.3)
3
Withdrawn after Dose 3 and before 1-month post-Dose 3 visit 0 0 0
Withdrawn on or after 1-month post-Dose 3 visit 1(0.1) 1(0.2) 2(0.1)
Reason for withdrawal from study
Adverse event 1(0.1) 0 1(0.1)
Lost to follow-up 1(0.1) 0 1(0.1)
Withdrawal by participant 2(0.2) 0 2(0.1)
Withdrawal by parent/guardian 5(0.4) 4 (0.7) 9(0.5)

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

b. These values are the denominators for the percentage calculations.
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TRBRSEH G D OFE Rl BNT162b2 B 22 5] (1.9%) , 77 EAREE8 6 (1.3%) (2
HE N7z, BNT162b2 BEO ERRBUTIERY 7 F B 17 6] (1.4%) [ 7 BREE 4 4l
(0.7%) ] Thote, IBEBRY 7 F U BEE OB L LT, HEEE, Wy s FrUsov s
TR L B L7 IRER T 7 T B O ELYE) D O, AU (BNT162b2 (38
AR B L OFIRBMLETH LN T TR TIEEFNOITIARETH D) NG Shi-,

522213. Y 7 F U BXOEERMR (6 » Aki~2 AW, 25 2/3H55)

TEBRPHAAEEIC BNT162b2 HEIZEI D 11T Hiv7-gks (1178 41)) 2B\ T, ¥—X v A7 H
FESCHEI D M £ 0 12 BNT162b2 O 2 52 1 7295 F OEI& 1%, 1B BRI T 100%, 2 ([
HEEREC 99.1%B L O3 R H T 64.3% CToh > 7= (Table 51)

TRBRBALAIRE IS 7" 7 B ARBEICEI O AT G- E (598 ) Ik T, EVfHT EBVICEMRT

T 72RO EZ T T-5RE OFIAIE, 1B HERE T 100%, 2 8] BT 99.7%B L3

Bl H BT 30.8% CTh o 7o, IRBRFEMEIEEICH] > TEMRZMIR L, 23 (BNTI162b2) HifEIZ

B ULTHERE IR LT, T —% By A7 HIREAT, BNT162b2 @ 1 [B] H B2REIT 344 fi
(57.5%) , 2 I8l HEEREIL 296 5] (49.5%) , 3 [BIHEERT 77 61 (12.9%) 24Tz,

BB E DRERSY (BNT162b2 BE 87.7%, 7T B AREE 88.1%) | XI1ABREMFHE EDHLEN ORI
(1 v H 2% 19~23 H) T2 REIHBEMAZST 7=, 3 [0 BB EmHHETIX 2 B H#
Tt &b 8 TS S Z & LHE LTV =2y, 2 B B8 8~12 T 3 [B] B #ff 4
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Table 51.  Vaccine as Administered — Phase 2/3 — 6 Months to <2 Years of Age — All Randomized

Participants
Vaccine Group (as Randomized)
BNT162b2 (3 pg) Placebo
(N*=1178) (N*=598)
Vaccine (as Administered) n® (%) n® (%)
Original placebo-controlled period
Vaccinated 1178 (100.0) 598 (100.0)
Dose 1
BNT162b2 (3 ng) 1178 (100.0) 0
Placebo 0 598 (100.0)
Dose 2
BNT162b2 (3 pg) 1167 (99.1) 0
Placebo 0 596 (99.7)
Dose 3
BNT162b2 (3 ng) 758 (64.3) 0
Placebo 0 184 (30.8)
Open-label BNT162b2 vaccination for original placebo recipients
First crossover dose
BNTI162b2 (3 png) 344 (57.5)
Second crossover dose
BNT162b2 (3 pg) 296 (49.5)
Third crossover dose
BNT162b2 (3 pg) 77 (12.9)

a. N =number of participants in the specified group. This value is the denominator for the percentage calculations.
b. n=Number of participants with the specified characteristic.
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Table 52. Demographic Characteristics — Phase 2/3 — 6 Months to <2 Years of Age — Safety
Population
Vaccine Group (as Administered)
BNT162b2 (3 pg) Placebo Total
(\N*=1178) (N*=598) (N*=1776)
n® (%) n® (%) n® (%)
Sex
Male 589 (50.0) 291 (48.7) 880 (49.5)
Female 589 (50.0) 307 (51.3) 896 (50.5)
Race
White 922 (78.3) 480 (80.3) 1402 (78.9)
Black or African American 42 (3.6) 24 (4.0) 66 (3.7)
American Indian or Alaska Native 3(0.3) 1(0.2) 4(0.2)
Asian 91 (7.7) 40 (6.7) 131 (7.4)
Multiracial 117 (9.9) 49 (8.2) 166 (9.3)
Not reported 3(0.3) 4(0.7) 7(0.4)
Ethnicity
Hispanic/Latino 161 (13.7) 64 (10.7) 225 (12.7)
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Table 52.

Demographic Characteristics — Phase 2/3 — 6 Months to <2 Years of Age — Safety

Population

Vaccine Group (as Administered)

BNT162b2 (3 png) Placebo Total
(N*=1178) (N*=598) (N*=1776)
n® (%) n® (%) n® (%)
Non-Hispanic/Non-Latino 1014 (86.1) 530 (88.6) 1544 (86.9)
Not reported 3(0.3) 4(0.7) 7(0.4)
Country
Brazil 0 2(0.3) 2(0.1)
Finland 54 (4.6) 26 (4.3) 80 (4.5)
Poland 125 (10.6) 63 (10.5) 188 (10.6)
Spain 42 (3.6) 22 (3.7) 64 (3.6)
USA 957 (81.2) 485 (81.1) 1442 (81.2)
Age at vaccination (months)
Mean (SD) 15.2 (4.97) 15.4 (5.006) 15.3 (5.00)
Median 16.0 16.0 16.0
Min, max (6, 23) (6, 23) (6, 23)
Baseline SARS-CoV-2 status
Positive® 89 (7.6) 44 (7.4) 133 (7.5)
Negative! 1078 (91.5) 541 (90.5) 1619 (91.2)
Missing 11 (0.9) 13 (2.2) 24 (1.4)
Comorbidities®
Yes 50 (4.2) 34 (5.7) 84 (4.7)
No 1128 (95.8) 564 (94.3) 1692 (95.3)

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

d. Negative N-binding antibody result at Visit 1, negative NAAT result at Visit 1, and no medical history of COVID-19.
e.  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 1 of the prespecified comorbidities based on MMWR Morb Mortal Wkly

Rep.2020;69(32):1081-8.
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Figure 16. Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Phase 2/3 — Blinded Placebo-
Controlled Follow-Up Period — 6 Months to <2 Years of Age — Safety Population
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Figure 17. Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Phase 2/3 — Blinded Placebo-

