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ADR adverse reaction : )&

AESI adverse event of special interest : FFIZVEH T X FEES

CDC (US) Centers for Disease Control and Prevention : J&Ji P& Bt o & —

CoV Coronavirus : I 2 J 7 A LA

COVID-19 Coronavirus Disease 2019 : 7 = v 7 A /L Z K YLE

DART developmental and reproductive toxicity : ZEFif + F&4 B tERRER

DMC (US Study C4591001) Data Monitoring Committee :  CK[E C4591001 #ER) 7 — &
=XV I ERR

ELISpot enzyme-linked immuno-spot : B#FE 60 AR » k

ERD (vaccine-induced) enhanced respiratory disease : (7 77 I BHH)  HEGRIEI 4595 B

EU European Union : BRI E#E A

FACS fluorescence-activated cell sorting : ‘& Y{if 4/ LA S

FDA (US) Food and Drug Administration : [E £ 5 3£ 5 )

FIH first-in-human : & h@JE&% 5

GCP Good Clinical Practice : [ 3 o i PRk D S i oD KL 4E

GLP Good Laboratory Practice : [ 3£ 5 D72 4412 B3 2 FERR AR GRS fifi D FL e

GMFR geometric mean-fold rise : (i1 5534

GMT/GMC geometric mean titer/concentration : B{] ) HTAAM AT - E) HTAR IR L

HIV human immunodeficiency virus : & h R4 A LA

ICH International Council on Harmonisation : [% 3£ 5 15 il 38 Fin [E PR 2~ i

ICU intensive care unit : 2£ PR E

IFN-y interferon-gamma : { > F —7 = 12 -y

IL-2 interleukin-2 : £ X —1 A F -2

IL-4 interleukin-4 : £ > ¥ —a A %4

IL-6 interleukin-6 : £ > ¥ —1a A % -6

IRC (US Study C4591001) Internal Review Committee :  CK[E C4591001 k) +LNFE
EISES

IRR illness rate ratio : F&JE L

JAK janus kinase : ¥ X A%} —+F

LLN lower limit of normal : Z:YEfE TR

LNP lipid nanoparticle : JFE 7/ ki1

MedDRA Medical Dictionary for Regulatory Activities : ICH [E|B&[E 38 55

MERS Middle East respiratory syndrome : B FFI ZRE (B RE

modRNA nucleoside-modified messenger RNA : {Effi X 7 L 42 K mRNA

mRNA messenger RNA : A >t 2% —RNA

NAAT nucleic acid amplification testing : %82 H g 4

P2 S stable prefusion S including two proline substitutions : 2 2D 7' 1 U ViELZH 9 5
AL (S) Z U EOLERMAIEER, P2EREATDLSF
7

PCR polymerase chain reaction : 7R U A 7 — B

RBD receptor binding domain : LR IEFE S KA A

S spike glycoprotein : A /XA J X LN T H

saRNA self-amplifying messenger RNA : H L E mRNA

SARS severe acute respiratory syndrome : FAE SUPE R S (B RE

SARS-CoV-2 SARS Coronavirus-2 : FJESPEFFRIRIEGRE a2 D A L X 2
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

W= - FEE BB L TORVWERIREIIIHABOER
SRC (German Study BNT162-01) Safety Review Committee : ( K/ > BNT162-01 7
Br) wettRHnE A S
Thi type 1 helper T cell : 1 B~/L 3—T i
Th2 type 2 helper T cell : 2 Hl~/L/3—T i
uRNA non-modified uridine containing mRNA : FEEfF ™~ U 2> & H mRNA
VE vaccine efficacy : 7 7 F L H ik
WHO World Health Organization : T % a4 RS
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

1. B BAFE DIRHL

Pl om0 R EYYE (COVID-19) [XEMWIH KT A VA TdH 5 BEIELMEIER SHERERE 2 1
T A A2 (SARS-CoV-2) N5 X Z T /RYYE TH 5, SARS-CoV-2 (FHETHIHTE b~
DOIRFEMERTEZR S, B Rvb b A~ CARERIZ R i Lz,

2019 47 12 H, HERE CHREARBHOMEOWATHRAE LTz, 202041 H, ZOWATORK &
RAFEARNFR O 2 aF T4 VA THD Z ENREE Sz, 2020 4F 1 HWOICEIEFEAIN
TR LR (WHO) ([CHREES N TAD LD L7210 (MN908947.3) , HrlL\ a7 A LA
IN—F anF U A NV ABICOE SN, Bl FEAENTIC LD, RS I BRI g
B (MERS) VA NVAREZGLMOE MIERT DLt UA VALY b EENRIRIE R
(SARS) T A NVADZRMIZITNT ENBH LN -T2,

SARS-CoV-2 DG L OFNIZ K > TH & Z &b COVID-19 1T Rzt k LTRY, %
HDE - HUug 8% KIE L T\ 5d, 202043 A 11 H, WHO | COVID-19 OyifT & /3T
S R L7, 2020 4 12 H 14 HEF AT, 191 OJFE - Hidk T 7200 5 A& 8 25 COVID-19
BE NSRS, FEEIL 160 T ANZHBZ WAL, HATIE, 20204 12 4 10 HEf AT
SARS-CoV-2 [EYLE OHAEEIL 169,890 N F THEIL CTH V3, K 2020 4 11 A LIk
SARS-CoV-2 [EYLE D 1 H H 7=V OMERITZIITHIM L TV 54,

ROEMRGE KGR R T, AP TERELLEFLITIMLET TBY, ~r7F Iy 73R
R g LOMEW ICE R B e 5 A5l TV D,

1.1. COVID-19 DERBE L OEE

COVID-19 O =BTk, FHETH Y, W X MREHGR TR U T T AL F 1T A 2R3,
BF DL ITHE X BREG LOZ{b A2 b, EERMEOEAE L H D5, BT A VADE
Yeh I 5 2 & A REEHC LTV 5, SEGEMED BE CIREENEIT L, AN TIMEREsE /38l 3
2 BMEREIR 5 IAE R E AU H | e ZIaR A 2B LU CIZEDL Z 03 H D 5,

WHENRAE IS &, ABRIBENMLEL L Ip o - BE TOERIERIT, HEOESWIEIZREN, &7
PEZME, BEAL, JEY7, PR, HEO - RAEEIX TR, B, B, BRThomS BREE
T2 VXRTE DO S COVID-19 B DOF) 3%ITHER & L TREL LTS,

KEERPEHE Y Z— (CDC) 1%, COVID-19 DJERE LTUTOWEN 1 DLl Ea AT
HZEELTWAE,

o JEEL

o BT EZITESL L=

o HHFITE(LIZEYN
o HIE

o I EITEAL LR
o HHOWR F/IITRTEE
o HFHTA

o T

o &I
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SARS- COV 2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

o R
o Ui
o EPAF-ITEN
o L

TR TOFET COVID-19 ~DREBAFBO B DD, I 60 i & 8 X FHiE TEIERN
VW, A FZ YT O®WETIE, 40 AR TIEESEEN 03% ThHh 72D LT, 7005 79 D
FEENE TIE 12.8%, 80 ik lL ORI T 202%I2DIF - 727, HFERBIDOETR FETEEEDOB
HEEICHT HEE) ITAARTHRERBEOERTH Y, EAEFEE D 2020 4 11 A 18 HEEATO
WETIE, Fifla e S U AV AGEHEEEIC T AT T, 3018T0.0%, 4018 T0.1%Th -
T2DIZRI LT, 70 TiX 6.2%, 80 fULLETIE 14.8%ICDIE 728, DIUEERE, HERFE, &
JE, BN AR R EOSIHEDOHE B G BOERITEEL T D0, Fio, EEMNEFEIT
COVID-19 BEHE~OREEN 728 XV BREERFm W E ST 5 9,

1.2. EEARBAFEEHE
1.2.1. R OEE
1.2.1.1. COVID-19{Z %3 A BIEDIGE

COVID-19 OHANAMDIRER @R 2, AIMEOBRERPSICH D Db ED T, LUFIZHIZE
T2

e LAFIENL, Z7EEIELREDHIY A LRI

o [FIEHIMIER LOGEIEMELY EH SE7o0E 7 a7 U A K D HuIREE

o T XHRE Y URARF UIEEDHIRIERE

e hKVUX=T, %Jwvf,7+%y§,w%yv%:fﬁfﬁﬁﬁéﬁﬁié%ﬂ
o AU U EDOFERML

e FuL X — tm%iﬁgwmﬁ%m%

IO DIBFENEEECHERYFICEZ 2B EFIETHY, F2ORIFBRENT
H5D 5, EOFEIL COVID-19 OEFTOFLELIER IS U TH AT 5,

AARENTIE, VAT VENL IUANVREK) LT 2200 (A7 A FEK) NERIN
FIHMRETH D, Fiz, EMIBROTA RT7 A4 TliX, b RX~7 HFLIL-6 ZHIKE ) 7
a—FAFUR) , 77 EETENL GUANLVRIEK) , TRV AT 2y (IWEYERESTTF
R) , AV RA7F (FrEdamik) | U r~7 HLIL-6 SH/ERE ) 7 a—FAdiR) , &
LY =K (A7uaA RE) , T77FAX v N (XU _"TENMERLER) , xVv7 4+
E (Tar 7 —EBHEK) , N F=7 [YXAXF—F (JAK) FLEZK] 258G ME K
ELTRITENTNSD,

BRRARRBR SR L COVID-19 BF 1T DRI E L TV ED, N T I v 7 BJERLT
WBDIRML T T, TV 7 F 3B BN A T Tnd, COVID-19 FBEF D APRIZ LV [E
AT LAORRANESZ20H Y, S HITFRFEOHIKTIXY ¥ —ZADHIRD B IRFERIR LA
FRE S RUL T W TIE, AR ARE A OBLE DB COVID-19 ~DOXRHIK E LTT
ChD 7 F o BB TH D,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

1.2.1.2. BNT162b2BH R Dk

7 7 A % —F LW BioNTech %, SARS-CoV-2 ##E1JIZ COVID-19 # Vi35 Z L2 HIE Lz
U7 F &% LT-, 2020 4E 4 H 12 BioNTech I% K1 > Tt ME# 5 (FIH) A5

(BNT162-01) ZBHtt L, ZFODEEL T 7 A4 W —I1ZKETE 1/2/3 FHiER (C4591001) ZBALA L
Too T OIRBRITER 2/3 M0 CIXFEMEE 2 Y5 K Lz, C4591001 iRERES L OYBNT162-01 iBR O3
MRAERIT TN 12321 HB IO 12322 HEZBR,

ZDU Y F L BNT162b2 (BioNTech = — K& : BNT162, 77 A ' —a— RFE L :
PF-07302048) &\ >\, SARS-CoV-2 DA/NA I HEX X7 E (S) $iiz=a— K95, IFET/
kiv- (LNP) % W CHAIE L7z RNA A TH 5, HiiE a2— K925 RNA Z Rifcf) 225 /)
WCHERT 2 L9, X"V Z— Ny 7 R—r OEER IIREL I T\DH, £72, RNA % LNP I
HATHZETRNAYZ FUONTEILICHE(LSNTED, ZHIZE Y RNA SfiffERIC
XD RNA OO R0 S, FHRWNEERE% OIE FHIE~D F T v A7 =7 2 g VNAlRg & 7a
Do

VA NAGURE 2= F95 RNA U I F UL, ROV 7 F 2 LR L TRE 2FIEDR S D,
o RNA U T FUAZIFREGE Y A7 37200,

e RNA UV FUNIEWHEE & M2 R OPURT A N L 0 RERTUR OB A FHET 5
ZEMTE, BARRYEOPUFRB 2T 5 Z LR TE 5,

o RNA [ZAEKRNICHEL, EEDOBRZEFICL > TREB L OPRE S, 77 L]0 id
ENT, EHAN-WETH D,

e RNA ZHAWEU 7 F IO invitro I8 57 v A 2FH L CiEI NS, ik
0, BHDOECNIRAEFENAREL IR DIED, ERT 7 T ORIvEE L g U CEMIM T
KEOU I F U HEETEDLZ ERMFSND, 29 LIRHEE, 2972 HAITORN T
e b RIS A BB T D72 OICEHETH D,

Sty 72 RNA 77 / v ¥ —%FF5 BioNTech DFATIZ LW, RNA U7 F (B WCEER, 3K
Fl& U Cha b En-HiiAd 2— F9 % RNA % invivo THEIETH 2 ENAMREE 720, dfndt
RE THIBSE ZMNHFET L2 LT, /NROU I F U OREBETTHEZERTHZENT
X 5”’12’130

1.22. BRY 7 F

BioNTech 23B%& L TX 72 RNA-LNP 7' 7 v N 7 4 —AD | DIZE/MX 7 L4 K mRNA
(modRNA) 735, ZD RNAITBARGEY F—DIEMLENME T SE LN TEBY, FURER
AR EN 5, modRNA DEMT 7 F o TIE P2 ERAFTH S X378 (P2S) S XV
NIED =B EZFIEFES RAA Y (RBD) Za— RT5, T XTOMEMY 7 FAZiFFA
SN TW AL Sni=7 7 AESNTIE T TV THEDEAOEFZLEN VL THRTWD,
BNT162-01 #BrFs L TN C4591001 3RER CTHEH L7z BNT162 UV 7 F U ZLLFO#E Y Th 5,

e BNTI162b1 (RBP020.3) :RBD % 22— K95 modRNA (V53)
e BNTI162b2 (RBP020.2) :P2S % =— K945 modRNA (V9)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

BNT162-01 3Bk TIIME L7228 C4591001 iRBR CIIMFI LR o 72D RNA 77 v 7 4 — A
DT 7 F AZHDWTITELE L2,

1.2.2.1. U 7 F o D
TIFUBHELTODarF A NVRARNNAL I EE L NIE

A UA AT A OOEEY R EEa— KT 57T AH—AKEHD RNA = 7 A VAT ) A
LLTHTDHZ X —T A NVATHDLH, ZINHD 40D EX I EDHH, SHL /T
BINT I F U OBEEMENE D, UTORIROT 7 F o KRR TRt L7,

e SARS-CoV-20D S & U™ E W = 8Ak/S U 77> F RBD (V5)

o FRAY T ARAAL N2y PFTORERZEANLEEEER S X2 E (VY, 29
DT IR T o) SNERTHIEREEANTDH LT, PURMEO BV ELARIESEIC S
KRB EEE L TU 5 1516)

Re'&gF /R H5A
T 7 FATXINPICEIASINTE Y, fHRANERE O RNA OfF EMid~D N7 A7 =7
Ta VUINHREL D, TRTOEMY 7 F > CTRHRILLNP 2 LT\ 5,

LNP (ZI—EDLD 4 DOIRE 5725, RNA LIEEIRE OIRARFIZIEEIL RNA 25 A3 57
R EIEA L, BEREZIZ LNP I ZAIAIZEL Y A 40 RNA ISR E I it &b, Ml ¢
RNA lZa— RSN/ v A NV AFURICHIER S 5D, 22— F SN U@ g i & 2 584
%o P2 SITHIIEMIZEL Y iAE L, F7- RBD IFHIfESMCHEH ST, SIS 7HE8 LT
%o PURTHD S X U X7 HIIANE, f5EMIEZRHE L CE EME~DRGEE2FHRT 5720,
ANV AZFRFGURD EREER L 72 5, X 5IZ, RNAICE OWIEL LS & 37 B <k
JAb 3% &I TF RPMEREICE R SH, FREDO T A VA3 U CEMZ 79 T fla i
IRENHFEIND,

BFIDOFERIE 2.1 THA S,

123. V2 F ORI 7T A
1.2.3.1. FEEEPR B

BNT162b2 OIEFER DL E 72 ARHME L LT, ~ 7 At riakEr & Vs R R B s L OV
NTOF ¥ Lo VikBR, GLP T TO T v b iEH 5 EMERER 2 iBk7e &% 5T, invitro 38 L
invivo DR A S L7z, 7 v NAEJE - BAEFMERE (DART) 23 CTh D,

~ U A L O LERER T BNT162b2 13Ul 22 FUA NG 2 7538 L 72, #llRl# 5% SARS-CoV-2 1T
KP4 B R FRPUAL R S, 2 B B 5% 121% SARS-CoV-2 4k COVID-19 7 & D[al1E 4 ik
Z k%, PUAMioZE LW EFEZ58D7, ~ U R LW ILO 5T Thl B2 7 T MR E D3 s
S 4, BNT162b2 BEHRETIX S # > /37 'E CDS8 i T M E b8 L=, B 51% O Thl Hild
A7 CD4 B T AR 3 K OV IFN-y PEZENE CD8 Btk T IS E 1TV 7 F o 0@ ettk X
OEFEICB N THE LW =2 Th Y, R EOREMEEZFF LY, T A7 WL DL
B 582t REE & L7z SARS-CoV-2 BEFEE 7 /LIZEU T BNT162b2 & G- RET i S 7 A
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SARS- COV 2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

VA RNA I ST, U7 F AR DRRI, HEERERF L OYR LR 208 B T8 6 58
BRI T8,

GLP T T3 L 7= ;e M8 56 577k C oM ik Wlstar Han 7 v 23T 5 BNT162b2 ~Di 1
[\, &3 EIFHENEREICBWT, ARENHER ST MEoBt 2 REed 5T IR o7
Mol

VL EDIERGR X &7 — 5, BNT162b2 @, RNA & LT 30 pg it 2 [0 O fF A NEERR )N 3 FF &
b,

FHERAGABR ORI M2.4 THZ S/,

1.2.3.2. BEERHBR

KU 7 F o ORI OO & 72D C4591001 FRABRIE, KETH 12 FHRBR L L TH ﬁé 1R
FEh at i E A i U CEBRILRSE 2/3 FIRBR A~ L ER L7z, & 3 MR I EE4 L, —HERT
BMEOMGEEZ TEAME L, BHEGMKE L TWD, BWEICE L CHEANIHRE L7z T
BROEREINTORER, 95% L LD T 7 F U BRIMENRRBD b, FARAEY 2— VIR LTEEH
1 A0 O#EERE T 2 BIE BRI 4 » A, B2 M0 0OWE TR2 » H, 23 008
BRAE#9 38,000 AN THI 1T # H (9B 19,000 ATh7e< &8 2 5 H) OEEMET—XvD,
BNTI162b2 13 LR TH Y BUF AR EAETH B2 N5, B XD, C4591001 k% 7F
&R U CAH CRUEIRFEAGEHFEAITH) 2 & & LTz,

AHFETIE, EBLLFES 1/2/3 FARER (C4591001) ZEHMI\ERIE L, SMES 12 #HER
(BNT162-01) DOF 1 fHES OFERABEEER L LT, BUE, BERAZXIRICENS 12 iR
B (C4591005) #=3FEha+H Th b,

1.2.3.2.1. 551/2/3t878BR (C4591001)

C4591001 BABRILFE M OIEAELAL, 77 AR, 123 AR THY, KU 7 F L ORFK
FHB ORI E R DR TH D, KETH 12 R E U TRAZ X SRICBIMAE, 15520 m £
ZWET LT, +0%D COVID-19 fEH| 2 EHE LB I Z 5T 5 729, £ 44,000 41
BN D FERRILE S 2/3 FARRBR A~ EJER Uiz, F72, 16 %L 178, ZIZ 12805 15D
PR 2 A AN D IR MG R E DO SLET 1T > TV D,

TBERT Y A OFEMIT M5.3.5.1 IH C4591001 FRBRTEER 32 2 H 25 M1,
AR LY

B LARERSY ¢ 18 Bk D 55 DA, B LN 65 D 85 D EEE A A AN TN Fh D%
M CRMli 21T > 72, BEERERS L OHEBRAE (WEIZIGEUT) , FoIRBREY EAO EERP) 72
W2 B W TIRBR A~ DA AT & B 2 bvDd, BEZRBMEE KO E A ATz, ¥
FIEEEIZ L U SARS-CoV-2 ~DIRFED U 27 BWEWE, EFMICE Y A7 OF, HRIICERE
R EDOFEBFEIIIKREER TN H 5538, MIEFFIINCHEE L72i8ZE 0D SARS-CoV-2 YN
HolcBBLOARY A7 —BHEHIE (PCR) 1A Tiii L7 SARS-CoV-2 &L & 5 & 13k
LT,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