Controlled Follow-Up Period — 6 Months to <2 Years of Age — Safety Population
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Table 5S3.  Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3 — Phase 2/3 — Blinded Placebo-Controlled Follow-Up Period — 6
Months to <2 Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 (3 pg) Placebo
(\N*=1178) (N?=598)
Adverse Event n® (%) n® (%)
Any adverse event 355 (30.1) 162 (27.1)
Related® 55(4.7) 21 (3.5)
Severe 12 (1.0) 10 (1.7)
Life-threatening 0 1(0.2)
Any serious adverse event 17 (1.4) 14 (2.3)
Related® 0 1(0.2)
Severe 8(0.7) 9(1.5)
Life-threatening 0 1(0.2)
Any nonserious adverse event 343 (29.1) 157 (26.3)
Related® 55(4.7) 20 (3.3)
Severe 5(0.4) 1(0.2)
Life-threatening 0 0
Any adverse event leading to withdrawal 3(0.3) 0
Related® 3(0.3) 0
Serious 0 0
Severe 1(0.1) 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 the study intervention.
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Table 54. Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3, by System Organ Class and Preferred Term — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — 6 Months to <2 Years of Age — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (3 png) Placebo
(N*=1178) (N*=598)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Any adverse event 355(30.1) (27.5,32.8) 162(27.1) (23.6,30.8)
Blood and lymphatic system disorders 7 (0.6) (0.2,1.2) 0 (0.0, 0.6)
Iron deficiency anaemia 3(0.3) (0.1,0.7) 0 (0.0, 0.6)
Lymphadenopathy 2(0.2) (0.0, 0.6) 0 (0.0, 0.6)
Leukopenia 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Neutropenia 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Pancytopenia 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Thrombocytopenia 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Congenital, familial and genetic disorders 1(0.1) (0.0, 0.5) 1(0.2) (0.0, 0.9)
Dermoid cyst 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Familial mediterranean fever 0 (0.0, 0.3) 1(0.2) (0.0, 0.9)
Ear and labyrinth disorders 2(0.2) (0.0, 0.6) 5(0.8) (0.3, 1.9)
Ear pain 0 (0.0, 0.3) 2(0.3) (0.0, 1.2)
Ear inflammation 0 (0.0,0.3) 1(0.2) (0.0,0.9)
Eustachian tube dysfunction 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Otorrhoea 0 (0.0, 0.3) 1(0.2) (0.0, 0.9)
Tympanic membrane perforation 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Vertigo 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Eye disorders 1(0.1) (0.0, 0.5) 1(0.2) (0.0,0.9)
Eye swelling 0 (0.0,0.3) 1(0.2) (0.0,0.9)
Swelling of eyelid 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Gastrointestinal disorders 105 (8.9) (7.3, 10.7) 52 (8.7) (6.6,11.2)
Vomiting 47 (4.0) 2.9,5.3) 29 (4.8) (3.3,6.9)
Diarrhoea 39 (3.3) (2.4,4.5) 17 (2.8) (1.7,4.5)
Teething 12 (1.0) (0.5, 1.8) 8(1.3) (0.6, 2.6)
Dyspepsia 3(0.3) (0.1,0.7) 1(0.2) (0.0,0.9)
Constipation 3(0.3) (0.1, 0.7) 0 (0.0, 0.6)
Faeces discoloured 1(0.1) (0.0, 0.5) 1(0.2) (0.0,0.9)
Abdominal pain 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Abdominal pain upper 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Anal erythema 0 (0.0,0.3) 1(0.2) (0.0,0.9)
Bowel movement irregularity 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Inguinal hernia 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Oral mucosal eruption 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Stomatitis 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Toothache 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
General disorders and administration site conditions 67 (5.7) 4.4,7.2) 33(5.5) (3.8,7.7)
Pyrexia 54 (4.6) (3.5,5.9) 28 (4.7) (3.1,6.7)
Fatigue 8(0.7) (0.3, 1.3) 2(0.3) (0.0, 1.2)
Injection site erythema 9 (0.8) 0.3, 1.4) 1(0.2) (0.0, 0.9)
Injection site pain 1(0.1) (0.0, 0.5) 1(0.2) (0.0, 0.9)
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Table 54. Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3, by System Organ Class and Preferred Term — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — 6 Months to <2 Years of Age — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (3 png) Placebo
(N*=1178) (N*=598)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Adverse food reaction 0 (0.0, 0.3) 1(0.2) (0.0, 0.9)
Chills 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Gait disturbance 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Injection site haemorrhage 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Injection site swelling 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Injection site warmth 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Irritability postvaccinal 0 (0.0,0.3) 1(0.2) (0.0,0.9)
Vessel puncture site rash 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Immune system disorders 7 (0.6) (0.2,1.2) 3(0.5) (0.1, 1.5)
Seasonal allergy 2(0.2) (0.0, 0.6) 1(0.2) (0.0,0.9)
Anaphylactic reaction 1(0.1) (0.0, 0.5) 1(0.2) (0.0,0.9)
Allergy to arthropod sting 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Drug hypersensitivity 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Food allergy 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Hypersensitivity 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Serum sickness 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Infections and infestations 116 (9.8) 8.2,11.7) 58 (9.7) (7.4,12.4)
Otitis media 19 (1.6) (1.0, 2.5) 13(2.2) 1.2,3.7)
Hand-foot-and-mouth disease 18 (1.5) 0.9,2.4) 13 (2.2) (1.2,3.7)
Ear infection 12 (1.0) (0.5, 1.8) 8(1.3) (0.6, 2.6)
Rhinitis 10 (0.8) (0.4, 1.6) 5(0.8) (0.3, 1.9)
Conjunctivitis 11 (0.9) (0.5, 1.7) 2(0.3) (0.0, 1.2)
Otitis media acute 6 (0.5) (0.2,1.1) 3(0.5) (0.1, 1.5)
Upper respiratory tract infection 3(0.3) (0.1,0.7) 3(0.5) (0.1, 1.5)
Gastroenteritis 5(0.4) (0.1, 1.0) 0 (0.0, 0.6)
Respiratory syncytial virus bronchiolitis 4(0.3) (0.1,0.9) 1(0.2) (0.0,0.9)
Fungal skin infection 4(0.3) (0.1,0.9) 0 (0.0, 0.6)
Sinusitis 2(0.2) (0.0, 0.6) 2(0.3) (0.0, 1.2)
Gastroenteritis viral 3(0.3) (0.1,0.7) 0 (0.0, 0.6)
Impetigo 3(0.3) (0.1,0.7) 0 (0.0, 0.6)
Nasopharyngitis 2(0.2) (0.0, 0.6) 1(0.2) (0.0,0.9)
Urinary tract infection 2(0.2) (0.0, 0.6) 1(0.2) (0.0, 0.9)
Viral upper respiratory tract infection 3(0.3) (0.1,0.7) 0 (0.0, 0.6)
Bronchiolitis 0 (0.0, 0.3) 2(0.3) (0.0, 1.2)
Gastroenteritis rotavirus 1(0.1) (0.0, 0.5) 1(0.2) (0.0, 0.9)
Genital candidiasis 1(0.1) (0.0, 0.5) 1(0.2) (0.0,0.9)
Hordeolum 0 (0.0, 0.3) 2(0.3) (0.0, 1.2)
Oral herpes 2(0.2) (0.0, 0.6) 0 (0.0, 0.6)
Otitis media chronic 1(0.1) (0.0, 0.5) 1(0.2) (0.0,0.9)
Pneumonia 2(0.2) (0.0, 0.6) 0 (0.0, 0.6)
Roseola 1(0.1) (0.0, 0.5) 1(0.2) (0.0,0.9)
Viral infection 0 (0.0, 0.3) 2(0.3) (0.0, 1.2)
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Table 54. Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3, by System Organ Class and Preferred Term — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — 6 Months to <2 Years of Age — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (3 png) Placebo
(N*=1178) (N*=598)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Anal abscess 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Body tinea 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Boston exanthema 0 (0.0, 0.3) 1(0.2) (0.0, 0.9)
Cellulitis 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Coxsackie viral infection 0 (0.0, 0.3) 1(0.2) (0.0, 0.9)
Enterobiasis 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Enterovirus infection 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Erythema infectiosum 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Exanthema subitum 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Furuncle 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Gastroenteritis norovirus 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Large intestine infection 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Lower respiratory tract infection 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Lower respiratory tract infection viral 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Mastoiditis 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Metapneumovirus infection 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Molluscum contagiosum 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Oral candidiasis 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Penile infection 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Pharyngitis streptococcal 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Respiratory syncytial virus infection 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Rhinovirus infection 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Staphylococcal skin infection 0 (0.0, 0.3) 1(0.2) (0.0, 0.9)
Subcutaneous abscess 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Tinea infection 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Tinea versicolour 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Tonsillitis 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Viral rash 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Injury, poisoning and procedural complications 22 (1.9) (1.2,2.8) 15 (2.5) (1.4,4.1)
Fall 5(0.4) (0.1, 1.0) 4(0.7) 0.2,1.7)
Head injury 1(0.1) (0.0, 0.5) 4(0.7) 0.2,1.7)
Thermal burn 3(0.3) (0.1,0.7) 1(0.2) (0.0,0.9)
Limb injury 2(0.2) (0.0, 0.6) 1(0.2) (0.0,0.9)
Skin laceration 3(0.3) (0.1,0.7) 0 (0.0, 0.6)
Upper limb fracture 1(0.1) (0.0, 0.5) 1(0.2) (0.0,0.9)
Accidental overdose 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Animal bite 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Animal scratch 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Arthropod bite 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Burns second degree 0 (0.0, 0.3) 1(0.2) (0.0, 0.9)
Contusion 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Craniocerebral injury 0 (0.0, 0.3) 1(0.2) (0.0, 0.9)
PFIZER CONFIDENTIAL

Page 171



a3 FTraiE DNERE (6 5 A~45%)
2.5 ERIRIZBA 7 A SRR

Table 54. Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3, by System Organ Class and Preferred Term — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — 6 Months to <2 Years of Age — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (3 png) Placebo
(N*=1178) (N*=598)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Environmental exposure 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Exposure to lead 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Eye abrasion 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Femur fracture 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Foreign body ingestion 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Joint dislocation 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Ligament sprain 0 (0.0,0.3) 1(0.2) (0.0,0.9)
Lip injury 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Periorbital haematoma 0 (0.0,0.3) 1(0.2) (0.0,0.9)
Post procedural discomfort 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Radial head dislocation 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Scratch 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Skin abrasion 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Tibia fracture 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Wound 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Investigations 1(0.1) (0.0, 0.5) 3(0.5) (0.1, 1.5)
Body temperature increased 0 (0.0, 0.3) 3(0.5) (0.1, 1.5)
Electrocardiogram abnormal 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Metabolism and nutrition disorders 7 (0.6) 0.2, 1.2) 3(0.5) (0.1, 1.5)
Decreased appetite 4(0.3) (0.1,0.9) 1(0.2) (0.0,0.9)
Feeding disorder 2(0.2) (0.0, 0.6) 0 (0.0, 0.6)
Feeding intolerance 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Hypoglycaemia 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Lactose intolerance 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Musculoskeletal and connective tissue disorders 1(0.1) (0.0, 0.5) 1(0.2) (0.0,0.9)
Hypermobility syndrome 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Muscular weakness 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Neoplasms benign, malignant and unspecified (incl cysts and 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
polyps)
Haemangioma of breast 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Nervous system disorders 14 (1.2) (0.7, 2.0) 3(0.5) (0.1, 1.5)
Somnolence 5(0.4) (0.1, 1.0) 1(0.2) (0.0, 0.9)
Seizure 2(0.2) (0.0, 0.6) 1(0.2) (0.0,0.9)
Febrile convulsion 2(0.2) (0.0, 0.6) 0 (0.0, 0.6)
Headache 2(0.2) (0.0, 0.6) 0 (0.0, 0.6)
Lethargy 1(0.1) (0.0, 0.5) 1(0.2) (0.0,0.9)
Hypoglossal nerve disorder 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Hypotonia 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Product issues 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Device dislocation 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Psychiatric disorders 17 (1.4) (0.8,2.3) 5(0.8) (0.3, 1.9)
Irritability 16 (1.4) (0.8,2.2) 5(0.8) (0.3,1.9)
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Table 54. Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3, by System Organ Class and Preferred Term — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — 6 Months to <2 Years of Age — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (3 png) Placebo
(N*=1178) (N*=598)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Staring 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Renal and urinary disorders 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Pollakiuria 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Reproductive system and breast disorders 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Balanoposthitis 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Respiratory, thoracic and mediastinal disorders 59 (5.0) (3.8,6.4) 21(3.5) (2.2,5.3)
Rhinorrhoea 26 (2.2) (1.4,3.2) 10 (1.7) (0.8,3.1)
Cough 19 (1.6) (1.0, 2.5) 6 (1.0) 0.4,2.2)
Nasal congestion 12 (1.0) (0.5, 1.8) 3(0.5) (0.1, 1.5)
Sneezing 2(0.2) (0.0, 0.6) 1(0.2) (0.0,0.9)
Asthma 2(0.2) (0.0, 0.6) 0 (0.0, 0.6)
Bronchial hyperreactivity 0 (0.0, 0.3) 1(0.2) (0.0, 0.9)
Childhood asthma 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Choking 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Dysphonia 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Pneumomediastinum 0 (0.0, 0.3) 1(0.2) (0.0, 0.9)
Respiratory distress 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Tonsillar hypertrophy 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Upper-airway cough syndrome 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Skin and subcutaneous tissue disorders 35(3.0) (2.1,4.1) 17 (2.8) (1.7, 4.5)
Rash 8(0.7) (0.3, 1.3) 3(0.5) (0.1, 1.5)
Urticaria 8(0.7) (0.3, 1.3) 3(0.5) (0.1, 1.5)
Eczema 5(0.4) (0.1, 1.0) 4(0.7) 0.2, 1.7)
Dermatitis diaper 3(0.3) (0.1,0.7) 3(0.5) 0.1, 1.5)
Rash macular 1(0.1) (0.0, 0.5) 2(0.3) (0.0, 1.2)
Rash maculo-papular 2(0.2) (0.0, 0.6) 1(0.2) (0.0, 0.9)
Rash papular 1(0.1) (0.0, 0.5) 2(0.3) (0.0, 1.2)
Alopecia 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Dermatitis 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Dermatitis atopic 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Dermatitis contact 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Drug eruption 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Ecchymosis 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Erythema 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Petechiae 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Rash erythematous 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
Rash pruritic 0 (0.0,0.3) 1(0.2) (0.0,0.9)
Vascular disorders 1(0.1) (0.0, 0.5) 4(0.7) 0.2,1.7)
Cyanosis 0 (0.0, 0.3) 3(0.5) (0.1, 1.5)
Flushing 0 (0.0, 0.3) 1(0.2) (0.0,0.9)
Haematoma 1(0.1) (0.0, 0.5) 0 (0.0, 0.6)
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Table 54. Number (%) of Participants Reporting at Least 1 Adverse Event From Dose 1 to 1
Month After Dose 3, by System Organ Class and Preferred Term — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — 6 Months to <2 Years of Age — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (3 png) Placebo
(N*=1178) (N?=598)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)