W 2/3 AHERSY - AL ANV R 1T 18 5k UL LSS T o fE (GEkhE) L 55 B oE (Bl
J&) BRI L=, SN EROK 40%E 72D K oI Uiz, BB EE&ETIC X v iBn
THLAAILTZ 16 3836 LN 17 ik OHERE 1L 55 LA T OERICE O, 125005 15 OB 1X
ZENOHATHIORE & Uiz, GBS ERMOAEW T, LLTIZ/RT COVID-19 BEOE Y 2 7 £
HRLAANEFREE LT,

o B (BME, BERIE, WE, M, FELIEEER

o IBHENANENELTDHHOREKRE (F7213F0BEE)

o WELTaYha—LINTWND, BN HIV, CRIFLYA/LVA (HCV) , BAEFRY
A VA (HBV) ~0DJ&EYk

o ME (E7-IXIEELLN OWLEEE)

o  RHIERFEMZ~DAFTE

o [ERNEFHEORKELINEE, SARS-CoV2~DIEFED Y 2 7 )3 &k

% 1 FEE Sy

C4591001 FRERDF | FAE Y TlE, #BREZ U 7 F o L F I8 RIT 41 O TEELL LT, LL
T T 7 F 2B L% 21 BREE CARE 2 Bl BRIz i RN EERE L,

e BNTI62b1 (FHE: : 10,20, 30, 100 pg)
e BNTI62b2 (H#E : 10,20, 30 pg)

B K E T HENE LT, EE (18 m~55m%) TIE, 2MEOEMY 7 FroFhnEhn
THNFHIZES (IRC) N7 —Z Z7HhL, ROHAE~OHELRE L (1 HEHT
DISBIED 7 F o &7 TRRIT 41 OHTEERL) . =ilnE (65 m~85 ) TiX, IRC N4
BB CRAEY EOF — & %3l L2 O/ SIS\ CERE AT 10 &LV 156120
7 F LT TRARIC 41 OHTEELL) o BRIKEE B L ONRBRFE S OIRRT — L35 148
O TIHIEEMR T o7, 5 1D OERE 137 D% D COVID-19 ~D B Z BHRET 5
0, EROFIERMIITE D TV, ZEMEOBIRHAEIIRIK 2 FME - IXRBRKE TE T
Wi 5, B 1A Y OREMER LORERET — % 28 L, sHliz#ED 57 7 F 0%
BNT162b2, 21 BT 2 [BI18FE, AHEIX30pg 23R L7, U7 F MR L OH ERIRDGE
T M2.7.3.22.1 HESM,

72%, BNT162b1 100 ug OF# ek (18 5% ~55 mk) ¢ 1 [l HEFE ORISR, 36 X OMho &
T 1 [ H o & ol L C 2 [8] B BRI SOSEMES I 2 m3 Ro 7z 2 L ITES
X, IRC X2 [FIHOEFEAE L2 X 981 L7z, BNT162b1 100 pg OHEFE % 52 1) 7 £lin g O 5k
F1% 2 B HIZ BNT162b1 10 pg OFEA FEhE L, 100 pg OARITH I L (EifFEOWERE Tk
BNT162b1 Z##fE L 72 »72) &

&% 2 FRE Sy

B LI DN HIRIR L=V 7 F U B X OHETE 23 D 2Bt L=, #BREITIV /7 F B &
N7 TERIZ 1:1 OETEELL L,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

55 2 ARER AT IIOKIE TN L, 55 2/3 MEE ) 2 BRAR L 72 EAR KA AL S TR 2 B 360 1%
Filnjg (55 7LAT) Ll (56l l) ONT U RAEEST) A TREL, RIGEER LT
IRV AR L7z, BRI CTHEMT 25 2 FE IS AN b AT R A 1358 3 AR DA
BivEd LUV EMERHIIC G O 7,

55 3 FHER Sy

53 MEITBAEER T CH Y, FERANMEIHNE B I 5 PN A2 S Lo, 1RER3E
T 28 U T, — M OMERE TORGFIED i 2 & 8, ARhEF X O ek o 274 4 fikit
T 5, —HEOBBRE CIXRRMICRERE LT 2, KE, 770, TAEBCF, b
a, M7 7V ABLORA Y CEMHTH D, BT IXFERCEANE L7, COVID-19 fif &7
Hie LB AR 164 Bl & 7 o TR ST I B IMEMT 2 e+ 5 Z L & LT, Batl X
OBIENEIICHGE T 2008, U7 FU8fNn 507 &b 2 FEMEITIRBK TH £ T
T D, 2 ABER ST D 360 Bl OBERTFE 1L 3 MRSy DA SR X VR AMRITICE DT,

55 23 FHER IR, M 2 OHERE OB AFITITEE U CIRBRIKHETE o K ONABR I =B B D 1R B 52
FEWZBE D 2 HEH I ERIE LR TEITT TH 5, IHRT — LI L 2 LMoL, &
REROIFERENRET 5 £ TIXER T THEMT 5, MBREMICEG LI OIEE K
F—LDEHL T & D0 Y ZHE 35,

1.2.3.2.2. 551248738k (BNT162-01)

BNT162-01 kB, SEhirh D FIH, % 12 fHHERZRBR TH D, 181D 55 DR /2K
DB, TRTOWRE T 7 F o 28R LT, BEROHAEO. iy 7 F o 0224k
E IR FMEE TN L T D, TRBRBAGATLIC, TRBRIFENERT R E A R L 85 ik TORRAZ A A
Nz, AREGEIRFE AR H BRI CIXEEE OF7 — Z I IEHMEICE D TE 63, § LIS A
FAREZR 18 1%/ D 55 ik £ TORA DL MR L O E T — % 25425,

RRBRIIEER DU 7 F AZHOWTERMAEN O EMEZ L (FHE 1260 , RBRIKEE OLe
PERHZEE 2 (SRC) OEVEICHE> TE Y EmWHBEOBER AT o7,

TBERT A o OFEMIE M5.3.5.1 T BNT162-01 3RERIEER F i 5T B M,
AR LY

BNT162-01 & BR i, HEEECTH 0 IEERSMET 30 H LINIZ COVID-19 OHEIR E 721 SARS-CoV-2
BYD T BT v AN WEER X O 2 A ATz, 1RSI0 6 B LANICIRFE O EE /L
EHEEITRBOHEBEIC LD AREE Lo RBEERT D, B LEMEEEZET D
BRI AANAREE LTz, U7 FrOReMS X ORERMEOFMICEET 2 AlietEn &
L EFHPRREDF IR & L=,

TEBR DR

AR TIEI modRNA 7T v h 7 +— L DERY 7 F o 2B X% 21 AR TEE 2 B BhaEsic
RN EERE L 7=,

e BNTI62bl (& : 1, 3, 10, 20, 30, 50, 60 pg)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

e BNTI62b2 (& : 1,3, 10, 20, 30, 50, 60 pg)

ZTNENOBRY 7 F o BLOZNETNORET 12 AT ONER A% )=, BREITEENIC
Wit &4, SRC OEIEIZ L > TL Y EmWHE~EBIT L7, SRC X 1 [0 B BfE% O SRR
RS BNT162b1 60 pg @ 2 [B1H O#FfE A Lian X S 85 Lz, 7ok, ARRBROHH] CSR 7ERL
5 C BNT162b2 @ 50 pg 3 LTV 60 pg BEFED T — Z 1315 H 0TV,

MmD77y N7 —LEBFEHLIZU 2 F 2 Th D BNT162al (uRNA) , BNT162c2 (saRNA) (2
DUNTIE, modRNA Z W =T 7 F VB OET & IZBH#E L7202 F K L7y,

BNT162-01 FRERDFE 1 fHE 2y D22 EMEER X OV T MM 2 & e S FE DT — 2 %, &6
12/3 FEFRBR TdH 5 C4591001 RER N HAEAOND L0 K& T —X vy MEfE T D0 E ST
T, ARLERGEAGRHFEERHIERNT 5,

1.2.3.2.3. BEARABERAZRRE Li-5F12/03 8 (C4591005)

C4591005 BRI, HA AR 2 %1502 BNT162b2 D224, MR X OVayE M 2 5
FTOMBRE LTHEML TWVD, 20005 85 DR A ZMAEAN, VI FrB8IUT 7t
AT 3:1 O TEEAT 5,

AR YE

fETHY, BEIZ COVID-19 DLW 22T TR W BEME L Ot 2 AN, 18RS
D 6 BELANICIEEO BB 2B H £ - TR OB LA AR EZBE Lo T RER L B3
%, WE LR REZR T 2SI THAANATRE & LT,

1.2.3.2.4. = DD EHE F DO RER
LT ORER A 2021 “ENICBAET 5 Z L 23t B L T\ 5,

o /NEEER (11ELL Fxi4)

o HiEAERSRLE LR AR

o EIKTEREZRISGLE LB

o LG TRRM O —EMEZ FEAMN 3 2 3Bk

1.3. A4 R4 VBLUHBL /KOS

KHFEOMKET — 2 R r—IZEGD =T _XToORERIL, ICHGCP ZMFL CEE L, T
TORBUIFEMFE R CH I KERMERKLF (FDA) , BKIIES (BEU) BRRBRES, 0
& [E « HIROBEIY 5 (FHEICES T 556) ([CLDBHNIE S CEE, FEhds L OYF
Brliz, ARMIZEBW T BRI A TEIEGS O RO FHE O EHEICRT 585 (L9 4F 3
A27 BEAEBRSE28E) | BLO FAlaaF A2 (SARS-CoV-2) U 7 F > OFEAMIZ Y
THEZS (BM2HE9 A2 RH) | IZHESWTHE, FEhid L OWNT Lz, 1RBRIEHHETEEIC
1%, B EOHERY R OHELEHEIE A2 ROk L=,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

13.1. FMaaF v ALV RY 7 F U BREEFEFE
R LRI Ol aa T oA VAT 7 F UK 2 i L, KD
SARS-CoV-2 IZ L A RYYED P2 Big & U7 B3R L RER G AR I >\ THE LT,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

2. AWK B3 A
2.1. BIAIBA%

BNT162b2 [IPRAFE 2 & F 72O RS IR AR 2 5 n 35N 7 v & U CHRfit 35, $ERERTICfRDR
BIOFRBMETH S, AHEEKEZHANTHEDONRAL TAHRTHRL, FRZIIAAROK
TR E 725, 708, ABEEIRIIASIIZFEN L TR0,

MR OBERBERE D 7 F 2 13-90°C~—60°C THE L, B2FE B IZfRm% AP AR CAiRd
%o TR OEIKIL 2°C~30°C TIRAET 5,

BNT162b2 134789 & LC 1[8] 0.3mL &5 2 B, 3EM OIS CHRRMNICERET 5,
TURIBHTE OFERIEL M3 HHAZ S M,
BETE

M 7 S B OB D 7= 812, BNT162b2 OHE 2 7 — L 20 U7~ BEFORE TR (TR
1) EAT—NT v LE TR (T 2) CHRYE LA oz et KO EFRMES 16 %
NS S5 OMERE TR+ A 2 L E2HB L TWS, (12324 HHSMR)

2.2. W IRA FRBR
INAFT XA TV T 0 BLOEYFREMILY 7 F o ORI 1T
TWRUY,

i
=

I

52, FHEL

—RRAVRERR G & R Y, U F D TEIRHSERIRITY 7 F L OFURITH T D RIS
BrBETLHZLThD, R (W) TU 2 F U2 LD HURE R OTEHEbE Z
D, ZOBRPUSTIETRHIITERLANT Y V8 2 TIRASRIR Y >/ NHi~ EBAT LAY 72 B il
fods KON T Ml OGP L 2 51 & e 24, SRS B ORI L2 i P OFUF IR IR E ST
I/\fafl/\o

2.3. RARBRB CHOW=AEYFENE X OB SR

M2.7.1 THIZ, SARS-CoV-2 ~DEYx & i iV OF LD TERZm# Lz, N T —Ta &
=) (PCR) BLOWWENHEEINTHE (LT vkA) 2V,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

3. FRARIREIT ¥ 5 BHERTAf

WD 7 F o TIRERREIBRII RO STV, BRIFIZR LT T 7 F 2R EE O I E (XA
Th 2,

PFIZER CONFIDENTIAL
Page 23



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

4. FEhiE (R EMEE2ETe) OFFETE
A C4591001 FRER D 2/3 ¥R Talih U7-. 3G EEZ 4.1 HHIZ, R4 43 HIRL
7~

T JEME X BNT162-01 3RER DO F 1 FHE 238 LTV C4591001 #REROE 1 4H, F2H, 63T
TCaMl L7z, FHliGEE 42 THIZ, 31 FER 03 K OGE 2 My CORE R %Z 44 TR LT,
C4591001 FBRDEE 3 FHER > TIIER 23 HETH D720, KXETIIRE 20,

C4591001 FER D 2/3 AHER BN L T2ANEEE B ARANOT — & B X OERN THEiH O
C4591005 #BR D GIEFMET — Z 1L M2.7.6 AR LT=,

FahMER L OV R O fRAT 5 15 O SERN T4 3R BR O 185 206 2+l £ 1 L O EHARHT &l &R
L7= (M5.3.5.1 C4591001 yEBRFEhE 18 E I K OSWEeHEATEH B E, BNT162-01 1R SEhn st E i
K ONERHRATET I, C4591005 1R5RFNt 51 =3 L Ot R | =) |

4.1. HEMEOFARIA B B L OB FE
BN D72 D PCR A HIEB LI ONY F— g U HIEICHOWT M2.71 HIZR L, B%h
PEOFHIE EIZ DWW T 4.1.1 THIZ, HEHIFEICOWT 412 HIZERH LT,

4.1.1. FHEOFMEE (C4591001 3R5R)

COVID-19 FEE BN S-S & A REA A L 7o, FBIE FIREANIRR A2 B (Bl ) &
U, PRIEHEIC OB 5 B & A & & L

4.1.1.1. B0 EEFHEEE

C4591001 kBRI T3/ (ME—) AIMEEHEREBRCTH Y, 2 3 FHER5 DA =hED T EEHE H
ko LB ThD,

o —OHDFEIEEE : IRERY 7 T HHER TR L OEREHIR 1 0 SARS-CoV-2 YL/
(IMIEFRIETZIT T A VAR DWW I23881F 5 COVID-19 FIER (Bl NFIX
1000 N5E) —iRBRD 7 F o 2 Bl BB t: 7 B BERLLE O e & 5]

o “OHODOFEIMHER : BB Y 7 F RIS L OMEREHIR 4 o SARS-CoV-2 JE&YLE D
HEEZ DB E 12317 5 COVID-19 FIER  (BIZ2 AT 1000 AE) — 155D 7
T 2 |nl H 8RS 7 HEFLLRE OHE &5

4.1.1.2. B ORIKEEMIE B

C4591001 B TIE, COVID-19 Fe R Fi17 U > T (1 7 HLYE 2 F N C B ST H % 3%
& LTe, SEFPHE IR O L 350 Th 5,

o 2 [EBHEM 14 HRLIEED COVID-19 BEER] - (1) 1RBR Y 7 F 8RRl E L ORI
> SARS-CoV-2 YL (IMIFFETIT T A NV AFR)) BNlengllez, () BBy
7 F AETERTR X OB IR TP 0 SARS-CoV-2 YR DA A b i kg, (1)
BLO (2) 128175 COVID-19 FIEFR (B AFIT 1000 AF) —iB5RY 7 5 2 [FIH
BEff% 14 AL OfEER
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

e EJE COVID-19 REER] : (1) 1RBRY 7 F o BERTE L ORI H > SARS-CoV-2 &
YeiR (MG FRIE 2137 A LV REH) R ngBig, () 1BBRY 7 F o8k L O
BEREHARE > SARS-CoV-2 EYLE DA E A b nWirE, (1) BXO ) 2B 5
COVID-19 FJEF (BIZZ AF1X 1000 AMFE) — (a) 1RBRDY 7 F 2 2 BB M%7 AR
BeOMeEFl, (b) 1REBRY 7 I 2 [l HiEM#% 14 B RELUREO e E 5

e COVID-19 CKE CDC EHIELR) FEEH : (1) B8R Y 7 T U BERTR X ORI b
@ SARS-CoV-2 [EYE (MIFFIE 1L T A )V AZER) BNy, () 1EBRy 2
TR RTR X ORI 0 SARS-CoV-2 YO EA b niisg, (1) B
L (2) IZ81F 5 COVID-19 FHEHR (Bl ANFIX 1000 AF) — (a) BBRV 7 F 2
0] B Rt 7 B EELIEOREEH],  (b) 1RBRY 7 52 2 [l B EEREH 14 B RFLLUE O e E 5]

4.1.1.3. COVID-19 JEfF¥] &

TRERIEHEEHE EIZ COVID-19 35 DIERZHE L, FOMERNEN-HERE 1L, BEHIZE
B S P AR B TS U, R SRR SN2 A I FTREZRBR U eI (BIENS 3 B LN
NEFE L, ELS EHIERN/HEELTNDL 4 BLUN) MEE-ITERTZ2T52 L E L,
ZOBETIT (7L, WBBREMEHE TR - BIHEE A U 7k 2 g5 B S 03 L
FHAITZ2RTL ), BRI Y ERIT COVID-19 D2 2 iR+ 5 - DI+ e RS H s
K OE O CHEER R EDORERAZINET D2 & & LT,

TRBRIE Y PR AT IX SARS-CoV-2 f HH D 7= I I ERE RS TS5 2 WG AR U A 7 — B
J& (RT-PCR) fR#r [Cepheid £, KE R GHESK R B HFF IR (EUA) T Ciwl] H
DOEMHEE (TERN) 2T THRIEEZRIRT 5 2L & L, ERZEORE, #ERE B 5 H 8
FHA D 7 IR A B L Pl E R B 695 Z & & Lie, H gl ERSRE C OB FE HE IR R A
(NAAT) OFfERZFEGPHIEICHWS Z & & Lz, el @R TOMERENE SR
B, LFOWTIAORIEIEIZ L0 A ERER T L 72 NAAT OfEREZHND Z & 7]
L7,

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

B DOE DRI 1L, SIFHFEA U TH{AD NAAT TO W A )L A FHIMAE S & O SARS-CoV-2
N fEEPURICET 2 iEFIREOREEH NS Z L & L,

COVID-19 & (FDA A & Z19) 1%, SARS-CoV-2 YL (Fp il E R O M il 5 %
T EREBE TR bR ER) LHESN, UTFOERD S B &b —o0NRD
S,

o JEEN

o FTTCTRMENK E T2 1k oD EA L

o H-RBEINFEIITROhOE
o JHE
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

o CHTT7RfRAYE E I AR O AL
o TR T IFRE DOk

o MHMETR

o NI

o EN:

COVID-19 CK[E CDC EFIELR) feEplx, FiRo COVID-19 MEEFI D EFZT OIER Y A T
AT DfERZINZ 5,

o JEY
o HHYH
o SPAFITET
o L

HJE COVID-19 B (FDA T A Z A 1) 1%, COVID-19 MEEBI THHZ &, BLOLLTFD
b, Ll Eb—onEHLNSZ L,

o HEALMEIRBZ R T 5 LI ORRIRAEUE
o IEIRH 30 [ml/55 0L b
o DA% 125 M40 E
o KX TFTOMFEFIE (VAL FT A—HAIE) 93%LLT, BfkIEREYE
(Pa0,) MEAXEEFEIEE (FiO2) 300 mmHg A

o RN

o  FEMEMRFMIL

o FHZHEMEHLK

o MK

o RHNAIERIN Th (ECMO)
o Tav7J

o WHEHAIME 90 mmHg A

o YEFEHIIME 60 mmHg A
o FIEHIOEE

o SMERIBEREREE ATREREREE, F 7o I3MRRCRIKREREE
o A= (ICU) ~D ARt
o KT

4.1.2. HHEOFEFHITIE (C4591001 3RBR)

C4591001 RER DO HZRIET — ¥ OMFMT RIS EE T A M rTRELE R, 1 [B] H #5FE20] H Al eE R
ShMEAE 3 O 2 [B] H 2R rTRE A R MEEER & LT,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

4.1.2.1. FEBIE DR E
1RSSR EE ZB L CEE LR o 72, AEMEIZEHE Lo T2,

23 FEY 2 ARG OBEOTY 7 F UMM (VE) % 60%LL EEREL, 90%Dfi /)%

5 L CHRGGET 5 72 0121% COVID-19 HEEFIAS 164 BILEE T > 1=, ATRBRIC ML ZERIEIE 1

B 720 B ATEER 17,600 51 (777 B AEE L OFIFEEN 1:1 O%4E, BNT162b2 ~DE{EZ L5

ELTIE 21,999 1) E7pb0, WBREK Q) TIL43,998 61725, TOREOIELX, 77

TAREED 1 H[ D COVID-19 BIEFE % 1.3%, 6 » ALINIZ COVID-19 feEf] (FEFHEEE )

% 164 BIEERET 5 2 &, MBI RREMERE £ 7213 SARS-CoV-2 UL (MIEFH) Db 5k
G AT WHTREMEDN B D) DEIS % 20% & LT,

4.1.2.2. HRIE DR F AT

55 2/3 FBE > CIX R RIENT 2 3 Bl (COVID-19 #EERFIA 72 < &b 62 i, 92 i3 L O 120 #1%
NENERBI %) ET 5 2 &2 FRNTIRBRFEMFRECHE Uiz, FRMATRIC =25
E B OF#MER (P [VE>30%|T —# 1 ) 8 99.5%% 8 %2 1= 556 £ 1o (XA FRITRE DO S 14 iR

(P [VE>30%|7—%1 ) 8 98.6%% 8 2 7= 83512 BNT162b2 7 7 F > OENERRE O Hivd Z
Ll Uz, &HRIENT CORRBIIEEDBIEILRER 2R TOHE | MOBBMERE 2.5%I2Mx Hil
LE ORI Ui, BERMEGFHME L, B0 2 B0 R OWFINT, R TY 2 F
BNEDR S5 FEMERD 5.0% K0 DO%H, K7 4 v RBRENRWTZD, 1RERH EOF
Wz 52 L& Lz, Aohihd X OMEREMEDEE S IX non-binding D HFIEIZ L W RERK L7-, F14HE
KR IOMEAXKMITEHM T Uz, £/, A2PERHmIE B (2 B3 2 860 5 MR <l
181 95%{EHE X [ & B L7z,

VE (100X [1—3&JERE (IRR) ] OBHAIT LV RKD7-, IRR iF BNT162b2 HED #)%E
COVID-19 #EEFI DFRIER L ZITHIGT D7 T B RHEORIERDL TH 5, YT FH ik
MR P [VE>30%|7 — % ] 28 99.5%% H 2 723555 F T2 V3B HESRITIRF D FE4 =R P [VE>30%|7 —
2] 2N 98.6%F R T-HE T BNTI6202 U 7 F o OFMENE DO NS Z & & L=, VE LB
T 7 F R X ORI T > SARS-CoV-2 [RYLFEN 72\ RER# 12 831F 5 BNT162b2 D
COVID-19 FIED PRizhR AR LT\ 5, 2 B HEER% 7 HRELARED COVID-19 & B % 3%t
Gl L, 2B ABEME% 7 BERLIATO KEER £ T2 NAAT 2355 £ 7213 R Td - 7= iR 138
Ao BERS LTz,

PRMEATIE, —> B O M EEIEE B2 HOWCOLER LT, RN CEME L 7-%F Dl
DA N DM HE RN T FLB AT B TEN LTz, E DOMOBIMEDIENTIITLL T DS TEEED
COVID-19 i @B 285t LT FER NG F TV D,

o RX—RX T A IFIZ SARS-CoV-2 JEYE (NAAT £72IINBURKEET v& A1) b D
o TRyEERT (KRR, MR, AFE, RjE, X—ATA WD SARS-CoV-2 FHYRIL /e &)
o | [FIHEEREZI L2 0] H ML ICIRBRSEME R & CHIE T % COVID-19 EAEH]

AT ORGSR, EEMEANG - LToTo, £ OB T 2 52 L 72 o 72,

TRBR I FHE = CHE L2 T X COA R EEFGE B 35 X OBIWREHIE B (X3 2 ke fidhr
%, COVID-19 fEEHIN D72 Lt 164 BIFEFE SNT-RICHET 5 2 & 2RI a2 E
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

L7z, VE IZBE9 2 5y S MM IZ A 2h ik o F ERHlE B B8 L ORIKGHEZE H  (EJE COVID-19
FeER]) 1T OWTHEN LTz, MR oF&MENT & LT, EERY 27 CER L

RO R R U C N L7z, BIVREEMIE, HJE COVID-19 fEEH1E L O COVID-19 HEER] (K

CDC SEFIEW) DESH (4.1.121H) ZHAVWTEEIMEE R U HETITo72 (4122H) |

4.2. RO FARIE B 1 X O T
T v A HERB I OO HREEICOWTIT M2.7.1 IR LT, SRS —Z OFHfER
WZHOWTIE 421 THB L OV422 HHIZ, HEAOTIEIZ 423 HIZEH LT,

4.2.1. REFEHEOFEEE (BNT162-01 3RER)

BNT162-01 #RBkClX, % 1 M52 C 1 [BIEH#FERT (Day 1) , 1[IHEEREE% 7 H (Day8) , 2[H]
HEfERT (Day22) , 2B 7 H, 14 H, 21 HOKK AT, SARS-CoV-2 IMiFHFFHiik
filits £ OV SARS-CoV-2 i HFFUAEM O EFAERIZOWTEM L7z, 7 v & A FiEIMGES
=b D& HWE,

5 1M TY 7 F U LIRS O MEER) B 15 DAL KA I AL MR (PBMC) 1D T
#fu %, ELISpot 53 L OMOLIEMEALAIER] (FACS) TR L7oHIBN Y A b B A > Yeth

(ICS) L& VTR U7, sl 1 (5] B 25T, 2 B H#fE% 7 HRF (Day 29) 1ZH:HL
L7, Ml CIX Thl %)ZIe% (IFN-yB X OVIL-2) B L O Th2 /i (IL-4) 12350\ T
Th1/Th2 /X T AT OV TR L 7=,

4.2.2. REFHEOFHEEE (C4591001 FA5R)

C4591001 FBRTIE, 45 1 FHERSY 3 KOV 2 FA¥B43 C SARS-CoV-2 Iy R AIFLIAfn R L O°
SARS-CoV-2 S1 #i# 3 LUV RBD A 1gG Ui (direct Luminex immunoassay) (22N CafAfl
Lz £72, ERfERIZOWTHEM LT, 7 v A FEFRIESNTZ L OZ2 H -,

9 1R O GIERIET — # ORMERESE, 1Bl HBRERT (Day 1) , 1IEIHEEMH% 7 H, 21 H
(2 ol B BEfERT) , 2EBEEMEZL 7 H, 14H, 1 » AFCTHY, T—XITHERB L OHERER]
WCER L7,

2 FHER Sy DR RIET — Z ORMERESE, 1Bl HBRER] (Day 1) BLO2 [IHEMEZ 1 5 A
BEChHoTm, T—HIXFEmE LT, X—RAT A FFD SARS-CoV-2 Y [NAAT (PCR) F7-
IEINFEA 1IgG FURT » A ] IR R L=,

C4591001 B B 15 BN B FEMET — % OfIRZ K GICT D=0, [BIEHEE O MmiE
(HCS) /3% /L% Sanguine Biosciences (Sherman Oaks, CA) , MT Group (Van Nuys, CA) XK
U Pfizer Occupational Health and Wellness (Pearl River, NY) £ 0 AF L 722021, Z ® HCS 7S¢/
(21 18~83 ;%D SARS-CoV-2 JE&H ¥ 721X CONID-19 B3 (MEEERF D PCR WA CR2Wh i e
LT 5 14 BLLERGE) DOIE SN2 38 MIENE ENTE Y, MIERELEE ORIy

(35/38 f3l) (TFEMEMEEYLBFE T, 2B 1 HNIABEL Tz,

55 3 AHERSY T 24 o F I & T OPRBEAY e S R MERFA 2 Gl L T\ 5,
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SARS- COV 2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

4.2.3. GE R DR EHTFIE
4.2.3.1. SEFHEOFEENT (BNT162-01 3ER)
BNT162-01 75k D 6088 57— 2 OFFAT R ERI LR ML & Lz,

BNT162-01 B D SARS-CoV-2 FFIHAT v & A OISR IET —Z 1%, C4591001 #RER & [FEE7
it &2 FEhE L7 (4.2321H) |

F LR TU 7 F B L 7o o2 MaE ) 545 57072 PBMC  (CD4+ 35 XU CD8+ T il
fabrZ) 7226 THilZ2BEL, BUREEFEMED A ~ 1A L PEAIT-DUT ELISpot ¥£3 JL TN FACS
Z AW TN A N A G E TR L7z,

BREERAR Y b (ELISpot) 1k

THIRSE DR F~w—r L LT, 2 bua—/BEC3H CD3 FuA M 1EMERIEL (B
Medium (f&Mf) BIOMEREICHASDET- VA NV AFURRH > 7=,

e CEF: t hAMESUR (HLA) 7 7 AI#MFMET, oA hAF T A /LA (CMV) , =
TFAREA e R— L)L A (EBV) , £ 7L (Flu) A NLAHEREORTF KT
5D, KFT—OKHERST CD8+ T HfEZ HIPL L IFN-yDBEEAENHFF X5,

e CEFT: HLA 7 7 Z N #HEMET, CMV, EBV, Flu VA /LABLIOMER N5V 1 FH
kDRTF RTHDH, RFI—OKE T CDA+ T MLz fil4% L IFN-yD EEANHIFF S
60

T 7 F U LR O 2 i) 515 54072 PBMC YA A L PEAMNE % ELISpot
ETHRINERE L., FIHEZHRIZERET 2, FANZ IINYRRROPULATa—T 7 L
ELISpot 7L — RZ, CD4+ E£7-1Z CD8+ =7 = 7 Z —Hifil Z ki L 7= PBMC & 7 7 F U HiJR
HR~7F K RBD £7232R S ¥ X7) &z, F——F A ~ (18K E) TAL
Fa— |k L7z, _X7F RTHIE ST CD4+ £7-13 CD8+ M & IFN-y S EAE S, 7
L— b EOFURICHRE ST D, A v FaX— Mg, TL—RMNITAAIRAT 7 2 —E TR L
TeHU IFN-yHUiR s L OMERRE 2 A LTz, ARy ME, H—fla L~V ClEA SN
IFN-yIZF Y 3%, ALBEfE D~ L — K % AID ELISpot U — & — Tl > 7=,

BETEMEIL AR (FACS) THHR(L LZMRNY A A v (ICS)

ICS{EIT7a—H A FA M) —Z2HWET vt A T, MR CHRNICEE SN A D
A EBRET 5, FURRIBIZA KR TF R TITW, ZOEMATF RIixv 7 Fofiiszd a—
RIoHEREENTH e B VI FoFURERD 11 7 2 /a2 /3—F 2% 15 mer 4 —/3—
Ty ITRTFR)  TNHDONTF KT —/IV 7 F UHRTH S SARS-CoV-2 RBD 5 &
N SARS-CoV-2S1 # 2— R34 5~X7F K7 —)L, subpool 1 3 & T subpool 2 72 & TNZ subpool 1
& subpool 2 DA EDLEEZR L TV D,

FIEZfHRICETR T 5, U7 FUoHR TR L7 PBMC 12, EASNTZVA M OA v 2/l
AR B 720 & o 7 Bl ER 2B Uiz, Mg m~—h—%2 7L ALt A T
TRk S U7 CD4 PR, CDS8 HLikEB L OVCD3 fuik T L7-, PBMC #[EEL, 714 L%
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

A U THEER SNV A DA CEROPUEZ W=V A A OB Y D 7= DI g
WMFEZ4T -7, T 7 F U FUEE R 1 Bl L X—T (Thl) #EE L OV 2 AL $—T (Th2) M
fil (CD4+ T flifi@) 72 5 ONTHAREEM: CD8+ T fMila = Z N EAT DY A b A v OEIE %
R TH=0lc7a—% A N A—X—TCHlildz oir L7z,

HRE SRS B DO FFE £ 7 TR O ERE L L C, BBRE O U 7 F MR L OBERE#
OB D ATV, U 7 F U BRI E S5 Thl BELONTh2 KGD/NT o A &3 L
7= RN F~—272i%, [\E1E L7 COVID-19 3 @ PBMC ZfEH L7-,

4.2.3.2. BE RO ST (C4591001 FER)

C4591001 #ER D G0 2 JFUMET — & OFFNTIXREAR A RE G0 % R R R 48 X OV R H mlRE S0 %8 U ME SR [
gl Ui,

1 FBERAY S L OV 2 FHE 4 Tl, SARS-CoV-2 M i L O SARS CoV-2 S1 54
L O'RBD f& A 1gG FUREREEIZOWTLL T ORER A2 L,

o RAPEIHUAM (GMT) , B FEHHUARE (GMC)

o R EFMEER (GMFR)

o BMPHEL (GMR) (BB 1 FBERSY)

o ARFULEDLERNPED SN HEEORIG (G5 1 )

o HUE L7-BfE 2 2K L 7o PUAME = 72 13U (55 2 FR¥O7)

SARS-CoV-2 i AL, S1 A 1gG HrikiREE R L UVRBD 6 [gG FUAIR IOV T,
GMT F 7213 GMC & Z D 95%EFEXM 2 FH L7z, GMT B XU GMC 1%, R L 7= EE
DI % R FEIC WA a5 = & TR Uz, Wil 95% S E XL, <R #a L 7= e
EONEMEIZ T D(EHEX ] % Student D t 9ARIZEE S ZHE ML, £ Ok R 2 FURE |2 A
$al CHRH L7,

GMFR [ X% O E it 2 BEFRRT OW EME TR L7= Ml & EF L7-, GMFR [T 58 L 7= &
B (BEffth —HEFERT) O VI % 5 R B A8 a5 2 & TR Uz, miilE X
1%, B U 7= B O 22 DSBS )T DR X ] & Student D t 3 AFICHSZHI L, #
DFERZ R4 5 Z L TR L,

GMR (TR e L= EE O (B #4853 @ SARS-CoV-2 i HAHL IRl —S1 54 1gG
PURIREE £7213 RBD 54 1gG HUARIRE) O A JR RIS BAER T 5 2 & CRI LT,
WANERE R T, R U 72 E M O 22 DO SFAEIZ KT 25 X M % Student @ t 53A[ T 5D
THEHL, TORREZFREICRIEERTH L TR L,

2 TR S 4L 5 AR B O 1M 72 WA 95% 5 X AL F 4345 2 VW CHLH L 72 (Clopper-Pearson
%)
4.3. ERMEDORER

R R ARAT #5 S L ORI RE S 2 DL FIC S L, R ZIE B RE i 2 (MS.3.5.1 C4591001
BRI Z 10 BB L OV 3) F7203 M2.7.3 THIZFLa L7,
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4.3.1. AEO FREIMFHT (C4591001 3ER)

COVID-19 HEFIH 94 BIEFE S 7=, FRICHUE L T 7oA 2hi% o Hr RfENT 2 5806 L 7=,
C4591001 #BRODEF 3 FHEL (2B DAEZMET — Z OfTIE, FanIER IR\ ECHE L
HWE DT IEE 2T - LT R 25 & U CEM L, Ao hifftros » 47 |
1£2020 4 11 H 4 B CH o7, HWETEAM rTEEE 2 Xt RICT — X 2 EH L, 0 ERIET
(FEERR, MR, AFERI, BB, 1RBRIFEMERIR L O—R T 1 KD SARS-CoV-2 YLK
PRI b FEhE Lz,

COVID-19 OJEFPHIEIL 4.1 THIZFEIR L7z, ARMEO—2>H O FEFHIEE TlX, BBy 7 F
PERERTR K ORI H > SARS-CoV-2 JEYLE N 22 W BRF 12351 D COVID-19 FEE Bz &
< BNT162b2 @ VE %zl L7z, 2 8]l H % 7 A RFLARED COVID-19 g iEFl 2 it xige & L,
2 [0 B BEFE% 7 B RELLRTOSERERE £ TIZ NAAT DS £ 72 I13R I T - 2B 13530 B bR
N7,

Ff AT R D A5 2 AT R B O BEE % 4.3.1.1 TAIZ, PRI ORER % 43.12H (—HOH®D
THEMHIEH) BX 4313 H (Fomoasht) (s Liz,

4.3.1.1. AMEOMNTRIRER  (F R

HHRIBEATIC RN C, AR TR & N 7245k E O 51X BNT162b2 BE & 77 B AR Rt
TREETH -7 (Table 1) . AEWERHN ATRELER N B RN L 7o ikBRE 0% < 1%, IV FHT b
TIBBR D 7 F o DB 24 XTI Ty, FHRNCHEE L3RRI 2 [ml B #5251 C
WIRWERERE CTh o7 (FRNCHUE L2 WIRIE | [BIE #2Fi% 19~42 H) , 2 [BIH#F% 7 B
FCIIRBR MR mE D OB KRGV, ARIEFAML ATREER 2 B RS L7 B E 1T
BNTI162b2 # 302 5] (1.4%) , 77 ®AREES526] (02%) Tholz,
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Table 1. Efficacy Populations — Interim Analysis 1
Vaccine Group (as Randomized)
BNT162b2 (30 pg) Placebo Total
n? (%) n? (%) n? (%)
Randomized® 21653 (100.0) 21672 (100.0) 43325 (100.0)

Dose 1 all-available efficacy population

Subjects without evidence of infection before Dose 1
Subjects excluded from Dose 1 all-available efficacy population
Reason for exclusion®

Did not receive at least 1 vaccination

Did not provide informed consent

Dose 2 all-available efficacy population

Subjects without evidence of infection prior to 7 days after
Dose 2

Subjects excluded from Dose 2 all-available efficacy population
Reason for exclusion®

Did not complete 2 vaccination doses

Did not provide informed consent

Evaluable efficacy population (7 Days)

Subjects without evidence of infection prior to 7 days after
Dose 2

Subjects excluded from evaluable efficacy population (7 Days)
Reason for exclusion®

Randomized but did not meet all eligibility criteria

Did not provide informed consent

Did not receive all vaccination(s) as randomized or did not
receive Dose 2
within the predefined window (19-42 days after Dose 1)

Had other important protocol deviations on or prior to 7 days
after Dose 2

21617 (99.8)
17237 (79.6)
36 (0.2)

35(0.2)

1 (0.0)
18868 (87.1)
16463 (76.0)

2785 (12.9)

2784 (12.9)
1(0.0)
18380 (84.9)
16061 (74.2)

3273 (15.1)
15 (0.1)

1(0.0)
3038 (14.0)

302 (1.4)

21633 (99.8)
17221 (79.5)
39 (0.2)

39 (0.2)
0

18877 (87.1)
16426 (75.8)

2795 (12.9)

2795 (12.9)
0

18618 (85.9)
16218 (74.8)

3054 (14.1)
16 (0.1)

0
3035 (14.0)

52(0.2)

43250 (99.8)
34458 (79.5)
75 (0.2)

74 (0.2)
1(0.0)
37745 (87.1)
32889 (75.9)

5580 (12.9)

5579 (12.9)
1(0.0)
36998 (85.4)
32279 (74.5)

6327 (14.6)
31 (0.1)

1(0.0)
6073 (14.0)

354 (0.8)

Note: Data from subjects who are not confirmed 7 days post dose 2 cases are included in the analysis to comprehensively
show all data reported and/or contribute to the total surveillance time calculation but may be subject to change with

additional follow-up.
a. n=Number of subjects with the specified characteristic.