Preferred Term

Note: MedDRA (v25.0) 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: 12MAY2022 (08:22) Source Data: adae Table Generation: 12MAY2022
(22:25)
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Table 55. Number (%) and Incidence Rate of Participants Reporting at Least 1 Serious Adverse
Event From Dose 1 Through Cutoff Date (29APR2022), by System Organ Class and
Preferred Term — Phase 2/3 — Blinded Placebo-Controlled Follow-Up Period — 6
Months to <2 Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 (3 pg) Placebo
(N*=1178, TEP=5.5) (N?*=598, TEP=2.8)
System Organ Class n® % (95% IR 95% CIY) n° % (95% IR (95% CIf)
Preferred Term C19) (/100 PY®) C19) (/100 PY®)

Any adverse event 17 1.4(0.8,2.3) 3.1 (1.8,49) 14 2.3(1.3,3.9) 5.0 (2.7,8.4)
GASTROINTESTINAL 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)
DISORDERS

Vomiting 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)
IMMUNE SYSTEM 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)
DISORDERS

Anaphylactic reaction 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)
INFECTIONS AND 13 1.1(0.6,1.9) 2.4 (1.3,40) 6 1.0(04,2.2) 2.1 (0.8,4.7)
INFESTATIONS

Anal abscess 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)

Bronchiolitis 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 2 0.3(0.0,1.2) 0.7 (0.1, 2.6)

Enterovirus infection 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)

Gastroenteritis 2 0.2(0.0,0.6) 0.4 (0.0,1.3) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)

Gastroenteritis norovirus 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)

Gastroenteritis rotavirus 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)

Gastroenteritis viral 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)

Large intestine infection 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)

Lower respiratory tract 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)
infection

Lower respiratory tract 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)
infection viral

Metapneumovirus infection 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)

Pneumonia 2 0.2(0.0,0.6) 0.4 (0.0,1.3) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)

Respiratory syncytial virus 4 0.3(0.1,0.9) 0.7 (0.2,1.9) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)
bronchiolitis

Respiratory syncytial virus 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)
infection

Rhinovirus infection 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)

Tonsillitis 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)

Viral infection 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)
INJURY, POISONING AND 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 3 0.5(0.1, 1.5) 1.1 (0.2,3.1)
PROCEDURAL
COMPLICATIONS

Accidental overdose 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)

Burns second degree 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)

Head injury 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)

Thermal burn 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)
METABOLISM AND 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 2 0.3(0.0,1.2) 0.7 (0.1, 2.6)

NUTRITION DISORDERS
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Table 55. Number (%) and Incidence Rate of Participants Reporting at Least 1 Serious Adverse
Event From Dose 1 Through Cutoff Date (29APR2022), by System Organ Class and
Preferred Term — Phase 2/3 — Blinded Placebo-Controlled Follow-Up Period — 6
Months to <2 Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 (3 pg) Placebo
(N*=1178, TEP=5.5) (N?*=598, TEP=2.8)
System Organ Class n® % (95% IR 95% CIY) n° % (95% IR (95% CIf)
Preferred Term C19) (/100 PY®) C19) (/100 PY®)

Feeding intolerance 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)

Hypoglycaemia 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)
NERVOUS SYSTEM 2 0.2(0.0,0.6) 0.4 (0.0,1.3) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)
DISORDERS

Febrile convulsion 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)

Seizure 1 0.1(0.0,0.5) 0.2 (0.0,1.0) 0 0.0(0.0,0.6) 0.0 (0.0, 1.3)
RESPIRATORY, THORACIC 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)
AND MEDIASTINAL
DISORDERS

Pneumomediastinum 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)

Respiratory distress 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 1 0.2(0.0,0.9) 0.4 (0.0, 2.0)
VASCULAR DISORDERS 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 2 0.3(0.0,1.2) 0.7 (0.1, 2.6)

Cyanosis 0 0.0(0.0,0.3) 0.0 (0.0,0.7) 2 0.3(0.0,1.2) 0.7 (0.1, 2.6)

Note: MedDRA (v25.0) coding dictionary applied.

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

b. TE = total exposure time in 100 person-years (PY) across all participants in the specified group. Exposure time for a
participant is the time from

dose 1 through unblinding or cutoff date. This value is the denominator for the incidence rate (IR) calculation.

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

d. 2-Sided CI based on Clopper-Pearson.

e. IR is calculated as number of participants reporting the event/total exposure time in 100 PY across all participants in
the specified group.

f.  2-Sided CI based on Poisson distribution.

PFIZER CONFIDENTIAL SDTM Creation: 12MAY2022 (08:22) Source Data: adae Table Generation: 15SMAY2022
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Z OHFHRIE DI DORFEIL, 5 LA EOFEIIERO LN T-BEE OB E LI L Tz (5.2.23
H) .