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

c.  Subjects may have been excluded for more than 1 reason.
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2.5 WRARIC B3 2 BHEAF Al

HH AT I BT,
(F %
(Table 2)

E£7z, 2 [0l AR ATREA DIMEEM O N 1 REH AR R A 2

MERTAM PTREEERA) D A A HERRENE
, L TLemfirdSEM LRk TH -T2 (551 1H) |

1BER D 7 F L BERERIT L OV IR B O SARS-CoV-2 JEYLEN 72 O BR A
IZ BNTI62b2 BE L 7T 2 AREECTRIEETH U

LRI FTRESE] & [FIERTH -

71’;0
Table 2. Demographic Characteristics — Subjects Without Evidence of Infection Prior to 7
Days After Dose 2 — Evaluable Efficacy Population (7 Days) — Interim Analysis 1
Vaccine Group (as Randomized)
BNT162b2 (30 png) Placebo Total
(N*=16061) (N*=16218) (N?=32279)
n® (%) n® (%) n® (%)
Sex
Male 8197 (51.0) 8144 (50.2) 16341 (50.6)
Female 7864 (49.0) 8074 (49.8) 15938 (49.4)
Race
White 13502 (84.1) 13692 (84.4) 27194 (84.2)
Black or African American 1298 (8.1) 1303 (8.0) 2601 (8.1)
American Indian or Alaska native 88 (0.5) 82 (0.5) 170 (0.5)
Asian 712 (4.4) 716 (4.4) 1428 (4.4)
Native Hawaiian or other Pacific Islander 40 (0.2) 26 (0.2) 66 (0.2)
Multiracial 341 (2.1) 297 (1.8) 638 (2.0)
Not reported 80 (0.5) 102 (0.6) 182 (0.6)
Ethnicity
Hispanic/Latino 4415 (27.5) 4383 (27.0) 8798 (27.3)
Non-Hispanic/non-Latino 11553 (71.9) 11736 (72.4) 23289 (72.1)
Not reported 93 (0.6) 99 (0.6) 192 (0.6)
Country
Argentina 2445 (15.2) 2415 (14.9) 4860 (15.1)
Brazil 889 (5.5) 889 (5.5) 1778 (5.5)
South Africa 215(1.3) 218(1.3) 433 (1.3)
USA 12512 (77.9) 12696 (78.3) 25208 (78.1)
Age group
16-55 Years 9093 (56.6) 9172 (56.6) 18265 (56.6)
>55 Years 6968 (43.4) 7046 (43.4) 14014 (43.4)
Age at vaccination (years)
Mean (SD) 50.9 (15.58) 50.7 (15.68) 50.8 (15.63)
Median 52.0 52.0 52.0
Min, max (16, 89) (16,91) (16,91)
PFIZER CONFIDENTIAL

Page 33



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

Table 2. Demographic Characteristics — Subjects Without Evidence of Infection Prior to 7
Days After Dose 2 — Evaluable Efficacy Population (7 Days) — Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo Total
(N*=16061) (N*=16218) (N*=32279)
n® (%) n® (%) n® (%)

Note: Data from subjects who are not confirmed 7 days post dose 2 cases are included in the analysis to comprehensively
show all data reported and/or contribute to the total surveillance time calculation but may be subject to change with
additional follow-up.

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

b. n=Number of subjects with the specified characteristic.
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BT 32,279 5l (BNT162b2 £ 16,061 #5l, 77 & AREE 16,218 #]) ToH -7~ (Table2) .

o [ ARAT B 55 C COVID-19 WeE X BNT162b2 BE 4 5, 77 = REE 90 5l Td - 7= (Table 3) .
T T ORI RTHER 23 Fh S ERERE T O A ChERR S 7=,

COVID-19 fEEHNZH-> < BNT162b2 @ VE ORI T, 185 T 7 F o BEfaid K ORI+
@ SARS-CoV-2 JEYLIE DN 72\ R ERF ¢, 2 [Bl BT 7 HEELIKRIZ COVID-19 #eE B & HIE S v
T B A A B R L L,

BNT162b2 @ VE 1% 95.5% T, 5561 TWDH T —ZIZBWTED VE N 30%% kAl 5 S48 MR
99.99% K Td 77, Z OFERITHFANCHE Uiz PRI O th EE%E (99.5%H#8) A ii7- L=,

VE @ 95%(E X [H1% 88.8%~98.4% CdH 1, ZiuE, BHoNTWVWAET—HITBWTED VE N
5% DIERT Z OFIFANICHH Z LA R L TWA, F7-, VE 2 86.0%I8 Th 5 FH4MeRIT
99.5% T, 88.8%IHTh 5> HHMREILIT15% TH -T2,

AR TR REEER TIE, COVID-19 fEEHI3 BNT162b2 £ 4 5], 77 £REE 3 HITHY,
(Al CA 20 2RI H 123510 D BNT162b2 O VE (3 95.7% Th -7z,
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Table 3. Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2 — Subjects
Without Evidence of Infection Prior to 7 Days After Dose 2 — Evaluable Efficacy
Population (7 Days) — Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=16061) (N*=16218)
Efficacy Endpoint n1®  Surveillance nl1®  Surveillance VE 95% Pr (VE >30% |
Time® (n2¢) Time® (n2¢%) (%) CI9 data)’
First COVID-19 occurrence from 4 1.722 (15899) 90  1.732(16010) 95.5 (88.8, >0.9999
7 days after Dose 2 98.4)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein-binding; NAAT = nucleic acid amplification test; SARS-CoV-2 =
severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.

Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab]
at Visits 1 and 2), and had negative NAAT at any unscheduled visit prior to 7 days after Dose 2 were included in the
analysis.

Note: Data from subjects who are not confirmed 7 days post dose 2 cases are included in the analysis to comprehensively
show all data reported and/or contribute to the total surveillance time calculation but may be subject to change with
additional follow-up.

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

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

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

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

e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.

f.  Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details. This probability must be at least
99.5% at the interim analysis in order to conclude that the vaccine is efficacious.
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Table 4. Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by
Subgroup — Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 —
Evaluable Efficacy Population (7 Days) — Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=16061) (N*=16218)
Efficacy Endpoint nl®  Surveillance nl1®  Surveillance VE (%) (95% CI°)
Subgroup Time (n2¢) Time (n2¢)
First COVID-19 occurrence from 7 days
after Dose 2
Overall 4 1.722 (15899) 90 1.732 (16010) 95.5 (88.1, 98.8)
Age group (years)
16 to 55 2 0.954 (8994) 67 0.959 (9040) 97.0 (88.7,99.6)
>55 2 0.767 (6905) 23 0.773 (6970) 91.2 (64.6, 99.0)
Sex
Male 2 0.874 (8115) 38 0.865 (8029) 94.8 (79.8,99.4)
Female 2 0.848 (7784) 52 0.867 (7981) 96.1 (85.1,99.5)
Race
White 4 1.477 (13399) 85 1.491 (13530) 95.3 (87.4,98.7)
Black or African American 0 0.124 (1263) 4 0.124 (1277) 100.0 (-51.8, 100.0)
All othersf 0 0.121 (1237) 1 0.118 (1203) 100.0 (-3690.1, 100.0)
Ethnicity
Hispanic/Latino 1 0.464 (4389) 34 0.459 (4342) 97.1 (82.7,99.9)
Non-Hispanic/non-Latino 3 1.247 (11418) 56 1.262 (11570) 94.6 (83.3,98.9)
Country
Argentina 0 0.271 (2436) 28 0.266 (2402) 100.0 (86.2, 100.0)
Brazil 0 0.087 (878) 2 0.087 (879) 100.0 (-432.5, 100.0)
USA 4 1.360 (12384) 60 1.376 (12530) 93.3 (81.8,98.2)
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Table 4. Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by
Subgroup — Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 —
Evaluable Efficacy Population (7 Days) — Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=16061) (N*=16218)
Efficacy Endpoint n1®  Surveillance nl1®  Surveillance VE (%) (95% CI°)

Subgroup Time (n2¢) Time (n2¢)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein-binding; NAAT = nucleic acid amplification test; SARS-CoV-2 =
severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.

Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab]
at Visits 1 and 2), and had negative NAAT at any unscheduled visit prior to 7 days after Dose 2 were included in the
analysis.

Note: Data from subjects who are not confirmed 7 days post dose 2 cases are included in the analysis to comprehensively
show all data reported and/or contribute to the total surveillance time calculation but may be subject to change with
additional follow-up.

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

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

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

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

e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted to the surveillance
time.

f.  American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, not reported race
categories are presented as “All others”.
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FR AR IR ST, 1 B H 85 % O FIE COVID-19 FEERIT 7 B Tdh > 7~ (Table 5) . 7 fHlAfFH
TIRARETHY, Zo5H 5EIT 1 A BEERERL 2 [0 B BERERTIZ, 2 B 2 5] B PR 7 HEELL
BRizEs STz,

7 BN — 2 T A D SARS-CoV-2 JELLIZ[2METH o T,

FJE COVID-19 HEEFNZHOWTIE, LZaMERB LU 7 F o Bl O 28E 98 (VAERD) %
LD ET BT 7 F BRI D YR (VAED) OV 27122\ 5.7.1 THIZED L=,

Table 5. Severe COVID-19 Occurrence After Dose 1 — Dose 1 All-Available Efficacy
Population — Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=21617) (N?=21633)
Efficacy Endpoint n® n®
Severe COVID-19 occurrence after Dose 1 0 7

Note: Data from subjects who are not confirmed 7 days post dose 2 cases are included in the analysis to comprehensively
show all data reported and/or contribute to the total surveillance time calculation but may be subject to change with
additional follow-up.

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

b. n=Number of subjects meeting the endpoint definition.
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HRIENT OFER D5, SARS-CoV-2 JEYLED 72\ Wk (2FEFF L O 4ER) |
mnm%zemg%@)mcmmyw%ﬁ%%%%ﬁab%mtoEﬁmi77??ﬁ®ﬁ?
PO BT,

4.3.2. AEDORKAEMENT (C4591001 3RER)

C4591001 FRER D 3 FHER I B T DAEIMET — X OfFNT 1L, FHRNIEREmFEECTHE L
ﬁw$®JMEE%ﬁtbtw%%%ﬁ%&LT%MLKOﬁ%i@ WFENTDH >~ A7 H
i2020£|5 11 H 14 ET&)Oﬁ—o

COVID-19 Fife FE BN IS < A 2HE D FEFHAGE B 36 X ORIGEHIE B2 DWW Tid 4.1 IR L
7o HRHIEIER TIE, 1BBRY 7 F BRI K ORI T > SARS-CoV-2 JEYLEE A3 72\ VR BR
F F 721X SARS-CoV-2 YL DA 4 [ o 72 iR 2 x4t & L C COVID-19 fEE RN FDu
THMZIME L, F3HMEER OIS U T, 2 B EEME 7 AEETIE, 7201314 AEEE
TIZ NAAT Bt & 72 1A OBBRE (XM S B FRah U, 2 (Bl B R 7 HRELIRE £ 7213 14
HIFLLED COVID-19 e E B 2 Rt %R & LTz,

WA ST REE DO N D FEHFA R 2 4.3.2.1 THIZ, Fef& MRS 54 FEAHHE B I DWW T
1T 4322, BIREHMEEBICOWTIX 4323 HIZENFNR LT,

4.3.2.1. AR R RER (RACHENT)

BAENTIC BN T, AR AT REE & £ DR A OEIE 1L BNT162b2 B & 77 R
TlREETH>7= (Table6) , ARNEREAN ATRESE ) DRI LB E D £ < 1L, EIV T ohn
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Table 6. Efficacy Populations
Vaccine Group (as
Randomized)
BNT162b2 (30 Placebo Total
ng) n? (%) n* (%)
n? (%)
Randomized® 21823 (100.0) 21828 (100.0) 43651 (100.0)

Dose 1 all-available efficacy population

Subjects without evidence of infection before Dose 1
Subjects excluded from Dose 1 all-available efficacy population
Reason for exclusion®

Did not receive at least 1 vaccination

Did not provide informed consent

Dose 2 all-available efficacy population

Subjects without evidence of infection prior to 7 days after Dose 2

Subjects without evidence of infection prior to 14 days after Dose 2
Subjects excluded from Dose 2 all-available efficacy population
Reason for exclusion®

Did not receive 2 vaccinations

Did not provide informed consent

Evaluable efficacy (7 days) population

Subjects without evidence of infection prior to 7 days after Dose 2
Evaluable efficacy (14 days) population

Subjects without evidence of infection prior to 14 days after Dose 2
Subjects excluded from evaluable efficacy (7 days) population
Subjects excluded from evaluable efficacy (14 days) population
Reason for exclusion®

Randomized but did not meet all eligibility criteria

Did not provide informed consent

Did not receive all vaccinations as randomized or did not receive
Dose 2
within the predefined window (19-42 days after Dose 1)

Had other important protocol deviations on or prior to 7 days after
Dose 2

Had other important protocol deviations on or prior to 14 days after
Dose 2

21768 (99.7)
20314 (93.1)
55(0.3)

54(0.2)
1 (0.0)
20566 (94.2)
18701 (85.7)
18678 (85.6)
1257 (5.8)

1256 (5.8)
1(0.0)
20033 (91.8)
18242 (83.6)
20033 (91.8)
18219 (83.5)
1790 (8.2)
1790 (8.2)

36 (0.2)

1(0.0)
1550 (7.1)

311 (1.4)

311 (1.4)

21783 (99.8)
20296 (93.0)
45(0.2)

45(0.2)

0
20536 (94.1)
18627 (85.3)
18563 (85.0)

1292 (5.9)

1292 (5.9)
0

20244 (92.7)
18379 (84.2)
20243 (92.7)
18315 (83.9)
1584 (7.3)
1585 (7.3)

26 (0.1)

0
1561 (7.2)

60 (0.3)

61 (0.3)

43551 (99.8)
40610 (93.0)
100 (0.2)

99 (0.2)
1(0.0)
41102 (94.2)
37328 (85.5)
37241 (85.3)
2549 (5.8)

2548 (5.8)
1(0.0)
40277 (92.3)
36621 (83.9)
40276 (92.3)
36534 (83.7)
3374 (7.7)
3375 (7.7)

62 (0.1)

1(0.0)
3111 (7.1)

371 (0.8)

372(0.9)

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives.

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

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

c. Subjects may have been excluded for more than 1 reason.
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B PRITIC BT, 2 [ B % 7 HIEFE TIZ SARS-CoV-2 JBULEE A 2o iR (5 20 24 7]

HEFEM]) TIX BNTI62b2 BE L 77 RO N O et A0 I ERECTH - 7= (Table7) .

7=, ZOBENMERFHE FTREER O N OFEFHFRORFEIIE L TR e B ER LR CTh - 72
(55.118) .

Table 7. Demographic Characteristics — Subjects Without Evidence of Infection Prior to 7
Days After Dose 2 — Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo Total
(N*=18242) (N*=18379) (N?=36621)
n® (%) n® (%) n® (%)
Sex
Male 9318 (51.1) 9225 (50.2) 18543 (50.6)
Female 8924 (48.9) 9154 (49.8) 18078 (49.4)
Race
White 15110 (82.8) 15301 (83.3) 30411 (83.0)
Black or African American 1617 (8.9) 1617 (8.8) 3234 (8.8)
American Indian or Alaska native 118 (0.6) 106 (0.6) 224 (0.6)
Asian 815 (4.5) 810 (4.4) 1625 (4.4)
Native Hawaiian or other Pacific Islander 48 (0.3) 29 (0.2) 77 (0.2)
Multiracial 448 (2.5) 402 (2.2) 850 (2.3)
Not reported 86 (0.5) 114 (0.6) 200 (0.5)
Ethnicity
Hispanic/Latino 4886 (26.8) 4857 (26.4) 9743 (26.6)
Non-Hispanic/non-Latino 13253 (72.7) 13412 (73.0) 26665 (72.8)
Not reported 103 (0.6) 110 (0.6) 213 (0.6)
Country
Argentina 2561 (14.0) 2539 (13.8) 5100 (13.9)
Brazil 1232 (6.8) 1223 (6.7) 2455 (6.7)
Germany 121 (0.7) 126 (0.7) 247 (0.7)
South Africa 287 (1.6) 279 (1.5) 566 (1.5)
USA 14041 (77.0) 14212 (77.3) 28253 (77.1)
Age group
12-15 Years 46 (0.3) 42(0.2) 88 (0.2)
16-55 Years 10428 (57.2) 10507 (57.2) 20935 (57.2)
>55 Years 7768 (42.6) 7830 (42.6) 15598 (42.6)
>65 Years 3980 (21.8) 4038 (22.0) 8018 (21.9)
Age at vaccination (years)
Mean (SD) 50.6 (15.70) 50.4 (15.81) 50.5 (15.76)
Median 52.0 52.0 52.0
Min, max (12, 89) (12, 91) (12,91)
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Table 7. Demographic Characteristics — Subjects Without Evidence of Infection Prior to 7
Days After Dose 2 — Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo Total
(N*=18242) (N*=18379) (N*=36621)
n® (%) n® (%) n® (%)

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives.
a. N =number of subjects in the specified group, or the total sample. This value is the denominator for the percentage
calculations.

b. n=Number of subjects with the specified characteristic.
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Table 8. Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2 — Subjects
Without Evidence of Infection Prior to 7 Days After Dose 2 — Evaluable Efficacy (7

Days) Population
Vaccine Group (as Randomized)
BNT162b2 (30 pg) Placebo
(N*=18198) (N*=18325)
Efficacy Endpoint nl®  Surveillance nl® Surveillance VE 95% Pr (VE >30% |
Time (n2¢) Time® (n2¢) (%) CI°) data)f

First COVID-19 occurrence from 8 2.214(17411) 162 2.222 (17511) 95.0  (90.3, >0.9999

7 days after Dose 2 97.6)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein—binding; NAAT = nucleic acid amplification test; SARS-CoV-2
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.

Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab]
at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were
included in the analysis.

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

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

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

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

e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.

f.  Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
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Table 9. Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2 — Subjects
Without Evidence of Infection Prior to 7 Days After Dose 2 — Dose 2 All-Available
Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18650) (N*=18570)
Efficacy Endpoint n1®  Surveillance nl1®  Surveillance VE 95%  Pr (VE>30% |
Time® (n2¢) Time® (n2¢%) (%) CI°) data)f
First COVID-19 occurrence from 8 2.266 (17852) 165  2.244 (17746) 95.2 (90.6, >0.9999
7 days after Dose 2 97.7)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein—binding; NAAT = nucleic acid amplification test; SARS-CoV-2
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.

Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab]
at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were
included in the analysis.

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

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

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

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

e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.

f.  Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102,1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
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2 [0] H 2 H H rT e R & xf 52 & utz/m, COVID-19 e EHlZ BNT162b2 & 9 5], 7
TR BITH Y, [ CA SRR B+ 5 BNT162b2 @ VE 1% 94.8% Cd - 7=
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Table 10.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2 — Subjects
With or Without Evidence of Infection Prior to 7 Days After Dose 2 — Evaluable
Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=19965) (N*=20172)
Efficacy Endpoint nl® Surveillance nl1®  Surveillance VE 95% Pr (VE >30% |
Time® (n2¢) Time® (n2¢%) (%) CI°) data)f
First COVID-19 occurrence from 9 2.332 (18559) 169 2.345(18708) 94.6  (89.9, >0.9999
7 days after Dose 2 97.3)

Abbreviations: VE = vaccine efficacy.

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

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

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

e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.

f.  Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
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Table 11.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2 — Subjects
With or Without Evidence of Infection Prior to 7 Days After Dose 2 — Dose 2 All-
Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N?=20488) (N*=20459)
Efficacy Endpoint nl® Surveillance nl1®  Surveillance VE 95% Pr (VE >30% |
Time (n2¢) Time (n2¢) (%) CI°) data)f
First COVID-19 occurrence from 9 2.389(19049) 172 2370 (18971) 94.8  (90.2, >0.9999
7 days after Dose 2 97.4)

Abbreviations: VE = vaccine efficacy.

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

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

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

e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.

f.  Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
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Table 12.  Vaccine Efficacy — First COVID-19 Occurrence After Dose 1 — Dose 1 All-Available

Efficacy Population
Vaccine Group (as Randomized)
BNT162b2 (30 pg) Placebo
(N*=21669) (N*=21686)
Efficacy Endpoint n1® Surveillance n1P Surveillance VE (%) (95% CI°)
Subgroup Time® (n2¢) Time® (n2¢)

First COVID-19 occurrence after Dose 1~ 50 4.015 (21314) 275 3.982 (21258) 82.0 (75.6, 86.9)
After Dose 1 to before Dose 2 39 82 52.4 (29.5, 68.4)
Dose 2 to 7 days after Dose 2 2 21 90.5 (61.0, 98.9)
>7 Days after Dose 2 9 172 94.8 (89.8,97.6)

Abbreviations: VE = vaccine efficacy.

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

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

c. Total surveillance time in 1000 person-years for the given endpoint across all subjects 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.