Z O SMQ IZEBW T, BNTI62b2 REICHIE SN -2 DM OFEES Y, =FkE @ #) , KSR
(1B , B ER (LFD , 7 he—EEER Q) , B2 F) , IRBERE 1 #) <
Holz, ZTDHbL, fﬁl@#ﬁ%ﬁ?%/@@&%ﬁﬁ%ék#ﬁéﬂ S OIICIN Rl
77%/@@&@l%%Mi SE ST,

IBERD 7 F LB & DRERA R\, EEOT T 7 4 7% > —FUah 2 il (BNT162b2 £ 1
B, FTRREELF) ICHRESNT, WREIHREE LTERT LAY —2FLTEY, T
T 47X —INEL AAETNTINCH T DB T LIV —RhEBZ bV, 26E bEER
HEFRLELTRESNE (52225TH) , F7=, BNTI62b2 BETIIIEERD 7 F L B:fE & DR R
BR300y, BEDMIER (25 0O3E) N 1SSz, TEX VY CEENER &
Bz b, MIEWHIE 2 B HEME% 31 HRICRBLL, BB 6 HREICHEELE, 561
BNT162b2 B CIXIRER T 7 T U & ORIRBIRN 72y, ZH 1 pllcwmE Sz, 7EFxF v
VAKT DT LAF—EEZONT-, B3 2 M A BERE% 30 B HICRH L, BH»6 3 AL
PIZ[ElfE L7z,

BNT162b2 #EIZIRER T 7 F L Hafl & DRIEBUR D 22 WOImBEUEDS 1 Fils S S vz, KNI AT
boTe, WBEUEL2 B BEFER 59 HEIZHBL, FARE L, 778 ETIXRRY 7 F
Bt L ORBEERN 2V, R OEYLBHBUEN | FlIE Sz, 2= ) AT A ik
M7 LR —LEZ LT, FKE (R, B, mMUKORE) 208 Lo, EMmsUEid 1
B H % 15 B BICREL 5 BRI L,

L

E@(%@)@%ﬁ%ﬁiBmmmﬁﬁ(M%)kﬁ?tfﬁGM%)fﬁ&Ef@oko
BNT162b2 B CIIeet R E 2 i, BWERSEE 2 B3 E S iz, ERIE2H D55 1 6% 2 Bl H
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PR3 AEICRIBLL, EERAERFSR L L ClRESNT (522255) , Hlo 1 FI<Cix2EH
Bl 164 HRICHHLL, FEERAEFL ThHoT-, BWEHREII 261 & LIRRY 7 F
%30 ALBRIZHBLL, Z05 b 1 FITEERATFESE LclEanz (52225H) , 7
TOELDTEHRI S ERIC L VIR Y 7 F o L ORI BB A2 G E S,
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2.5 BRARICBES 2 SR E

Table 56.  Selected Standardised MedDRA Queries From Dose 1 to 1 Month After Dose 3 — 6 Months to <2 Years of Age — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — Safety Population

Vaccine Group (as Administered)

BNT162b2 (3 png) Placebo
(N*=1178) (N*=598)
SMQ Overall SMQ n® (%) n® (%)
System Organ Class
Preferred Term
Participants with any unsolicited adverse events within SMQ 38 (3.23) 16 (2.68)
Angioedema (SMQ) Any unsolicited adverse events within Angioedema (SMQ) 9 (0.76) 4(0.67)
Eye disorders 1 (0.08) 1(0.17)
Eye swelling 0 1(0.17)
Swelling of eyelid 1 (0.08) 0
Skin and subcutaneous tissue disorders 8 (0.68) 3(0.50)
Urticaria 8 (0.68) 3 (0.50)
Arthritis (SMQ) Any unsolicited adverse events within Arthritis (SMQ) 0 0
Convulsions (SMQ) Any unsolicited adverse events within Convulsions (SMQ) 4 (0.34) 1(0.17)
Nervous system disorders 4(0.34) 1(0.17)
Febrile convulsion 2 (0.17) 0
Seizure 2 (0.17) 1(0.17)
Demyelination (SMQ) Any unsolicited adverse events within Demyelination (SMQ) 0 0
Hypersensitivity (SMQ) Any unsolicited adverse events within Hypersensitivity (SMQ) 25 (2.12) 12 (2.01)
General disorders and administration site conditions 1 (0.08) 0
Vessel puncture site rash 1 (0.08) 0
Immune system disorders 3(0.25) 2(0.33)
Anaphylactic reaction 1 (0.08) 1(0.17)
Drug hypersensitivity 0 1(0.17)
Hypersensitivity 1 (0.08) 0
Serum sickness 1 (0.08) 0
Skin and subcutaneous tissue disorders 21 (1.78) 10 (1.67)
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Table 56.  Selected Standardised MedDRA Queries From Dose 1 to 1 Month After Dose 3 — 6 Months to <2 Years of Age — Phase 2/3 —
Blinded Placebo-Controlled Follow-Up Period — Safety Population

Vaccine Group (as Administered)

BNT162b2 (3 png) Placebo
(N*=1178) (N*=598)
SMQ Overall SMQ n® (%) n® (%)
System Organ Class
Preferred Term
Dermatitis 1 (0.08) 0
Dermatitis atopic 1 (0.08) 0
Dermatitis contact 1 (0.08) 0
Drug eruption 1 (0.08) 0
Eczema 5(0.42) 4(0.67)
Rash 8 (0.68) 3 (0.50)
Rash erythematous 1 (0.08) 0
Rash macular 1 (0.08) 2(0.33)
Rash maculo-papular 2(0.17) 1(0.17)
Rash pruritic 0 1(0.17)
Peripheral neuropathy (SMQ) Any unsolicited adverse events within Peripheral neuropathy (SMQ) 0 0
Vasculitis (SMQ) Any unsolicited adverse events within Vasculitis (SMQ) 0 0

Abbreviation: SMQ = standardised MedDRA query.