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

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

for overall row).
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Figure 1. = Cumulative Incidence Curves for the First COVID-19 Occurrence After Dose 1 — Dose 1 All-Available Efficacy Population
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Naote: "8" indicates subjects with severe COVID-19 or COVID-19 leading to hospitalization.
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4.3.2.23. 9 7 F U BIEDOE LB (BA&FENT)
R, MR, AR, BRI X OVEEREE B D5 £ fRNT

TOOFMEEEFHMNE H I E U OV, FlRl, MR ANFEER, BB X OVRER S
[E BN R4y E FRARAT % F20E L &80 5500 VE Z3F4M L7z, 1EBRD 7 F U8RI & O ]
H D SARS-CoV-2 JEYLE A 22 VR % 56 5 & U 7= iy SE AT D 5 & Table 13 12, JEYLiE
DA A R D7 WEERE 2 %t g & L T2y SEFMRAT OFE S % Table 14 122 R LTz,

TGRS T2 WHRBRE & kb S & LT3 BT <1k, AFERIO [Z o (VE 12 89.3%) | Bk
OERID 17720 (VEIL87.7%) | ZBrE, &EMAHEMD VE 1X93%% k-7, HEHT
T L LT65 Ll EDWERE D VE 1% 94.7% T - 7= (COVID-19 HeERF|IE BNT162b2 £¥ 1

fl, 77 'AEE19 61, VE O 95%FFE XX 66.7%~99.9%) .

F7-, 75 Ll EO#ERE TlX VE 13 100% Th > 7= (COVID-19 feE#llT BNT162b2 & 0 5],
Z v HREE S5 B, VE Ol 95%(F #EH X [1%-13.1%~100.0%) (Table 15) .

JRYEOH 2 DI VB 2 x5 & LT RIS <1, AfERIO [Zofth (VE X
782%) 1, EBD [7Z 20 (VEIX754%) | BLOR—RTF A D SARS-CoV-2 JEYLE
D THY (VEIEX-7.1%, COVID-19 HEEBNIARE 1 #]) | ZFRE, £ MO VE X 93%% E
@]~ 7= (Table 14) .

SR ATREA MR 25 R & LTI BTG R B RIRRTH Y, HER53 R D VE (ZHRIRAY
IZEWRD D 5 AZTFD b ho Tz,

U 27 RERIOIMA LMY (FERART)

U A7 ARBERNDFE IO FS N 2 Fhe L=, ZILH DT TIE, Y A7 L LT, Charlson
Comorbidity Index (5.5.1 H) (TR SNHKEE D72 Eb—2%HT 50, B (FEHHK
>30 kg/m? L EF) FETOHHRE L ER LT

TRER D 7 F BRI K ORI H > SARS-CoV-2 JRYLE NI WRERE TIX, AU A7 &ED

VE 12 953%C, U 27 F? VE (X 94.7% Tdh ~7= (Table 16) ., 65 Ll LOBERF RS &,

VE XAV A7 HETI1.7%, Y X7 FHT100% TH 7=, A& FEIEE TIL VE IXFEECTH - 7=
(M3 @ 95.4%, FEAETE : 94.8%) .
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Table 13.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup — Subjects Without Evidence of Infection
Prior to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18198) (N*=18325)
Efficacy Endpoint n1? Surveillance nl® Surveillance VE (%) (95% CI°)
Subgroup Time® (n29) Time® (n29)
First COVID-19 occurrence from 7 days after Dose 2
Overall 8 2.214 (17411) 162 2.222 (17511) 95.0 (90.0, 97.9)
Age group (years)
16 to 55 1.234 (9897) 114 1.239 (9955) 95.6 (89.4, 98.6)
>55 0.980 (7500) 48 0.983 (7543) 93.7 (80.6, 98.8)
>65 0.508 (3848) 19 0.511 (3880) 94.7 (66.7,99.9)
Sex
Male 1.124 (8875) 81 1.108 (8762) 96.4 (88.9,99.3)
Female 1.090 (8536) 81 1.114 (8749) 93.7 (84.7, 98.0)
Race
White 7 1.889 (14504) 146 1.903 (14670) 95.2 (89.8,98.1)
Black or African American 0 0.165 (1502) 7 0.164 (1486) 100.0 (31.2,100.0)
All others' 0.160 (1405) 9 0.155 (1355) 89.3 (22.6, 99.8)
Ethnicity
Hispanic/Latino 0.605 (4764) 53 0.600 (4746) 94.4 (82.7,98.9)
Non-Hispanic/non-Latino 1.596 (12548) 109 1.608 (12661) 95.4 (88.9, 98.5)
Country
Argentina 1 0.351 (2545) 35 0.346 (2521) 97.2 (83.3,99.9)
Brazil 0.119 (1129) 8 0.117 (1121) 87.7 (8.1,99.7)
USA 6 1.732 (13359) 119 1.747 (13506) 94.9 (88.6, 98.2)
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Table 13.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup — Subjects Without Evidence of Infection
Prior to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18198) (N*=18325)
Efficacy Endpoint n1® Surveillance nl® Surveillance VE (%) (95% CI°)
Subgroup Time® (n29) Time® (n29)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein—binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE
= vaccine efficacy.

Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-CoV-2 infection (ie, N-binding antibody [serum]
negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after
Dose 2 were included in the analysis.

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

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

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

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

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

f.  All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not reported race categories.
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Table 14.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup — Subjects With or Without Evidence of
Infection Prior to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N?=19965) (N*=20172)
Efficacy Endpoint nl® Surveillance nl® Surveillance VE (%) (95% CI°)
Subgroup Time® (n29) Time® (n29)
First COVID-19 occurrence from 7 days after Dose 2
Overall 9 2.332 (18559) 169 2.345 (18708) 94.6 (89.6, 97.6)
Age group (years)
16 to 55 1.309 (10653) 120 1.317 (10738) 95.0 (88.7,98.2)
>55 3 1.022 (7892) 49 1.028 (7956) 93.8 (80.9, 98.8)
>65 0.530 (4044) 19 0.532 (4067) 94.7 (66.8, 99.9)
Sex
Male 1.183 (9457) 85 1.170 (9342) 95.3 (87.6, 98.8)
Female 1.149 (9102) 84 1.176 (9366) 93.9 (85.2,98.1)
Race
White 7 1.975 (15294) 153 1.990 (15473) 95.4 (90.3, 98.2)
Black or African American 0.187 (1758) 7 0.188 (1758) 100.0 (30.4, 100.0)
All othersf 2 0.170 (1507) 9 0.167 (1477) 78.2 (-5.4,97.7)
Ethnicity
Hispanic/Latino 3 0.637 (5074) 55 0.638 (5090) 94.5 (83.2,98.9)
Non-Hispanic/non-Latino 1.681 (13380) 114 1.693 (13509) 94.7 (88.1,98.1)
Country
Argentina 0.366 (2664) 36 0.367 (2684) 97.2 (83.5,99.9)
Brazil 0.134 (1274) 8 0.132 (1257) 75.4 (-23.5,97.5)
USA 6 1.816 (14141) 124 1.830 (14287) 95.1 (89.1, 98.2)
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Table 14.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup — Subjects With or Without Evidence of
Infection Prior to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N?=19965) (N*=20172)
Efficacy Endpoint nl® Surveillance nl® Surveillance VE (%) (95% CI°)
Subgroup Time® (n29) Time® (n29)
South Africa 0 0.015 (362) 1 0.015 (363) 100.0 (-3818.9, 100.0)
Prior SARS-CoV-2 Status
Positive at baseline® 1 0.056 (526) 1 0.060 (567) -7.1 (-8309.9, 98.6)
Negative at baseline but positive prior to 7 days after Dose 2" 0 0.003 (27) 1 0.004 (34) 100.0 (-6004.9, 100.0)
Negative prior to 7 days after Dose 2! 8 2.214 (17411) 162 2.222 (17511) 95.0 (90.0, 97.9)
Unknown 0 0.059 (595) 5 0.060 (596) 100.0 (-9.6, 100.0)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein—binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE
= vaccine efficacy.

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

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

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

n2 = Number of subjects at risk for the endpoint.

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

All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not reported race categories.

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

Negative N-binding antibody result and negative NAAT result at Visit 1, positive NAAT result at Visit 2 or at unscheduled visit, if any, prior to 7 days after Dose 2.
Negative N-binding antibody result at Visit 1, negative NAAT result at Visit 1 and Visit 2, and negative NAAT result at unscheduled visit, if any, prior to 7 days after Dose

L R
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Table 15.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by Requested Subgroup — Subjects Without Evidence
of Infection Prior to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18198) (N*=18325)
Efficacy Endpoint n1? Surveillance nl® Surveillance VE (%) (95% CI°)
Subgroup Time® (n29) Time® (n29)
First COVID-19 occurrence from 7 days after Dose 2
Overall 8 2.214 (17411) 162 2222 (17511) 95.0 (90.0, 97.9)
Age group (years)
12to 15 0 0.000 (14) 0 0.000 (13) NE (NE, NE)
16 to 17 0 0.002 (52) 0 0.003 (55) NE (NE, NE)
18 to 64 7 1.703 (13497) 143 1.708 (13563) 95.1 (89.6, 98.1)
65 to 74 1 0.406 (3074) 14 0.406 (3095) 92.9 (563.1, 99.8)
>75 0 0.102 (774) 5 0.106 (785) 100.0 (-13.1, 100.0)
Race
White 7 1.889 (14504) 146 1.903 (14670) 95.2 (89.8, 98.1)
Black or African American 0 0.165 (1502) 7 0.164 (1486) 100.0 (31.2, 100.0)
American Indian or Alaska native 0 0.011 (100) 1 0.010 (96) 100.0 (-3429.0, 100.0)
Asian 1 0.092 (764) 4 0.093 (769) 74.6 (-156.6, 99.5)
Native Hawaiian or other Pacific Islander 0 0.006 (46) 1 0.003 (29) 100.0 (-2266.9, 100.0)
Multiracial 0 0.042 (414) 1 0.036 (359) 100.0 (-3231.3, 100.0)
Not reported 0 0.010 (81) 2 0.012 (102) 100.0 (-563.3, 100.0)
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Table 15.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by Requested Subgroup — Subjects Without Evidence
of Infection Prior to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18198) (N*=18325)
Efficacy Endpoint n1® Surveillance nl® Surveillance VE (%) (95% CI°)
Subgroup Time® (n29) Time® (n29)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein—binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE
= vaccine efficacy.

Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-CoV-2 infection (ie, N-binding antibody [serum]
negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after
Dose 2 were included in the analysis.

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

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

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

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

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

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:54) Source Data: adc19ef Table Generation: 23NOV2020 (16:38)

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001 EUA FAEF RR/adcl19ef ve cov 7pd2 worq sg eval

PFIZER CONFIDENTIAL
Page 55



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BRARICRE S 2 BERE R A

Table 16.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by Risk Status — Subjects Without Evidence of

Infection Prior to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18198) (N*=18325)
Efficacy Endpoint n1? Surveillance nl® Surveillance VE (%) 95% CI°)
Subgroup Time® (n29) Time (n2¢)
First COVID-19 occurrence from 7 days after Dose 2
Overall 8 2.214 (17411) 162 2222 (17511) 95.0 (90.0, 97.9)
At riskf
Yes 4 1.025 (8030) 86 1.025 (8029) 95.3 (87.7,98.8)
No 4 1.189 (9381) 76 1.197 (9482) 94.7 (85.9, 98.6)
Age group (years) and at risk
16-64 and not at risk 4 0.962 (7671) 69 0.964 (7701) 94.2 (84.4,98.5)
16-64 and at risk 3 0.744 (5878) 74 0.746 (5917) 95.9 (87.6, 99.2)
>65 and not at risk 0 0.227 (1701) 7 0.233 (1771) 100.0 (29.0, 100.0)
>65 and at risk 1 0.281 (2147) 12 0.279 (2109) 91.7 (44.2,99.8)
Obeset
Yes 3 0.763 (6000) 67 0.782 (6103) 95.4 (86.0, 99.1)
No 5 1.451 (11406) 95 1.439 (11404) 94.8 (87.4,98.3)
Age group (years) and obese
16-64 and not obese 4 1.107 (8811) 83 1.101 (8825) 95.2 (87.3,98.7)
16-64 and obese 3 0.598 (4734) 60 0.609 (4789) 94.9 (84.4,99.0)
>65 and not obese 1 0.343 (2582) 12 0.338 (2567) 91.8 (44.5, 99.8)
>65 and obese 0 0.165 (1265) 7 0.173 (1313) 100.0 (27.1,100.0)
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Table 16.  Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by Risk Status — Subjects Without Evidence of
Infection Prior to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18198) (N*=18325)
Efficacy Endpoint n1® Surveillance nl® Surveillance VE (%) (95% CI°)
Subgroup Time® (n29) Time (n2¢)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein—binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE
= vaccine efficacy.

Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-CoV-2 infection (ie, N-binding antibody [serum]
negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after
Dose 2 were included in the analysis.

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

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

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

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

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

f.  Atrisk is defined as having at least one of the Charlson Comorbidity Index (CMI) category or obesity (BMI >30 kg/m?).

g.  Obese is defined as BMI >30 kg/m?.
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Table 17.  Vaccine Efficacy — First COVID-19 Occurrence From 14 Days After Dose 2 — Subjects
Without Evidence of Infection Prior to 14 Days After Dose 2 — Evaluable Efficacy (14

Days) Population
Vaccine Group (as Randomized)
BNT162b2 (30 pg) Placebo
(N*=18175) (N*=18261)
Efficacy Endpoint n1®  Surveillance nl1®  Surveillance VE 95% Pr (VE >30% |
Time® (n29) Time® (n2¢) (%) CI9 data)f

First COVID-19 occurrence from 8 1.887 (16612) 139  1.893 (16663) 942 (88.7, >0.9999

14 days after Dose 2 97.2)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein—binding; NAAT = nucleic acid amplification test; SARS-CoV-2
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.

Note: Subjects who had no serological or virological evidence (prior to 14 days after receipt of the last dose) of past
SARS-CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT
[nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 14 days after Dose 2
were included in the analysis.

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

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

c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for
the endpoint. Time period for COVID-19 case accrual is from 14 days after Dose 2 to the end of the surveillance period.
d. n2=Number of subjects at risk for the endpoint.

e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.

f.  Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
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BB 7 F L HEERTS X OMETERI ] ORI OF T2 B D O RE
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Table 18.  Vaccine Efficacy — First COVID-19 Occurrence From 14 Days After Dose 2 — Subjects
With or Without Evidence of Infection Prior to 14 Days After Dose 2 — Evaluable
Efficacy (14 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=19965) (N*=20171)
Efficacy Endpoint nl®  Surveillance n1®  Surveillance VE 95% Pr (VE >30% |
Time® (n2¢) Time® (n2¢) (%) CI°) data)f
First COVID-19 occurrence from 8  1.984 (17645) 144 1.995(17746) 944  (89.1, >0.9999
14 days after Dose 2 97.3)

Abbreviations: VE = vaccine efficacy.

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

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

c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for
the endpoint. Time period for COVID-19 case accrual is from 14 days after Dose 2 to the end of the surveillance period.
d.  n2=Number of subjects at risk for the endpoint.

e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.

f.  Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
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Table 19.  Vaccine Efficacy — First Severe COVID-19 Occurrence From 7 Days After Dose 2 —
Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 — Evaluable
Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18198) (N*=18325)
Efficacy Endpoint n1®  Surveillance nl1”  Surveillance VE (95% CI)  Pr (VE >30% |
Time® (n2¢) Time® (n2¢) (%) data)f
First severe COVID-19 1 2.215 (17411) 3 2.232 (17511)  66.4 (-124.8,96.3) 0.7429
occurrence from 7 days after
Dose 2

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein—binding; NAAT = nucleic acid amplification test; SARS-CoV-2
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.

Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab]
at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were
included in the analysis.

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

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

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

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

e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.

f.  Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
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Table 20.  Vaccine Efficacy — First Severe COVID-19 Occurrence From 7 Days After Dose 2 —
Subjects With or Without Evidence of Infection Prior to 7 Days After Dose 2 —
Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=19965) (N*=20172)
Efficacy Endpoint nl® Surveillance n1® Surveillance VE (95% CI®)  Pr (VE >30% |
Time® (n2¢) Time® (n2¢) (%) data)f
First severe COVID-19 1 2.333(18566) 3  2.358(18733) 66.3 (-125.5,96.3) 0.7419
occurrence from 7 days after
Dose 2

Abbreviations: VE = vaccine efficacy.

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

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

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

e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.

f.  Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
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Table 21.  Vaccine Efficacy — First Severe COVID-19 Occurrence After Dose 1 — Dose 1 All-
Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N?*=21669) (N*=21686)
Efficacy Endpoint n1®  Surveillance nl1° Surveillance  VE (%) (95% CI°)
Subgroup Time® (n2¢) Time® (n2¢)
First severe COVID-19 occurrence after 1 4.021 (21314) 9 4.006 (21259) 88.9 (20.1, 99.7)
Dose 1
After Dose 1 to before Dose 2 0 4 100.0 (-51.5, 100.0)
Dose 2 to 7 days after Dose 2 0 1 100.0 (-3800.0, 100.0)
>7 Days after Dose 2 1 4 75.0 (-152.6, 99.5)

Abbreviations: VE = vaccine efficacy.

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

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

c. Total surveillance time in 1000 person-years for the given endpoint across all subjects 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.

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

e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method (adjusted for surveillance time
for overall row).
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Table 22.  Vaccine Efficacy — First Severe COVID-19 Occurrence From 14 Days After Dose 2 —
Subjects Without Evidence of Infection Prior to 14 Days After Dose 2 — Evaluable
Efficacy (14 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18175) (N*=18261)
Efficacy Endpoint n1® Surveillance nl1®  Surveillance VE (95% CI®)  Pr (VE >30% |
Time® (n2¢) Time® (n2¢) (%) data)f
First severe COVID-19 1 1.888 (16612) 3 1.901 (16663)  66.4 (-124.7,96.3) 0.7432
occurrence from 14 days after
Dose 2

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein—binding; NAAT = nucleic acid amplification test; SARS-CoV-2
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.

Note: Subjects who had no serological or virological evidence (prior to 14 days after receipt of the last dose) of past
SARS-CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT
[nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 14 days after Dose 2
were included in the analysis.

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

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

c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for
the endpoint. Time period for COVID-19 case accrual is from 14 days after Dose 2 to the end of the surveillance period.
d. n2=Number of subjects at risk for the endpoint.

e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.

f.  Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
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Table 23.  Vaccine Efficacy — First Severe COVID-19 Occurrence From 14 Days After Dose 2 —
Subjects With or Without Evidence of Infection Prior to 14 Days After Dose 2 —
Evaluable Efficacy (14 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=19965) (N*=20171)
Efficacy Endpoint n1® Surveillance n1® Surveillance VE (95% CI°) Pr (VE >30% |
Time® (n2¢) Time® (n2¢) (%) data)f
First severe COVID-19 1 1.985(17652) 3  2.007(17792) 66.3 (-125.6,96.3) 0.7418
occurrence from 14 days after
Dose 2

Abbreviations: VE = vaccine efficacy.

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

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

c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for
the endpoint. Time period for COVID-19 case accrual is from 14 days after Dose 2 to the end of the surveillance period.
d. n2=Number of subjects at risk for the endpoint.

e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.

f.  Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
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Table 24.  Vaccine Efficacy — First COVID-19 Occurrence Based on CDC-Defined Symptoms
From 7 Days After Dose 2 — Subjects Without Evidence of Infection Prior to 7 Days
After Dose 2 — Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18198) (N*=18325)
Efficacy Endpoint n1®  Surveillance  n1® Surveillance VE (95% CI)
Time (n2¢) Time® (n29) (%)
First COVID-19 occurrence based on CDC- 8 2213 (17399) 165  2.220 (17495) 95.1 (90.2,97.9)

defined symptoms from 7 days after Dose 2

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein-binding; NAAT = nucleic acid amplification test; SARS-CoV-2
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.

Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab]
at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were
included in the analysis.