Note: MedDRA (v25.0) 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 category. For "any unsolicited adverse events within SMQ," n = the number of participants
reporting at least 1 occurrence of any unsolicited adverse events within SMQ.
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n‘%%4m& /N (6 » B ~45%)
2.5 EEIRICES 3 2 BEE G

5.2.2.3. ZEMICET K5 (65 2/3 MHED)

6ﬁH%~5m$ﬁ@%%ﬁd%wﬂﬁwzﬁ$ﬁ 1776 i, 2~5 mAig : 2750 ) %
BNT162b2 (3 pg) F7/I1E7 7 B RICEELIZE O i BIff 2:1) , ZetEE2FI L7, 3 F
HE:fEL 1 » HRFE CoReMT— &[ﬁ?%%iv ZHy bAT7H (02244729 H) £
TOT—H] b BNTI62b2 B ug) OREMIIRE ThoTo, T—% 1> b4 7 B TIRER
T 7 F 0 3 alEERESE TH O 3 6] B % OBBREM ORI EiX 21 » H TH o772 GEHRH
BEWRIZITER TR LUIFER TOHMEZET) . 6 » Hli~5 ARl OB 21T 5 KSR
W7o 77 A VBLOREEHES T 07 7 14 L%, BNTIO22 WEETRFRAFETHDLZ L%
w~ LTz,

KIsFEH a7 74 )v

6 # Fin~5 R OFEE 12V T, BNT162b2 O 3 [al4EFE 4 0O SO X K50 A3 iR & 7=
ITHFERETH Y BRI CTHEIE Lz, £, SUEDOKRISEMEFRDZ < T 3 [ B #fE% O BUHA
I 2 [ HT&@?&@%EEEEI“ ETRIRRIEDS, (KD o7z, 1~3 [B] H O K [BIEEFE% O BSOS O F B
FEH (HPofl) 1@ 1~2 HTHY, KEoNEENS 1~2 HTEIE LT,

3 [F] B S ORSEMET — % (2~5 5EA<i 552 1], 6 5 H#i~2 meARdm 365 ) % 5~12 iofk
fiti (C4591007 #RERD 401 f51]) F5 LN 18~55 1% (C4591001 7B D 306 f5) DOHHnE & k72
L, BNT162b2 $2fditk O L7 ROt KOV G OFRBBEE X, 2RI KIEIZK) > 72,

BNT162b2/3 pg | BNT162b2/3 ug | BNT162b2/10 pg | BNT162b2/30 pg

61 H Wi~ 2mA | 2~ SEEAST 5~ 127% ATt 18~555%

2[F1 H 35 H 28 H 3[FH 2[F1 H 35 H 28 H 3[FH
TR /T 15.0% | 16.0% | 31.0% | 26.7% | 72.2% | 73.9% | 78.3% | 83.0%
Syl 47.4% | 43.6% — — — — — —
% — — 25.7% | 24.5% | 46.6% | 45.6% | 61.5% | 63.7%
b — — 4.6% 49% | 30.1% | 34.0% | 54.0% | 48.4%
75 A — — 2.6% 2.0% | 12.5% | 183% | 39.3% | 39.1%
A — 3.0% 33% | 10.3% | 10.5% | 37.8% | 29.1%
RE i — — 1.4% 1.3% 5.5% 6.7% | 23.8% | 25.3%
FEEL 7.4% 6.8% 4.9% 5.1% 8.8% 6.7% | 16.4% | 8.7%

T BHBISD D B, SREIES 6 » A lin~2 AR OFIEICEM L, 1%, S, e, EEEk XU
T 2 m Ll B EE B LT,

FEREHE ST 7 A)L

C4591007 B CHRONTAHFEFR T 0 7 7 A Vinh, 6 » Aln~5 Al DFEIEIZx 95
BNT162b2 (3 pg) O 3 [HIHEEFEIZ OV TEERLEMEOBRII R INR) o7, 3 B H %
1 ARFE TIZHE SN EFROZL ISR FES F 721 XRFER O — B £ /IS HER 0
S BYSELIEB Th o 7-, FEEHIO®EIT2L, E%@ﬁ*%ﬁ%i@%%#i’ﬁot
BEFRG LD o0, BRMIZER TREGERFR (R UEERL LUOE) 305
WZFR® B2 BNT162b2 & OBEMNEEDOID T 7 4 T % o —R i, DIERITFED b
oo,
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U URHIER L OFEZ X BNT162b2 ORIKISTH Y, BNT162b2 (3 ug) Z#HEFEL7- 6 » Al~5
AT DM B CORBURIUILU T O LB ThoTz,

o U L URERE ;1[I HEE) H3[EH B 1 HRFE T2~ SRl O F- kg T 141

(0.1%) , 61 Hilin~25 A OF kg 261 (0.2%) [ZHE IS4z, BNT162b2 (3 pg) 3
(0] B Bfdi e DR BB 1L, 2B B EFEZ ORBBEE (0.1%) LV bbThicm»nrorc, L
UMD, SEARTMOFREIZIT D U o EIEDORBUEE L, 5~ 125 A

[BNT162b2 (10 pg) 301 H#ff% T2.5%] B L N8mLAE [BNT162b2 (30 ug) 3[HH £
flifh T5.2%] & HARIBITIRD o7z, 3EIHBFEZICY VR EIEDORBBHENEH 25 2
ST AFERBEAZE L C-BRLTEY, Ziud3el BERIC L D 0EIRE ORI KT 5
AREMER S D EB X DD, FICiE U 7c & C3RIEERE 4 52 1T 72 Sk AT O - ik
U U REEDRBSEEITE LKL o T D,

o &35 . 1Bl HEEFE) O30 H R 1 » H B & Clo2~ SR O 4EnE <761 (0.4%) , 64
A s~ 2 A O kg T34 (1.1%) ([CHE Svc, T TOERmBEIC VLT, ARy
WZRBIIRETH Y, HENOHUAM CREIE L, BBREYEMICLVIRRY 7 5 o8
Fi L BH N B D & SR II D T o Tz,

5.2.3. F D D Z A MR

5.2.3.1. BI X

B RS VTGRSR ER DL VT — 2 38 L OVKER B O R EMHE CERI-T — 200, U7 F 4
WD R L EEAEMICHATE 2 LiEmSTAERERTHY, BITORMNCEIZE
HIHTWB,

6 » Hlnn> 0 5 Al OF MG D FF DI BT — & 25l L 72 /55, C4591007 73k ©

6 H ARG 2 AT OB 2k L BNT162b2 (3 ug) % 3 [AlE:FE L7 0L 2MET — 2 125
DE, RIS E LT TSR] RS, THRIENE] 122 OFEERIZRA O RIS
ThobEEZLNIZ,

53. R BEEMB L ORA TICBIT 2 R4
53.1. BEhE

BNT162b2 (30 pg) Z FHW7ZERRFABRIZIL 65 sl Lo SinE 2/l AN TR Y (C4591031 7lER
Sub study A 35 L T8 C4591001 5RERSS 1 FHER Sy © 7 — A X — R &2 1 7280 2300 il & & 8e) , <
O EERE D DS LN T — XL Z MR R L OE I AN TWD, £
DEGIRT — 2700, ElE TORMSRMER, S E RO & i L TRICBETH D
T ERENTZ, WTROERBIZBWT Y 7 — A X — RO T — Z 123D < Bz 2B RS
TRFE SN2 o T2, £, ElE IV T BNTI62b2 O 2 [mEEfRH% 6 L O 3 [BIEEFE 14 | 2w fd
IR I & B & RIFEEE DA ZIE (>90%) H3a8 BTz,