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

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

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

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

e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
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Table 25.  Vaccine Efficacy — First COVID-19 Occurrence Based on CDC-Defined Symptoms
From 7 Days After Dose 2 — Subjects With or Without Evidence of Infection Prior to 7
Days After Dose 2 — Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=19965) (N*=20172)
Efficacy Endpoint nl®  Surveillance nl1®  Surveillance VE (95% CI°)
Time* (n29) Time® (n2¢) (%)

First COVID-19 occurrence based on CDC-defined 9 2.330 (18544) 172 2.343 (18690) 94.7 (89.8,97.6)
symptoms from 7 days after Dose 2

Abbreviations: VE = vaccine efficacy.

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

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

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

e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
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KT D AR — B ERIRBECTH T,

Figure2.  Frequency and Magnitude of BNT162b2-induced CD4+ and CD8+ T Cell Responses
Across Dose Levels
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PBMC fractions obtained from BNT162b2-immunized participants on Day 1 (pre-dose 1) and Day 29 (7 days after Dose 2)
were analyzed in an ex vivo INFy ELISPOT. Common pathogen T cell epitope pools (CEF and CEFT) were included to assess
general T cell reactivity; cell culture medium was a negative control. Each dot represents the sum of normalized mean spot
count from duplicate wells for cells from a single participant stimulated with 2 peptide pools corresponding to full-length wild-
type S after subtraction of medium-only control. A, For each dose level, the data points on the left are from PBMCs obtained
on Day 1 and those on the right from PBMCs obtained on Day 29. Ratios above the Day 29 post-dose data points are the
number of subjects with detectable CD4+ or CD8+ T cell response within the total number of tested participants per dose level.
B, S-specific CD4+ (n=22) and CD8+ (n=19) T cell responses at Day 29 in all participants with a positive response to S and
their amnestic T cell responses to CEFT and CEF epitope pools. Horizontal lines represent median of each dose level. CEF:
HLA class I restricted peptides originating from cytomegalovirus (CMV), Epstein-Barr Virus (EBV), and influenza virus,
which are expected to stimulate IFNy production from CD8+ T cells in the majority of donors. CEFT: HLA class II restricted
peptides originating from CMV, EBV, influenza virus, and tetanus toxin, which are expected to stimulate IFNy production
from CD4+ T cells in the majority of donors.
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4.4.1.1.2. MIBENYA N A VEA

BNT162b2 (25538 S 4172 SARS-CoV-2 ([ZHRF#AY 72 T A OFEREFS I UMM 2 514 L 7=,
SARS-CoV-2 A/XA TR LRI EDRTF RO T — )L TR UHIIBNIZEA S L2 A v
A (IFN=«y, IL22 BEOIL4) ZHRHEREL, XU F~—27 X EEBE 156 (vA 1A
FHIIZ COVID-19 L2l & =) 457z PBMC # e,

BNT162b2 I L Vs S 7= T HIM (Fric CD8+T M) 1%, RBDIZIROH T, Ao 7k X
277’8 D RBD u%oﬂsu% Hik L7z, BNT162b2 1%, 1T & A EOWPERE 2BV TEEERE ”ff*f“
fRAHEMED CDA+3 LN CDSHT M@ Z 358 L7-, PR (SARS-CoV-2 AXA I HEH X7 E
TFROT =) BRI FRIPIC L > THE 72 IFNyB L OVIL-2 OFEADRHER S T2

2 H N IL-4 OBHITb T Tho7=Z LD, T MIESZE T Thl AL LTb\é z k
EFE STz,

BNT162b2 @ 2 [FIEEFEIZ LV, CD4+35 KON CD8+ T Ml 5 s & 755 L7, CD4+ T Al IFN-y
FITIL2 b LIZZEOMWM G ZEA L, Thl Ml v 7 7 A4 V% F LT\ (Figure 3) .
SARS-CoV-2 A/3A 7 5 L X7 R S T MRS OFER T 2 FEEE O T F K7 — )L

(Ssub—pool 1 : A/SA ZHEZ X7 EHO N Kbl O A —/3—F » 7, Ssub-pool 2 : C K
MDA —"=F vy & 7) ZHNTITY, ZOREE, THENGO IL-4 OEAITIZE AL
SN2 oTz,

Figure3.  S-Specific CD4+ T Cells Producing Indicated Cytokines as a Fraction of Total
Cytokine-Producing S-specific CD4+ T Cells — BNT162b2
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S subpool 2
100- o 1ug
g A 10 pg
o 20ug
- A
1 o 5 ¢ 30pg
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Bars represent the arithmetic mean fractions with 95% Cls. Cytokine production was calculated by summing fractions of all
CD4+ T cells positive for IFNy, IL-2, IFNy and IL-2, or IL-4 following stimulation with S peptide subpool 1 or 2. CD4+
non-responders (<0.03% total cytokine-producing CD4+ T cells; subpool 1 — 1 ng n=2 and 10 pg n=1; subpool 2 — 1 pg n=1
and 10 pg n=1) were excluded from the analysis. Data for the 3 pug dose group were not available at the cutoff date.

AL THES R R CD8+ T #lli > 5  IEN-yD pEA D 36 il 32 BliCiB0 Hil-, +
7, CD8+ T Hifdn>6 D IL-2 PEAE B S 7z, 36 filH1 6 Hil TR /A 7 HE~ //\7%?0) C Kt
N9 2 50 ) 72 BEAF D CDSHT M SIS 23788 H L7223, BNT162b2 (2 & H IR IXERD %MC
Mole, BRRIINZ, ANA THES X7 BRI CD4+ 35 KON CD8+ T i -2 &l
COVID-19 5 [E1E L7z 18 fl CRO LN-EIE LV b KIEIZE 1 -72 (il : 30 ug %@%L:m\
T S sub-pool 1 CD8+ T D IFN-yD i1 12.5 f%)

4.4.1.2. SARS-CoV-2 IfiLiE FFnHiiifh

BNT162-01 RERDIMIEFHIT —Z DH v A7 H (2020429 H 18 A) WA T, s FUEARTEE
I3\ TS PR 3 L OSE S PUAIRE NS DN =B EIILL T D LB Th-o 72,

e BNTI62b1 : 5 FHERE60 B (1, 10, 30, 50 35 LT 60 pg BES 12 1)
e BNTI162b2 : 4 F&ERE 45 6] (1 pg #E9 B, 10, 20 F L N30 ug BEF 12 i)

BNT162b1 3 L U BNT162b2 45 E#F D SARS-CoV-2 IfiLiE F FnHiiAAM % Appendix 1 (27 L,
LIFICER L,

1[5 H#E% 0o 2 [l BHEEFRRT I, BNTI162b1 3 X OBNT162b2 D WFHIZBWT
SARS-CoV-2 IMiFHFFHAEMD GMT 1Z_X—ZF A4 UfEL Y Tz R L,

2RMIZ, BNT162bl 33 X TVBNT162b2 D WFT AU TS 2 Bl HEEFERIC 7 — A ¥ — RN
OO, FIZ30ugHETROBBETH- T,

2 [l H #f#f1% O Day 29 (28 T, BNT162bl Tid 10 pg 7205 50 pg OHEIPHIZIBVNTH 372 H &
FOGHFE BTz, —77, BNT162b2 TiE 1 pg TIXHOT 202G T, 10 pg DGR & 20 pg DX
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JSIEFRRETH Y, 30 ug TORIENERbKRE o7, 728, BNTI162bl 60 pg FETIX, 1 [FHEE
Fi% OROGFRMEIZEE-S < IRC O¥rc L v, 2R EEEZ LT,

BNT162b1 30 pg £ Cl Day 29 @ GMT I Day 22 ® GMT ® 11.0 {5 T 7= (Figure 12)
BNT162b2 30 pg £ Cl Day 29 @ GMT I Day 22 ® GMT O 16.5 {5 T 7= (Figure 13)

BNTI162b1 #£3 L OVBNTI62b2 BEOWTIUZHE W T S, T XRCOHERAZB U T, 2 [ H#EE%
21 HEE (Day43) LU MG P FIHUAM O GMT 1%, Day 29 O i P RIHFUAM O GMT & [ E
ThHoT-,

4.4.2. S FEMEDORE R (C4591001 3B, 1 4E%)

BNT162b1 100 pg # TIiE, 1 8] BEFEE O RISHREMEIZIE-S < IRC OHWNZ K-S =, 2 B HERED
M&E% 10ug & L7z, ARETIXFEMARET 2 B L IgBRE OmEitET — 2 2R3 2L & L,
100 pg FEDOT —HZIZHOWTIE, MIEREE (5.3.5.1 C4591001 iEBARFEHR S E) (TR LTz,

1 FRERSY OWERE DB — 2 DF s A7 B 202048 H 24 A ThHo 7=,

C4591001 RBRIZIS 1T 5 BNT162b1 3 L OV BNT162b2 DO FilET — % % Appendix 2 12X/ L,
ARSI LTz,

4.4.2.1. SARS-CoV-2 1L & FFHLIANE & OHURRG RS 1gG TUIREE

BNT162b1 8 X TVBNT162b2 OWFHICEB T S, FinE e L ONEEE O )7 T SARS-CoV-2
50%FFIPLIARMIO GMT 1X 1 [0] H B2fE#L 21 BEFE ThI M EH L, 2 [0 HBERER% 7 B RFIZKIE
W EH Uiz, 2, GMT IZIERE SO KE 7y TH g & bl L i TR MEA 23580 5
iz,

4.4.2.1.1. BTEHHUAM (GMT)

BNT162b1

F 18 D SARS-CoV-2 50% F At ific> GMT 1% 1 [0 H #2Ff7% 21 B (Day21) £ ThI I
ESHU, 2 BEERE% 7 B (Day28) ([CKHEIZ EH- L7z, GMT X 10 pg BERB L V20 pg B & Lb
B L 30 pg BECrEinr o7z (Figure 16) o X TOHERET GMT 1% 2 [0 H % 14 A

(Day35) IZ&HIZ LA L, 2R BEERE%E 1 » ARF (Day52) &K FL7, LrL, £ GMT
(Day 52) 1%, #8RE LC 1 [EIB#EME% 21 HEE (Day21) L0 & KIEICE»- T2,

R E CIE, L CRBRDBIAMAERD iz, 20 pg B3 L OV 30 pg #£D SARS-CoV-2 50%H Fn
PURMO GMT 1%, 10 ug #f & bk L Cmnro 7= (Figure 17)

SR T AT RE e IR AR R oDt J L ONmalinig oDt 13, BTG wT RE SR M SR ] O 3 v e 46
UrmillinfE CORR LRARTH T2,

BNT162b2

F 8 D SARS-CoV-2 50%F FIHTIA > GMT (X 1 [0 B /% 21 HEF (Day21) £ ThT i
FRL, 2@ A% 7 B (Day 28) [ KIEIC_ EF- L7=, GMT (% 10 pg Bf & bR L 20 pg #EB
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L O30 ug BETAEIN 72 (Figure 18) . GMT 1L 2 [0] H #:fdE#% 14 BEF (Day 35) F X2 [BIH#
FEf% 1 » HEE (Day52) ([ZIKTF L7228, 50 GMT 3K E LC 1 [0l B BEfEf% 21 HEf
(Day21) LY & KREICEN-T,

R T, L CRIEEDBUM2NZES Hiiz, GMT X 10 pg BEE 20 pg BECRIFRECTH Y, =
AUHMREC I 30 ng BE TR o 72 (Figure 19) . SARS-CoV-2 50% H FIHLIAAM > GMT 14 2 [H]
HHEREL 7 HRFICKIEIC EH L=, GMT I 10 pg BE L 20 pg BECRIFRETH Y, 30 ug ATl
ENOmMEEL D L@ oT-, GMT (X2 BIHERR 1 » ARFIZIWT, 1 B EEREZORRLD
HARIRE L CEd o Tz, FoiinE & EilinE O SARS-CoV-2 50%H FnfiiAflio> GMT % ks L7= &
&, A EnE TR o T,

AT AT RE e IR AR [ oDt J L ONmalinig oD 13, BTG wT RE SR RMESE ] O 35 v e 46
UrillinfE CORR LR TH -T2,

HCS & D r#gk

BNT162b1 35 L U BNT162b2 #F#1% O FFIHFUAAM O GMT % HCS /S VDO & g L=, Z D
HCS /X3 UIZ1E 18~83 1D SARS-CoV-2 &Y & 7213 COVID-19 [a1{8 B3 (MERE@ERFD PCR &
ETZWRHEEL THD 14 BELERE) 22 BIUE SV 38 IR G 4T, C4591001 7
BROZ 1 AHEZBW T, 2 Bl BfER% 7 AFF (Day 28) @ GMT I&, BNT162b1 (30 pg) Ti
FnE 267.1, ki 100.8, BNT162b2 (30 ug) CTid#nE 360.9, milinfE 1557 Tho7-, =
LB D GMT % HCS 7SV D GMT & g4 % &, kg Tl 2.8~3.8 1%, Mg Tl 1.1~1.7
BChote, 2RIEBERE 1 » HEF (Day52) £T, GMT L TLZEL TV, HCS /SR /b
D GMT &5 &, FHipE Tix 1.5~1.91%, ®mlETIX15~1.6{5Tho7z, HCS /L
& DB ORER, BNT162bl 3 L OVBNT16202 DWW HUZE W T, AR 30pug TONRKT 4 v
NS, 72, 30ug ETCOHET2 BEEREORRT 4 v ROVRS LT,

4.4.2.1.2. B(TEHHERE (GMCO)

A48 O RBD 51 1gG FURBREICOWTRLE S 5. SARS-CoV-2 D P2S #a—R$ 507
F I AGAR D BNT162b2 (22T % RBD fi & 1gG B & 14 L 7=,

BNT162b2 (X, SARS-CoV-2 D P2S Z#a— KI5V F U GHTHL, RHETIIHHEL LD
AR O S1AEE 1gG PUHREEIC DWW TRER 5, SARS-CoV-2 D RBD & =2 — K45V 7
F L AERHD BNT162b1 (I2OW T S1AEA IgG P 2 384 L 7=,

AT, BNT162b1 38 X OVBNT162b2 DWW FHUCEB W T H, kR L OEE O 5 T
RBD 35 XU S1 A 1gG HUiRIRAE D GMC 1 1 Bl B B:fif% 21 HRFICKRIEIC B5A- L, 2 BB #fE
%7 ARFIC S HIZ B5 L7z, GMC IX Day 52 & CTHEFF Sz, Hilinlg & EilfE O GMC % kbl L
7o & %, Day28 @ BNT162bl1 20 pg #£® RBD 3 L O S1 A 1gG HLiRIRE D GMC %2R, &l
& TR o T2,

BNT162b1

#itinfE o RBD #5& 1gG PUiRIREE O GMC 1X 1 [l H #:fE% 21 HIF (Day 21) IZKIEIZ EH- L, 2
[0 B #fit% 7 A (Day 28) (28 HIZ EF L7z, GMC % 10 pg BEd LU 20 pg BE & HLER L 30 pg
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HCmnroTe (Figure 20) , 2 [BIH % 1 » HEF (Day 52) @ GMC 1%, &R & LT 1 RIE#H:
fit% 21 BIF (Day21) XY & KEICED -T2,

g O RBD #&6 1gG HUARRE O GMC (X 1 [F1H #2614 21 AlF (Day 21) (ZKIEIC EA-L, 2
] H%fd 1% 7 ARF (Day 28) (Z& HIZ EF- L7z, GMC & 10 pg #F & He~ 20 pg #£36 LUV 30 pg
HECEro7- (Figure 21) , 2 B HEEFER 1 » AR (Day 52) @ GMC 1%, &k#k& LT 1HIE#E
fit% 21 BIF (Day21) XY & KEIZED -T2,

S1 #&6 1gG FUAIREE D GMC 1%, Hilinfg s L OVE#EE O W 1LZis VT RBD #6 1gG FikR
J£D GMC DR & [FAIFEE Th o 7o, 2FIH AR MR R OB e 3 L OVE g Of5 R,
FEATE R RE S SR O F B B L OF il E TOMR LR TH - T,

BNT162b2

HilknfE o S1f5E 1gG FURIREE D GMC 13 1[5 B #:F#1% 21 AF (Day 21) (CKIEIZ EH-L, 2 [H
HE:fE: 7 A (Day28) IZX HICEH L7z, GMC (3 10 pg B & LE#EZ L 20 pg BERS K TOV30 pg
HCEro7- (Figure22) , 2 [AIHEEFER 1 » AKF (Day 52) @ GMC 1%, K#k& LT 1RIE#E
fit% 21 BIF (Day21) XY & KEICED -T2,

wlinfE D S1 #EA 1gG HUAIRE D GMC T b [AERZ2 B 235580 b7z, GMC 1L 10 pg #fds LY
20 pg BE& 30 pg BECEin o 72 (Figure 23)

RBD #& 6 1gG FUARRE D GMC 1%, £hnfEEs L OEREOWTIICEB W TS ST #5E 1gG FuikR
JED GMC DOftE R L [ABETH o7, 2R AT Re s JF M E M o il g 3 L OVEinfg ok B, F
AT BE s R MR O i B L NS g CoORR L FEETH - 12,

4.4.3. EFEMORE R (C4591001 3Bk, &5 2 FHEESY)

C4591001 FRERE 2 FHER 7y OB IFIET — 2% OB ZLL IR L, tOFHMEEE OT—% 1 &0
TEEM 2 IR REE (5.3.5.1 C4591001 1BBRRIE G E) 1R LTz,

2 FAERSY DWRERE DI — 2 D F s N A7 B 2020410 H 12 B Tho7-,

4.4.3.1. G RN R R EE M
WBRE DFR

5 2 FHER TR A A S T2 e 0] D 360 1 &2 % (BiIfTEE 1:1) 12 BNT162b2 BEl L OV 7 &R
BEICEENELAL LT (%BE 180 7)) . BNTI62b2 BEOWERE D 5 B, 88 fHlsEikiE (18~55
), 2 BINNEEE (56~85 k%) Td 7= (Table26) .

| Bl AR, DPERE DNIRERD 7 F o O A 2 [R5 1T 1=, 2 [BIOHERE A2 T 72 h o IR E 1
BNT162b2 F5iiafE o 1 B, 1[0 0B 23 HEHCRBE L -BEERAESRESR (HiE) o)1
o] B2, 2 [0l H BRI IRBR 2 ik L=,

Err—% kv b
1BERD 7 F MRl KOV 2 M B 1 » HRFOGERMET — 2 03 5 51T\ 5,
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2 [a] B BRI B W CTHRIEFIED B o E L 7= ISR R 28 L T 72 7 411 (BNT162b2 #F
361, TR REE4B]) % 2 BB BE AR ATRE R R 2> HERSS Uiz, 2 (8] B $EFEEEAT AT
RSO JFMEEERNCIZIRER U 7 F o O 2 52 1 72905 (BEVEALBZ 39 2 1A 13 BNT162b2
£ 93.9%, 77 EHREE92.8%) & iz, FRAMEHIT Table 26 IR LTz, N—RA T A 4IC
SARS-CoV-2 [EZ DN R SN 2 Bl G B 7 2 B HEER% 1 v A RFOE R — ¥
X, TRBR I AT IR X ORI R E A 2 [B] B BERERTAG rTRE S R SRR A b g b L
T RN > SRS LT,

PN =E /o e 2 0k S

2 7] B BEAEREAM rl e R E AR E Y, B 52.1%, FIN 84.8%, BAF/IIT7VNRT AU A
AN10.1%, B A= 7% 10.7%, FEiO A 56 mf (EPFH : 18~85 %) THEKINL TV D
(Table 27) .
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Table 26. Immunogenicity Populations — Phase 2

Vaccine Group (as Randomized)
BNT162b2 (30 pg) Placebo

18-55 Years 56-85 Years 18-85 Years 18-85 Years Total

n* (%) n? (%) n? (%) n* (%) n? (%)
Randomized® 88 (100.0) 92 (100.0) 180 (100.0) 180 (100.0) 360 (100.0)
Dose 2 all-available immunogenicity population 85 (96.6) 91 (98.9) 176 (97.8) 176 (97.8) 352 (97.8)
Subjects excluded from Dose 2 all-available immunogenicity population 3(3.4) 1(1.1) 4(2.2) 4(2.2) 8(2.2)
Reason for exclusion
Did not receive Dose 2 1(1.1) 0 1(0.6) 0 1(0.3)
Did not have at least 1 valid and determinate immunogenicity result after Dose 2 2(2.3) 1(1.1) 3(1.7) 4(2.2) 7(1.9)
Dose 2 evaluable immunogenicity population 80 (90.9) 89 (96.7) 169 (93.9) 167 (92.8) 336 (93.3)
Subjects excluded from Dose 2 evaluable immunogenicity population 8(9.1) 3(3.3) 11(6.1) 13(7.2) 24 (6.7)
Reason for exclusion®
Did not receive 2 doses of the vaccine to which they are randomly assigned 1(1.1) 0 1(0.6) 0 1(0.3)
Did not receive Dose 2 within 19-42 days after Dose 1 0 1(1.1) 1(0.6) 4(2.2) 5(1.4)
Did not have at least 1 valid and determinate immunogenicity result after Dose 2 2(2.3) 1(1.1) 3(1.7) 4(2.2) 7(1.9)
Did not have blood collection within 28-42 days after Dose 2 5(.7) 2(2.2) 7(3.9) 7(3.9) 14 (3.9)
Had important protocol deviation(s) as determined by the clinician 0 0 0 1 (0.6) 1(0.3)

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

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

c.  Subjects may have been excluded for more than 1 reason.