5.3.2. /NR

C4591007 FBR TIE 5~12 A DK 3000 il % %422 BNT162b2 (10 pg) @ 2 [AIHHE 2 FFAf
L, E5HITKI 400 il % %1502 BNT162b2 (10 pg) @ 3 [BIHEEFEAFEN L=, F7=, C4591007 7k
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BRCIL 6 4 Hlnn D 5 kA D) 3000 51 2652 BNT162b2 (3 ng) OEFEARHE L7z, Z D
9 B 1000 BHEAFFERER CTHEIE 30 3 [ 2% 1T 7,

C4591001 FBERTIE 12~ 15 i DO FDHH) 2200 1 2 x5 BNT162b2 (30 pg) @ 2 [a1HEfE 2 3
L, UZ7NVU—)V RTF—=ZICLY ZOFmED 7 —2 % — (B EH) #HEN R In,

BERRER CIE, 2o B X OEVECORISFEMHITEICREN S FHEETH D Z LR E
AU, F7z, BNT162b2 @ 2 [a[FEfE% I KO3 [BHERERIZ, Alnpk N & [RIFREE Ol 7o fo e )2 0
OB, 5L EO TS L OE D ETIIAIRIGEEZICEONEINE (>90%~100%) H3F8D
Lz,

5.3.3. IRE L OMSILEOFEH
C4591007 7B L OV C4591001 38R Cldddtm & 7 13 Fim O S INI A EwH & LT,
T ARTCOFIRITAR VR O e Rtk D KABJESCHE L F 7213 F DO FERRIFO ) A7 BWh 5, &

il - FEAETEMERER (DART) 2B\ C, WEZIRRE, MBIERZEEZITHAERZOBAEITB N TT Y
FNCBET B EREEIIRD Lo,

Bflm i, ®ILICXDER LOME EoRGE %, RHAD BNT162b2 U 7 F o ORI E
P L OVBNT16202 U 7 F 0 F 72 13 RHMAR D FEEIRE N LI RIE LS A BER 2 A EEf & &
BHIZEBETRETHD, MR THEY 7 F 2B L TE, BARICRHRIZ Y 7 F 0 TPBFT
HIRBDRE 2 Z TP VIRBETH D,

534. RBERLERTIHE

T U F o AR IS AN AR RE DO F 7T MHRIE A2 T TV EIL Y 7 F o EfEIC L D
FILINEPIRITT D Z LN DD, 4591007 7R, C4591001 BRFS L OV C4591031 BRI 1T, 4=
P ARAIRRE F 7T ML ORI 2 H 3 5 BE ZHAANLAREL L2, ARHFERATZ
DOEMIZBIT DY 7 F o OB L ORICHEHT 2T —XIZR o TV 5D,

5L L OB 2 2 T 72 B EIERBREORERRRETH L LB S & TR L
BNT162b2 (30 ug) @ 3 EIHEFSTHOND Z 03B D,

12 i LA O E DO R ARIEDF TR L, BNT162b2 (30 pg) D2 [EA DT — A X —HEfE (4
FIHEHE) MThonDZEndH 5,

53.5. Do EMICBET 2 EEEH
BEEE

C4591007 3XERClE 24 BERILIANIZ BNT162b2 @ 1 [BEfEH &4 8 2 A A2 S T -8 10m &
BERE L Zn7p U=, C4591007 BRBERIZIB\UNT BNT162b2 O EFEFE IR0 /o 7,

EELH, BEPUERS X ORBEHR

B
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B B HEERR L OBRBRIEIC N T 2 BB E I R RE DS

H B BE R3S X OMEREREIC 65 BNT162b2 DR IZRD LRy, FEFIT/NEWEE X
SY IR

54. KBBOLREWT — % DEK

EKBBEOLEMT —ZL, 7ry—~abTTLURLVRIEHAEBRNELT, 7Ty —L
BioNTech #HiZ & » TG SN TR Y, ToHIdmiET > Zettr —4 X—2AD L
Ea—bEEN W5, 77 A P—toReT —2 X—2 2%, 77 A P —+thc BRIICH
HEINT-AEFS, BEY RN OEE SIER], B SCERCBE S I ER], 7 7 A Y —4t
MAR Y=L TEW LT-~—4 T 4 770 7T L5E-ITIEMNARERD S OJEFF L O
REEIROF I D 5 FTHRRBR ) O G SN HEHERAEFREIMNE EN TV D,

HGRBEDLEEMNT —ZIZOWTUUTOEB YRGS TW5,

TER MR B (PSUR) @ BNTI162b2 DL L BT —Z 1SN T, 7L
Wi & 22T — & 3l L7245 5, BNTI62b2 DX 7 4w h « U7 a7 7 A )UTB| X
TR THoT,

7K§81% O Summary Safety Report : BNT162b2 723 7&G8 S AL 72 [E 36 L OGRMHAT & THEHANFFT S
ESpIR %?ﬁﬂ:éﬂf_;ﬂféfﬁm’ N MPREENATEY, RBATHANBICREEATWS, Zhb
DOHEFTITIL, 7TV TRl S 2L Rty 7 A Offies KO E S ic Y 2712
THIE ?ﬁﬁ‘ Ll SN TWb, 7 7 A P—1hds LU BioNTech #1732 H L 7= 14th Summary Monthly
Safety Report (3rd Summary Bimonthly Safety Report) (Z%}3" % European Medicines Agency
Pharmacovigilance Risk Assessment Committee O f i& a2 (202246 H8 H) 26 - T,
ARBEZEOMERB LORE AL T T 5, PSURIE, BEMESRT vk« U AT EfkEHI»D
NIRRT 5 72 O DB >+ 72 FBETh 5,

K[E ® Pharmacovigilance Plan 33 & TN EU @ Risk Management Plan {235V T, DB R L OV
IEBERFFEINIZY AT EEZ BTz, L LR b, T b ORBUHE I, COVID-19
DOEEFD Y 27 (COVID-19 ([ZBHIHE T 2.0 R5E) LB LBHLTHRTHL Z LD 5tk
DFIZET D BNTI202 DRE T 4w b« YR Ta 7 7 A VTR THDLZ L 2L T
2o

BRE LT, KBBOLENET —ZDLEa—TIE, 5 EOFICHT LIV 7 F o #HfED Y X
J e R T 4 v FiHlII SR BT THD Z NGl &k E MR ST,
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6. X274 v FeURZIZHT AR
6.1. X7 4 vk

FIEIRNET — 2 DT OFER, 6 » Hilin~5 Al oo/NRIZ% LT BNT162b2 3 pg O 3 [Al4£F#E |2
XV EE 7R R INE N R ST, Z OFERIZIL SARS-CoV-2 BFAERKIT kT2 R fTIAM Z Fais
2, AZXRE LICAIMERBROEERIS T 207 ) v 00 7O EEOERZ
T, X 51T, BNTI162b23 pg @ 3 [RIFEFEIC LV A 2 7 v BRI 2 RRfuishns L5-L,
SR RE — TR A DOFER L BRTIEL LT e, el Al RE AR BRI T, RIS U2
0 BNT162b2 (/AR 2 3 ug, A : 30 pug) % 3 [RIBERE L7-9Bd 7 — & 2 ifhr L7-RE R,
U v A R R R RUREIE, NRER L mWERIEEZ R Lo AEER (PRREE) LT
FEFIHLLL T,

FIHAIRE /2T —Z 2K D, 6 1 HEn~5 A O/NNAIZ BNT162b2 3 ug % 3 B8 L7254,
A2 7 a B REEOHBE O 2022 4 4 A 29 H £ TIZER L= COVID-19 SEG O, 725
TNZ SARS-CoV-2 B4Rk, TNXEBRKEB LA I 7 v U EBRGELA GHHEEORHICKT 55
TP O EH R & iz 2 S 2o %, JEMEME COVID-19 (234 2 IE rIRE /2B EIN S & 1
HIEDRBEND, 7, 2@&ti3@@@% SARS-CoV-2 B AEKRE KOV /L & 28 BLRIC
KT HENT 7 FUFME (VE) PRENTWS, KL LT, 4370 ZREoH B
WCEONTEHRRB LR 7L —L RF =215, lATHL 72X 512, BNTI162b2 @ 2 [Al#
FEZ IO b= A R 7 v VR BRRIC X D IEGEER BT B RE 2B 2 T 572
(2, /NREIZKE LT BNT162b2 O 3 BN LETHDH Z ERREBINTND

62. Y X7

REMET — X OFITRER D, 6 Hln~5 A D/NNAIZ BNT162b2 3 ng & 3 [F#EfE L 7= & &
DF T 72 LBV DRERITRFE SR o 7o, FOSRMEIT IR 53 D3R E 721X Cdo vV 2
WTE@LKOﬁ$$%7m774wi§<ﬁﬁﬁﬁ@iti DOFETE RO BN D/
REERThoTe, BT 07 7 A VT FEREZE L CLETRURABEN EHERIN
7‘:0

6.3. XRX7 4 v b+ UR7FHE

5 kATl D /NRIZ xS 2 BNT162b2 3 pg O 3 [l#Hfd % D2l LOEZIME (effectiveness) 7
n7 7 A NWCEEDSL b, BREET, BEFE JONETERY e U X 7 & L[A] 5 BEFds K ONEBTER) 72~
X7 4 v MRS ND,

BNT162b2 3 pg & 4:f L 72 5 Al /NS BIT 2 BIERH AT Re e 7 — % (13 & A L OBERF I
BWT 3 EIRERM% DR &S 2 9 ADBMFRET —%) &5, Wk TR btz
BNT162b2 D270 7 7 A WMTR 4 TR R BN G E & m S iz, 5 A /NI

B DRIGFMEORBEIAGIL, SHEB25/MNEBXUA L X TRERMICEL, AFFELY
077 AMIZNE OB ERTRO LD Z ENTHI SN D FEERISEOFRE T 5
HLDOTHoT,

INROEAERE & 16~25 1k DB N Z Eeile U 7= W)[E 0 2 [FHEFE D GIE T U v 2 v T RMTIC D
WC, 6 4 AI~2 AR O TIX T X COMIEENELR - L722Y, 2~5 MRl OFE T
IR B 2 3 IS 7= S v o Tmy ZORERITZ, 437 0 U EREKEORITE L ORRAE
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KGe L LTc 3R BN A X 7 v U ERKRITH T 0B LSGE L2 L KD, 6 v Hlin~5 iR
MOFHEZXG L L C3RIBE#ERZENT S & & L, [FRRZ, /WNRIZEIT S 2 B HERE
#% ORIEFNENZ DWW TRl (x4 2 IS HAT 2 I L7 (M5.3.5.1.3) . ARFEHTTix 2~5
A D /N (C4591007) & 65 mELL ED R (C4591001) & D GMT % EHE LT, 2~5 %
R DO/NRIZx 5 BNT162b2 3 ng 0 2 [IEEFEIZ L W, 2 [B]H B 1 » H o PRbiisfhi
L, BNTI162b2 30 pg 4 2 [FIFEFE L 72 65 ik Lh LR (C4591001 3R T 90% % 2 % VE 73
RENTD) KV bEoTz, 2BIHEERE 1 » HEFO SARS-CoV-2 BFARRIZ XI5 GMT 13,
2~5 AT O/ N (830.0) 2% 65 kLA EORKAN (431.8) LV bE<, Wl 95%(EHEXH D E A
VIZoTe, 77 BARBICKT D GMT IZM4FEkE CIEF I o7 (F4FERE T 20.5) .

BNH&M3%®3@%@* , 3[EIEBEFE% 1 % HKRFE T SARS-CoV-2 YN 72\ 6 1 A
iin~5 A D /N ié&msmvz%éﬁ 7w5ﬁ£%%ioﬁ 7w BRI

6GMTiLﬂLtoﬁFﬁ@7 X DFENTRERIZIE, /INE~D BNT162b2 3 pg O 3 [AIEEFERF O
SARS-CoV-2 B ARKIZ 63 2 AL DWW T, A2ERER (C4591001) (23617 D limR A
~0 BNT162b2 30 ug @ 2 [AHEFEIC KT 205 7Y v O 0 7V OB ERER - L= Z ERNEER
50%@ﬁ%@%@%@T,i#ufbﬁBNﬂ@&@ﬁ£(¢ :3pg, ARA :30pg) %3
[BIEEAE L 7e & & ORIEIRE 2l il L7558, /NRICEB T 2 3RIBEME% 1| » HRROA I 71w
BRI KRET D P RPUARIGIE, @OWAIMENR R SN GHIERRE) & FEEICHEEL L T,

EHERELE LT, A3 70 BREOHB - XUFI o 7 8ICERK LY TLT—)L RKETO
bt (effectiveness) FUERIX, A4 I 7 v A EKICER T DAEMREME COVID-19 (23T S @V L
SNV DT T F o DFME (effectiveness) ZIEKT D722, 3FEIHEMENMLETHD Z & AR
LTW5,

6 # Aln~S5 A O /NN T, 3EIEHER%L T AU T —4 0y M7 £ TICERE L
COVID-19 fEEBNZIEES EMEMERBIZX T2 VE 13 80.3% (fi1H] 95% (5 #HX M : 13.9%,
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