PFIZER CONFIDENTIAL SDTM Creation: 02NOV2020 (19:23) Source Data: adsl Table Generation: 12NOV2020 (02:19)
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Table 27. Demographic Characteristics — Phase 2 — Dose 2 Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years Total
(N*=80) (N*=89) (N*=169) (N*=167) (N*=336)
n® (%) n® (%) n® (%) n® (%) n® (%)
Sex
Male 41 (51.3) 49 (55.1) 90 (53.3) 85(50.9) 175 (52.1)
Female 39 (48.8) 40 (44.9) 79 (46.7) 82 (49.1) 161 (47.9)
Race
White 64 (80.0) 83 (93.3) 147 (87.0) 138 (82.6) 285 (84.8)
Black or African American 9(11.3) 3(33.4) 12 (7.1) 22 (13.2) 34 (10.1)
American Indian or Alaska native 0 1(1.1) 1(0.6) 1(0.6) 2 (0.6)
Asian 5(6.3) 0 5(3.0) 4(2.4) 9(2.7)
Multiracial 1(1.3) 1(1.1) 2(1.2) 1(0.6) 3(0.9)
Not reported 1(1.3) 1(1.1) 2(1.2) 1 (0.6) 3(0.9)
Ethnicity
Hispanic/Latino 13 (16.3) 3(3.4) 16 (9.5) 20 (12.0) 36 (10.7)
Non-Hispanic/non-Latino 66 (82.5) 85 (95.5) 151 (89.3) 145 (86.8) 296 (88.1)
Not reported 1(1.3) 1(1.1) 2(1.2) 2(1.2) 4(1.2)
Age at vaccination (years)
Mean (SD) 41.0 (10.47) 65.9 (6.64) 54.1 (15.18) 51.6 (15.92) 52.8 (15.58)
Median 435 65.0 56.0 56.0 56.0
Min, max (18, 55) (56, 85) (18, 85) (20, 83) (18, 85)

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

b. n=Number of subjects with the specified characteristic.
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4.4.3.2. SARS-CoV-2 [fi{E FFIHLIAAMIR L O S1 46 1gG TiikRE

2 7] B BEAEGEA T RE e R E R IS 31T BB Rt T — % DT R 2 foRn 95, X—RA T A
BRI R E 2 A5 L TN 9B E (Visit 1 © SARS-CoV-2 N FE S HUAREE £ 7213 NAAT i) @
T —Z I S RAN L v o 72, 2 B B BEfE2R FH mT et R M B T A g FiE s — &
OFENTRERIL, 2 [0l B BN vl R s RS B 1 DT R L REE CTh - 7=,

AP, AT ETEEE (GMT/GMC)

BNT162b2 1%, SARS-CoV-2 50%Fnfrisfli (GMT) (Figure 4) 35 KX TONS1 S 1gG HLifyR
(GMC) (Figure 5) #fifE& LT, 2 [ B 1 » HRFIZHR ) 72 SARS-CoV-2 4% )58 % 3

EL7-, GMT BLOGMC IIE#E (56~85 %) & ik LEImE (18~551%) TEroT-
(Table 28) .

HCS 7SRV & D g

LA A RE SR R R OB BB B L OVE R E O WT SN TS 2 B BHEEE% 1 v ARED 50%
FFHFUAEAM D GMT 13 HCS /3% /L@ GMT & [RREE Th -7 CHlin/E o GMT : 399.4, &/ o
GMT : 255.0, HCS /X% GMT : 319) , HCS /XK /UE 422 THTREab L7=H D TH 53 38 f
R S IARIIAES LTz,

Y ERMEE (GMFR) —Hiiffl/ SiikiRE

SARS-CoV-2 50%H Fififfids L OF S1 54 1gG HUAIREE D GMFR 1%, BNT162b2 @ 2 [A] H #fi
% 1 » HRICEEZ R L7z, GMFR (X5in)E &tk LA E CTadro 72 (Table 29) .
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Figure4.  Geometric Mean Titers: SARS-CoV-2 Neutralization Assay — NT50 — Evaluable Immunogenicity Population — Phase 2
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Abbreviations: GMT = geometric mean titer; TS50 = 509 neutralizing titer; 3ARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.
Mote: Dots present individual antibody levels.
Mote: Number within each bar denotes geometric mean.
FFIZER CONFIDENTIAL SDTM Creation: 02MCW2020 (19:23) Source Data: adva Table Generation: 12IM0W2020 (00:12)
(Cutoff Date: 120CT2020, Snapshot Date: 02INO0WV2020) Cutput File: /nda2 unblinded/Z4591001 1A P2 Serclogy/adwa_f002_sars 50 _p2
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Figure5.  Geometric Mean Concentrations: SARS-CoV-2 S1-Binding IgG Level Assay — Evaluable Immunogenicity Population —Phase 2
100000

BINTI162b2 (30 pg) 18-55 BNT162b2 (30 pg) 56-85 BNT162b2 (30 pg) 18-85 Placebo 18-85
. . E;:
10000 . I HEEH l HICIEL N
:EI' .. i 1-]1:_ : :'-
ol oy g
E I . : L] L] : . .
& 1000 L L.
2 : : .
_‘fp 100 . i .
h - -
- = U‘] - l -
-g % = . 1
- [}
o 10 4 “ . " i '
[#] L} [ H N
: : .
1 -I- —_ —_ e
—l— - —— - - ulT:Tt- LR
[+s] [+a] (=] =
[=] = (=] —
0.1 g , — — , — —— |
D1 D52 Dl D&2 Dl D52 D1 D52

Time Point
Abbreviations: GMMC = geometric mean concentratiory; 1g5 = immuno globulin G; 81 = spike protein 81 subunit.
Mote: Dots present individual antibody levels.
Mote: Mumber within each bar denotes geometiic mean.
FFIZER CONFIDENTIAL SDTM Creation: 02NCW2020 (19:23) Sowrce Data: adwa Table Generation: 12IM0W2020 (00:12)
(Cutoff Date: 120CT2020, Snapshot Date: 02MOW2020) Output File: /nda2_unblinded/C4591001_TA P2 Berology/adwa_f002_sl_p2
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Table 28.  Summary of Geometric Mean Titers/Concentrations — Phase 2 — Dose 2 Evaluable
Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years
Assay Dose/ n® GMT/GMC¢ n® GMT/GMC¢ nP GMT/GMC* n® GMT/GMC*®
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)
Time
Point?
SARS-CoV-2 1/Prevax 80 10.1 88 10.3 168 10.2 167 10.4
neutralization assay - (9.9, 10.4) 9.9, 10.7) (10.0, 10.5) (10.0, 10.9)
NT50 (titer)
2/1 Month 80 399.4 87 255.0 167 316.1 167 10.6
(342.1, 466.2) (205.7, 316.0) (275.6, 362.6) (10.0, 11.3)
S1-binding IgG level 1/Prevax 80 0.8 88 0.8 168 0.8 167 0.8
assay (U/mL) (0.6, 0.9) (0.7, 1.1) (0.7, 0.9) (0.7,0.9)
2/1 Month 80 7122.8 87 3960.7 167 5246.5 167 1.0
(6217.4, 8160.2) (3007.2, 5216.6) (4460.3,6171.4) (0.8, 1.2)

Abbreviations: GMC = geometric mean concentration; GMT = geometric mean titer; [gG = immunoglobulin G; LLOQ =
lower limit of quantitation;

NT50 = 50% neutralizing titer; S1 = spike protein S1 subunit; SARS-CoV-2 = severe acute respiratory syndrome
coronavirus 2.

a. Protocol-specified timing for blood sample collection.

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

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

PFIZER CONFIDENTIAL SDTM Creation: 02NOV2020 (19:23) Source Data: adva Table Generation: 12NOV2020
(00:12)

(Cutoff Date: 120CT2020, Snapshot Date: 02NOV2020) Output

File: ./nda2_unblinded/C4591001 IA P2 Serology/adva s001 gm p2 eval
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Table 29. Summary of Geometric Mean Fold Rises From Before Vaccination to Each
Subsequent Time Point — Phase 2 — Dose 2 Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years
Assay Dose/ n® GMFR® n® GMFR® n® GMFR® n® GMFR®
Sampling (95% CI°) (95% CI°) (95% CI°) 95% CI°)
Time
Point*
SARS-CoV-2 2/1 Month 80 394 86 24.9 166 31.1 167 1.0
neutralization assay - (34.0, 45.6) (20.2, 30.9) (27.2,35.5) (1.0, 1.1)
NT50 (titer)
S1-binding IgG level 2/1 Month 80 9167.2 86 4975.5 166 6679.4 167 1.2
assay (U/mL) (7452.8, 11276.0) (3655.9,6771.4) (5511.6, 8094.7) (1.0, 1.4)

Abbreviations: GMFR = geometric mean fold rise; [gG = immunoglobulin G; LLOQ = lower limit of quantitation; NT50 =
50% neutralizing titer;

S1 = spike protein S1 subunit; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

a. Protocol-specified timing for blood sample collection.

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

c. GMFRs and the corresponding 2-sided 95% Cls were calculated by exponentiating the mean logarithm of fold rises
and the corresponding CIs (based on the Student t distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.
PFIZER CONFIDENTIAL SDTM Creation: 02NOV2020 (19:23) Source Data: adva Table Generation: 12NOV2020
(00:12)

(Cutoff Date: 120CT2020, Snapshot Date: 02NOV2020) Output

File: ./nda2_unblinded/C4591001 IA P2 Serology/adva s001 gmfr p2 eval

4.4.3.3. SARS-CoV-2 & FFHAEMR L O S1 #ES IgG FURBE (R—2 5 A VEOD
SARS-CoV-2 EHIRHLA])

TIEIFHEICOUWNT, =R T A D SARS-CoV-2 YRR GEBRY 7 F L EFERTIC MG 5
M FE 72137 A LV AT SARS-CoV-2 [N HERR SN T- W8, F 72 13MERR S e o T- 9k
F) ICHEH LT, N—RAT A WD SARS-CoV-2 EGLpstE & 1%, Visit 1 TN fEAHUAN G,
Visit 1 O NAAT 2351 F 7213 COVID-19 OJFREFRAE Ttk & EFR LIz, N—A T A VIO
SARS-CoV-2 f&tt & 1%, Visit 1 T NFFAHUR MR OV NAAT 3tk & E&R LT,

ST, R EITARRE (GMT/GMC)

2 [B] B BEFEATAM ] RESLE FMESEFIZ I, — A T A »IFIZ SARS-CoV-2 JEYLRHME T &b - 795 E
DEFIGENTW e, 2056, IGEBRY 7 F UHERERTOREIRET — & 2353 50TV D #EERE
IZ 9% (BNTIG2b2 BES B, 7ZwAREE4H]) T, 2B HEEME 1 » HREOREFRET — 035
HIVTWOHERZ 13 7 511 (BNT162b2 #E 3 f3l, 77 BAREE 4] Tholz, ZNHD
SARS-CoV-2 JEYLGHAERE 12D T, FaMEgkineg & 13BN M##T L7 (Table 30) . BNT162b2
BETIE, 2B B BEFERL 1 % HEFD SARS-CoV-2 50% ATl O GMT £ LU S1 A 1gG HLik
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IREED GMC 1%, Mg (163 1) L, BiEgEE G #l) THIEMIZE T
(Table 30) ., FEMEHERE D SARS-CoV-2 50%FFIFLAM D GMT 35 L O S1 #5E 1gG Uik E O

GMC iX, AT —4 (RN—R T A VEEER X OO E 2 0FE) TOMEFREETH -2
(Figure 4, Figure 5, Table 28) .

Y ERMEE (GMFR) —Hiiffl/ SiikigE

GMFR % 2 0] H B:fE% 1 % H D SARS-CoV-2 JERYLIRI THREMfRNT L 72 f5 5 (Table 31)
BNT162b2 % #5f L 7= 45 7 SARS-CoV-2 50% - FnfiiAffis L OV S1 #54 1gG Pk E
GMFR X, FET—4 (R—RA T A IR L OBEMEOWERE 2 0F5) @ GMFR & FRET
»Ho7- (Table29)
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Table 30. Summary of Geometric Mean Titers/Concentrations by Baseline SARS-CoV-2 Status — Phase 2 — Dose 2 Evaluable
Immunogenicity Population
Vaccine Group (as Randomized)
BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years
Assay Dose/ Baseline ne GMT/GMC! n° GMT/GMC! ne GMT/GMC! ne GMT/GMC!
Sampling SARS-CoV-2 (95% CI9) (95% CIY) (95% CI9) (95% CIY)
Time Point® Status®
SARS-CoV-2 1/Prevax POS 1 31.0 4 18.1 5 20.2 4 384
neutralization assay - (NE, NE) (5.6,58.2) (8.7, 46.9) (5.2,282.5)
NT50 (titer)
NEG 79 10.0 83 10.0 162 10.0 162 10.1
(10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (9.9, 10.2)
2/1 Month POS 1 4233.0 2 3469.9 3 3707.6 4 53.2
(NE, NE) (0.1, 9.247E7) (495.5,27743.3) (5.5,515.3)
NEG 79 387.6 84 237.7 163 301.3 162 10.2
(335.4, 448.0) (194.4, 290.7) (264.7, 342.9) (9.8, 10.7)
S1-binding IgG level 1/Prevax POS 1 246.1 4 36.9 5 53.9 4 153.0
assay (U/mL) (NE, NE) (0.5, 2848.7) (2.4, 1222.0) (12.7, 1844.4)
NEG 79 0.7 83 0.7 162 0.7 162 0.7
(0.6, 0.8) (0.6, 0.8) (0.7, 0.8) (0.7, 0.8)
2/1 Month POS 1 45474.1 2 232553 3 29080.6 4 144.4
(NE, NE) (106.2, 5.092E6) (6983.3, 121100.2) (9.5,2189.7)
NEG 79 6957.6 84 3759.2 163 5066.1 162 0.8
(6113.5,7918.3) (2847.3, 4963.2) (4308.9, 5956.5) (0.7, 1.0)
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Table 30. Summary of Geometric Mean Titers/Concentrations by Baseline SARS-CoV-2 Status — Phase 2 — Dose 2 Evaluable
Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years
Assay Dose/ Baseline n° GMT/GMC! n® GMT/GMC* n° GMT/GMC! n° GMT/GMC!
Sampling SARS-CoV-2 (95% CIY) (95% CIY) (95% CI19) (95% CIY)

Time Point® Status®

Abbreviations: GMC = geometric mean concentration; GMT = geometric mean titer; [gG = immunoglobulin G; LLOQ = lower limit of quantitation; NAAT = nucleic acid
amplification test; NE = not estimable; NEG = negative; NT50 = 50% neutralizing titer; POS = positive;

S1 = spike protein S1 subunit; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Subjects whose baseline SARS-CoV-2 status cannot be determined due to missing N-binding antibody or NAAT at Visit 1 were not included in the analysis.

a.  Protocol-specified timing for blood sample collection.

b. Positive = Positive N-binding antibody at Visit 1, or positive NAAT at Visit 1, or had medical history of COVID-19. Negative = Negative N-binding antibody at Visit 1 and
negative NAAT at Visit 1.

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

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

PFIZER CONFIDENTIAL SDTM Creation: 02NOV2020 (19:23) Source Data: adva Table Generation: 12NOV2020 (04:18)

(Cutoff Date: 120CT2020, Snapshot Date: 02NOV2020) Output File: ./nda2_unblinded/C4591001_IA P2 Serology/adva s001 gm It p2 eval
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Table 31. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point by Baseline SARS-CoV-2
Status — Phase 2 — Dose 2 Evaluable Immunogenicity Population
Vaccine Group (as Randomized)
BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years
Assay Dose/ Baseline ne GMFR! n® GMFR! ne GMFR! n® GMFR!
Sampling SARS-CoV-2 (95% CI19) (95% CI19) (95% CI19) (95% CI19)
Time Point*  Status®
SARS-CoV-2 2/1 Month POS 1 136.5 2 163.6 3 154.0 4 1.4
neutralization assay - (NE, NE) (0.0, 6.156E10) (3.2,7377.7) (0.9, 2.0)
NT50 (titer)
NEG 79 38.8 83 23.6 162 30.1 162 1.0
(33.5, 44.8) (19.3,29.0) (26.4,34.3) (1.0, 1.1)
S1-binding IgG level 2/1 Month POS 1 184.7 2 191.8 3 189.4 4 0.9
assay (U/mL) (NE, NE) (0.0, 1.993E6) (31.0, 1156.2) (0.6, 1.5)
NEG 79 9631.6 83 53123 162 7100.7 162 1.2
(8008.6, 11583.6) (3946.8, 7150.4) (5925.1, 8509.7) (1.0, 1.4)

Abbreviations: GMFR = geometric mean fold rise; IgG = immunoglobulin G; LLOQ = lower limit of quantitation; NAAT = nucleic acid amplification test;
NE = not estimable; NEG = negative; NT50 = 50% neutralizing titer; POS = positive; S1 = spike protein S1 subunit; SARS-CoV-2 = severe acute respiratory syndrome

coronavirus 2.

Note: Subjects whose baseline SARS-CoV-2 status cannot be determined due to missing N-binding antibody or NAAT at Visit 1 were not included in the analysis.
a.  Protocol-specified timing for blood sample collection.

b. Positive = Positive N-binding antibody at Visit 1, or positive NAAT at Visit 1, or had medical history of COVID-19. Negative = Negative N-binding antibody at Visit 1 and

negative NAAT at Visit 1.
¢. n=Number of subjects with valid and determinate assay results for the specified assay at both prevaccination and the given dose/sampling time point.
d. GMFRs and 2-sided 95% CIs were calculated by exponentiating the mean logarithm of 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.
PFIZER CONFIDENTIAL SDTM Creation: 02NOV2020 (19:23) Source Data: adva Table Generation: 12NOV2020 (00:12)

(Cutoff Date: 120CT2020, Snapshot Date: 02NOV2020) Output File: ./nda2_unblinded/C4591001_IA P2 Serology/adva s002_gmfr It p2 eval
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4.4.4. GIE R DS
% 1 FEE Sy

BNT162-01 B2 Ti%, BNT162bl 3 X OV BNT162b2 DWW IIZIBWT S, 2 [0 HBEME% 1S58 /)78
T ABAPESRE RN Stz HURFELME IFN-.yDPEAE T, Thl CD4+ 36 LN CD8+ #lJ D FEEHL A
RENTZ, BNT162-01 iBR O RMET — 213, ML CEERBRTH 5 C4591001 RBROFE R &
—HB L TWe, 2B H#FE#%IZ SARS-CoV-2 FFIFLAAM I L 0PRSS & 1gG HUiRiR O Kigz &
70 5 NTHIZER T AR RZ IS A R BTz,

C4591001 FABRIZFBVT, BNT162b1 38 L OV BNT162b2 1%, ElER L OEEE OWL-FicBuy
T 2 [\ HEBFER 7 B 5587172 SARS-CoV-2 HRIFUARG & 7538 Uz, HFnPUIAR RS 1348
L Cralinfg & bl LA IE TN o 7o, HRPUAMIX Day 52 & CTHERF S 4L, Fnfgilis L OH
B2V T BNT162b1 & BNT162b2 CTRIFEE T >7-, BNT162bl & BNT162b2 TiHE S/
SARS-CoV-2 HFIFLAAM 2 HCS /3L & 35 &, 30 ug @ 2 [BIEEFEN R S 4172,

C4591001 BRI L OVBNT162-01 RERDH 1 FHER 0> B IS S NI 5T — 2 0 5,
BNT162b2 30 pg #EFEIC LV, i3 KX V&g O W28\ T 6 iR ) 2R 5 fE IS O FFE )
IRENTe, AN E 23 A TICRAT T 2V 7 F B & LC BNT162b2 30 pg Z3R L 7=,

&% 2 FRE Sy

C4591001 FRBEREE 2 FHER 5y 0 360 Bl O FERE R 225, BNT162b2 (30 pg) @ 2 [A] B #2fft%

1 » HIFIZ, 587172 SARS-CoV-2 FIFIHUAS LIS L O ST #E 6 1gG FUARIS DFFENTRD b,
ZOFERITE 1 S CROONTHER L FR Th o7z, FICHERTRERE LT,
SARS-CoV-2 HngLifflii L mn/g & i U infE Crnro 7o, £72, 2 BB EERER 1 HRFOF
BB L UEREO GMT X, HCS S A b5z GMT ERIFEE TH -7, SIfEA 1gG
PUA GMC 1%, BEL CHElinfE & i L T <, 3B LA ORERE—BH L Tz,
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5. 224V O REFE Fm
BNT162-01 3Bk (5 1 fHERSY) B LN C4591001 RER DT R TO (5 1~34H) TLeMr23E

fli U7z, ZZeMEOFME F1E% 5.1 TEIZ, BNT162-01 328k (5 1 FHESY) OfEE A 52 HB IO
5.6.1 TH, C4591001 B (25 1~3 4H) OFER%A 5.3~55HITRT,

C4591001 2XER D 22 M DM 715 OFERIIEL M5.3.5.1 C4591001 VA5 F2 0 2R =35 L O EHRAT
FHEEC, BNT162-01 35k 1L M5.3.5.1 BNT162-01 785 FEhE £ L O et shmi &1~ L
7.

C4591005 AER DL APEICOWTIE, RHIETER L O kO % 2 M2.7.6 THITR L, £ 0O
AMIE M5.3.5.1 C4591005 R5R I T £ KL OWERHENTRIE =R L=, $£7-, 1BBRER%E
M2.7.6 TEF L N M5.3.5.1 C4591005 F- 815 — Z G &R LT,

5.1. ZEMERHIRE B ¥ L U 715
LARMEDFHI T IER L OWRHT OFEMIC OV T M2.7.4 THICEEH L, LATFICER Lz, Satgiric
DUNTIE 513 FHITRT,

5.1.1. BNT162-01 B D22 ML hTE B

BNT162-01 iRERTIX, % 1 50 OFT X CTOYERE 2NRRY 7 F 8% 7 B, E8RPTR
i, EH SR X OMRE SR OM FRR U SOW CHRIBEA O BEEIZEL& L=, #8RE 1134
BEREfL | HEF NS 7 ARG E CRMIGSE X O G2 Mt 5 X o fE L7z,

R BIR & R D 22\ T B 4T 2 18] FHEREMs 1 0 F I TRk L, mHI%E%m%
(MedDRA) (ZESEEENRDER LOHEAGTEZ O TRESE, KeEEE, HEMNR X
WIEBRY 7 F v & ORRBIRZ ) ﬁbtoﬁuﬁﬁﬁﬁ%ﬁ%$%(M&)ﬁ,7H%iTK
RIEEOMEREREBOMEE 21341 V7 V= U FRRIER, HDWVIERNA U7 F B & OB
PEZ BT E RVERBIE 21 5 F5 & Lz,

4

TRTCOMBRBEE A, E5, 825 CGLEEL vV REE2I36M) IS8 L, BRREERE
EL—FR1 (@E) , Z7L—F2 (F%%) , Z7L—FK3 (FE) , ZL—FK4 (Ewmzgn»
FTHEEMER S D) 1T LT, BRI, A XA B X OLERHEILY 7 F B
AT 520 L7,

LM G D27 VT — Z TR R RIC L W BRI LT,

5.1.2. C4591001 B D2 &MEFLAME B
5.1.2.1. % 1 > oM EEE R

C4591001 FRERODE 1 FHE 7 CTlX, BHRE IZRISFEMEO TSR AR L7222, R 13iai Y 7
F U EERER 7 B ORFTEOG QESTEAER, FRE K OWEIR) , &L G2\, %57, ¥
Jii, EFE, WEM:, TR, HTBLETITEBAL UM, L E 721 k L2 BAER) B L UYR
B BRSO R E, EWE T B REICERE Ln, U XV I A AR E O BIRINIC O Al
T D ENAREE 2D, EOREE TOMEBRE ORNA EMEICRT Z L 2R E Lo, #RE
TR 1~7 AR /PTG E L OVRE OG22 7l L7z,
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5 LAY T, INRBIR AR DA WAEFERIL 2 [0l HHfE% 1 » HRFE Tioék L, MedDRA
(RS X BERIR DB L OSEAGEZ VTR BURE, R&TER, HEMES I NRRY 7

F o EORRERE D LT, EELAEFERSRI 2 BIHEMER 6 » AR ORH RS Tk

) ETRET D, REBEBRAICBO TAFERRE LUOEE LA EFRRIIIEHRE TR £ THl
YD,

5 VARER ST O Zx, 2 Al AR 7 B £ TR PRI E S F B L O A b E st (B
IEER bz ETe) 2wl Uiz, MERRAEHERTZ7 1 —F1 (BF) , 71— F2 (F%FE) ,

JV—NR3 (@E) , Zb—F4 (EmzErdmiEgtndsd) (CEERSE L, FIERHR

&, A INY A BIOLDEMREIXY 7 F i & Lz,

HERLRT — 2 BILOVEFHEOKSENET — 2 OF I IS &, 5 2/3 FHE 5 OBMG £ 72135
1 ABERSY DIRBR D 77 F o D EA&ERE 30 H OWTHEWERS £ T, & 1 My 2iaE ch
IEEHEA T Lo, IR EYEICE Y T DAl REMEN B B FR 2O EL, b7 o7
ENLTCHTED, IRBREYEM (FREFOICEROSSHE) , 7 7 A % —4k L O BioNTech
N TF—F 2 HFRE=HF ) 7 LIz,

5.1.2.2. % 2/3 ¥HER s DR EMEFHESE R
25 2 FHER Y

B IR TR, 360 4 DOBBRE NEIRER D 7 F L BfE% 1~7 AR 7 AR, mreR PTG,
Y FSE L OMRE Sm K ol R 2 B 1 B a8l itdk LT,

B2 ARy T, FRNCRROE LICIRBRGHIEEE & L CTAEFRB L OERERAE RS L 2 HA
% 7 AP E CTRcdk L, SHIC2RIABEMERDZR &S 1 » AR E TRINBIA 2 540 L
72 MedDRA (ZH5-5 & 8RB RIS L OMAGRE 2 W OB, I diEE, HEMB X
WRBRD 7 F 2 L ORRBEBRZ LT, REBHRAEICEW TAEERBLUOCHERERATF
LUTIRBRAE TP E THlkfe L THRET 2,

5 2 A OWEERAE 1L EE 2/3 AR OWEERAE Oy & LT 3 MR M EMTICE DTz,
55 3 FHER Y

B3R TIE, NS A AN BTz 72 < B 6000 B O M ORERE BSIEERT 7 T
FHeRE% 1~7 BRFE CETFAFEZ W TRITRIS, BFRIS, 3 X OWRE SEmIEOMEH % &
e 7 ARk LTz, ROSFEMEDFM RO 2 EEICIE, 1| v EdH72 0 D7 < & K 500 Bk
ABINI6EU EOFEVERGENT, T—X v b4 7 HORRET, 16~17 mOEDVFE
(2020 4= 10 A 29 HAFOTEBRIZSEFHEEUGETE 9 MO MEATRTNCHAAN) ORISR IEFRITE
THETIESN T RWAFEFEHRG L L THlE SN, ROSFPERT R REMICE T T
RVBREIZOWTIE, M E —ET 2 RPTISE L OSSP AEFEFRE L THRES
niz,

553 AESY T, RARBMRAZ D ARNWEEFERIL 2 Bl HHER 1 » HRFE Tioék L, MedDRA
(RS X BE IR B L OSEAGEZ VTR BURE, RK&TER, HEMES I ONRRY 7
F o EORRERE D LT, EELAEFESRGRI 2 BIHEMER 6 » AR ORH SRS Tk
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

) ETEET D, RIEBRAICEW TAEFRE LUEEB LA EHRIITERE TR TH
AR

AESI IXVEBR ISR EE CHEANCHE SNV TWRWA, 77 A F—thid, BRRIICHER &
EOBNEFERIERZH TV 7T AR T o 20 —8RE LT, KLt a—23E
L7, ENEFERIFNEDAERGL THY, BRI AZEL CEeET —2oliFo L
Vo —FIEIC X > TERIER LTz, V27 F 71T LTl Safety Surveillance Review Plan (D —
HMELTYUAMEBELTEELTWD, EFE LT, ENEFFRIFEOHLELITIT 0TI
LOIRBRIE EFTE ED AESI ThH Y, T TICRE STV A IEER, M FEmpi R, mreetko
DL TAZT = b, ARWILBLOLZEET — 2L 0V SN BENT 7 ror
o —Z SN TWn5,

55 3 AHE Gy D EVERIT R RIEH OB FHR T — Z 132K L OO THT LT,

o N—XT A TONAAT F 7213 N-HURRE SR IZ X D SARS-CoV-2 Y% 5 5]

N BRI SR (FRiim, PERI, ATEdS & ORI

5.1.2.3. £ TCOBRRMIZBIT 2 22 OFHH

C4591001 #BRDE 2/3 FHE /7128 T, SARS-CoV-2 (2 K DGk 2 _X— A F A (NAAT,
MEFAHIRRA) , 2 [0 AR (NAAT) BXOUWRE 24 » A £ THER L, At RS X

OMEESE M SARS-CoV-2 BEYRIZxt T 2 AN FHm L, 72 & QN My FRIRR ARz Btk o i
PBRE DLV A AR T Do TSR T EIRGE 2 U 7 A A2 V72 NAAT 12 X 5 WA L 2211
A Fs J UV SARS-CoV-2 N HiJUZ %32 1gG D M FHIM AL & 0 HIE LT,

4T OB OYRERE % %12 Visit 1 LA COVID-19 JEHED Al HEMEIZ DWW CIIE L=, & 147
B TUX, 7 7 A P —4EEB LU BioNTech AR &R 2 B E L CIHEEM FCTT—4 L
Va—% % Lz, % 1 A5 T NAAT IZ K 0 B RHE L7 ooV T, IRC B LD
F—AE=K ) UFEES (DMC) DNIfTLTCLE2—d252& & Uiz, 23 s T
I%, DMC ZiBh T 5IEEMRT —2L GEEMR TOEFEMELEL) M EGE COVID-19 & F D
MEDHMELBLOFEHFES 2V Eb#E 1 FILE 2 — L, A COVID-19 B#i7-iciEbid
JEGINR 20 EHEE T 5, FEER T DF— % COVID-19 FEEF 5 L OVESE COVID-19 e E Fic
BWCU I F UL T T B RHEOMICAE RG220 DMC 8 L E a2 —F RENENITD
WT, WOTHDMCRERHE EMRFITEH &L LT,

PHRITIEBR DT X TOMOPERE THIET L2 L & LT,

BT 7 F o LEEOH D EELRAERS, [BRPIEICESTFEEFRB LT TO COVID-
19 W EB (ARt fTRERI D S 03 &2 R0 I OWTHEGRZ1ERL L= (M5.3.5.1 C4591001 15
BRAafE s £ 14 THSR) |

AKHFED C4591001 REBROZ MM TIE, 20204 11 A 14 BT —4% By v4 7 B Tlch
SNZLLTFOT —H R4 5,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

o F 1 FHERSY : BNTI62b2 72137 7 v RO 2517, 2 [0 B ML 4 » HEOBBRE
A 1 =

o F2FHERSY : BNTIO2b2 £7/213 7 T v R0 A =, 2B BAEMEEZ DR B2 5 M
DIBHNHE %252 1 - b

o 23 FHERSY  BNTI62b2 £ 72137 T RO 5T, 2 BEME% 2 v A (F9fl) o
BB 2 A9 % 2R (79 38,000 1)
Bk, 2 (8] B BEfE% o2 2 BMGRA IR 2 » AL ETH 55 19,000 Bl OZ22eM:5 — 2 3
I LT,

o TE 23 MRSy ¢ MHAANT- RS (K9 44,000 1)
BEGEEIR O SRR, bl AN bN-FVFE 25T,

LEMET — 21X, LM R £ 6 R G AR AT 8 2 I TR L L7z,
5.1.3. BT HIE

5.1.3.1. BNT162-01 35

LRNET — & O IR VAT R GRS <

BOGRME « BRFEHE BB X OHIE L2 ET) 13T L IR LT,

BEFRS  EFGTE BB IOREGEE) [FHEMEEZ LR L,

BRI GRS EOBEREERB L OR—2 T4 Vb R_R—2 T U HEORREET
DA E, BRSNS BRI &2 VW TERY Lz, MAEREF B X OERIICEE R
Wiz 7 7 7% Ciz,

5.1.3.2. C4591001 35

LEMT — X DN XL RV R EMIC S & 3 Uz, £7-, FinE, M), AM, R
W, ~—AZA @D SARS-CoV-2 IR DA EMIZOWTIRER Y 7 F > O a2 7 L
7.

G

FHEB XY 7 F U BEORKISEEOFHIE B 2 Ol kiit &4 fer Uiz, % 1~
7 BRFE TORPTEE L OV SUG % BAEE RN BFEMIOR T, R EOREH RIS, FHnE
H Z & ok L OIS % Clopper-Pearson95% {5 E XM & & H IR Lz, BUSEMICEET 5
BT AREOT — & KENIAHTE LR o T,

HERERS .

HEFEGOME, BB KO Clopper-Pearson D 95%( 5 X [t & & T e it il AU G & & AR
FEZ IR LT,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

B AR AR O R -

KU 7 F RS O MK TR AR X OMIE AL O B FEIC OV TRl HEH R A T
% GE1FEESOR) o UK PRI X O A LR I BT 2 B R A fE O
N=2T A 0b | B HHEREE 1 AR X ON7 AR, 72 HONC 2 [BI A AR L OV 2 (6] B #4
%7 ARFE COHEIEEZL BB END, FHNE BT 5 5l H it ® I I ERE £k L OIS
% Clopper-Pearson [fiffl] 95% {5 fHXH & & HITR LT,

5.2. BAEMDOFER- BNT162-01 RERE 1 S

BNT162-01 #RER DT X R AEM I L OV BMEMEATR B2 4 M5.3.5.1 BNT162-01 {85 FEHR S E 10
H REBIOM274HIIRL, UTIZEHLE,

F—H By hAT7H 202048 H 13 H) £ TIXEONT-FED 2 [0 A% 1 » AFFE To
BT — % (FOSEMER LOEEESR) ICOVWTENT S, 20K T EERR TH
% C4591001 FERDE 1 FHE S THET SN EHETH D 10 pg, 20 pg B LU 30 pg & HO0ITR
—é—O

5.2.1. BRMMBHT R RER

ARILETIE BNT162-01 RERF 1 fAHE 12O W T, TG T 5 C4591001 7B & Mo
% BNT162b1 3 X TN BNT162b2 Of5 R AR T 5,

BNT162bl

BNT162b1 #5852 1} 7= 84 Bl OWRER A O NFRITEVE 52%, ot 48%, HAN 96%, b A= 7/
TTUFR2%THY, FElO P IEIL 363 TH o7,

T—F By AT BBALE, | pg BB I O30 pg BEIZ2H], 10 ug B, 20 ug BB L VS0 g B C
IFZEER 12 69 11 6, 3 pg BEIE 12 il 6 678 2 [BlO#EFE 252 1T 7=, 60 pg # Tl SRC DR
LD T _RTOWEBREN | BRSO E2Z1F 72, 10 pg, 20 pg 33X 30 pg Tl 2 [B] B #Eff
#% 28 B E TOLEMEORERNE SN TV D,

KIBBR O 1 FEERSY TIXEF 57 7175 BNT162b1 O#FEZ 52T LT~ 3 FIN#EEA L L, Fiko
BRHE, AEFGLE L COBEE (10 pg ) , 1BBRSEERHEE) S OB (1 pg B BXLOZE
DA OENE 2B H (50 pg Bf) Th o7z,

BNT162b2

BNT162-01 #ff 2 521 F 7= 60 I OWERE OWNFUL I 43%, M 57%, AN 100%, b A=y
15T CRITEENT, FROTB RN 415 % TH o7,

T—2 7y NAT7 HEBUE, 20 pg BEF L ON30 pg BEXAH], 10 ug BETIX 12 B 11 41, 1 ug &
X 12 B 8 BN 2 [l OBEFE A 2 72, 3 ug BECIE 2 [BIBERE 252 1 7 R 13 e, 10 ug 8
L O30 ug TIEL2 RIEEFEE 7 B E COLRMEOFRERPEF LN TN D,

AIBBROE | FHE S TILEF 58 #5128 BNT162b2 O#ff A 52T L=, 2 A ik L, ko
X, AEFR (10pg#f) BIOEBRELGOF I (1 pg#f) Thoiz,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

5.2.2. KSR

ARIATIX, BNT162-01 i BRDF 1 FHER 2B WT Y 7 F 54 Td D BNT162b1 B LY
BNT162b2 #£fE & (SRR D H5E CUNEE U 7= SUGREMEZ R L, EEFHIRERCTh 5 4591001
AER D 2/3 FHER IR L7z 30 pg & ISR~ 5,

BNT162-01 #EREE 1 AHE 7y TR LN T XTOT —Z L, BNT162b2 THIEZ I N7 ISR MET
a7 7 A JUiE, BNTI62bl LV & BifFTh-o7=, BNT162bl 2 0] H BEFE% OSSR O FE BUHA
T (BRIC2ERS) 131 B & i U C EF L=y, HER X ORISR KE L E5A-
X CH -7,

5.2.2.1. BT RS
KL LTBNTI162b2 @ 2 [ IZ B U 7= T RGO BE L s L OVS BIAEE X, BNT162b1
L HER L TRy 7,

BEL T, BNT162b1 B L OVBNT162b2 & 12, HER L OBHEREZE O AL - TRFTR G D3
HHAEELBXOEELEN ER Lz, 13EA ORGSO EELITRENSHEETHY, FT
SOGDFENHEH THEE LT,

BNT162bl

BNT162b1 O3 T HERF KO T b £ < 855 S 72 R ROG RTESHBAL O IR
(50%~100%) TV, WNTER (33%~100%) , TEE (0%~33%) BLOFERE (0%~
25%) T o7z,

TEE D RS E LT 84 BilHr, JESwAS 1161 (13.1%, 30 pg BED 4/12 Bl &ETe) 3B X OV A
1261 (14.3%, 30 pg BED 4/12 Bl Gie) (CHE Sz,

BNT162b2

BNT162b2 O3 _T O H &R L O T b 2 < S S 72 BT RO R ES AL O E 5%
(42%~100%) THV, WNTEIE (42%~100%) , TEIE (0%~25%) B LOFERE (0%~
8%) Th o7, BEOREISIINTIOHETHWME SN2 T-,

5.2.2.2. £F >
AR L LTCBNTI162b2 O 2 [AEfEL IR U= 25 NSO BEEE R L O EMEE X, BNT162b1
L HER L TR Ay 7,

BEL T, BNT162b1 BB L OVBNT162b2 & 12, HER X OBHEREZE O L - TEF MR D3
BAEERB I OEEEN ER Lz, 3L AEORFRISOEEEITERENSPEETHY, B
% 1~2 A CREL, FHmIE» -7,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

BNT162bl

BNT162bl DT HERR L OB TR H % < #iE S - 2F SO TEER  (58%~
100%) B LT (50%~100%) THY, WHTHEDE (17%~100%) , HARE (8%~
92%) , MIE (8%~92%) , AR (8%~83%) , J#E (8%~58%) ThH -7,

HIEE N B E O K62 8iE U= 133X C o HERE 84 7 36 ] (42.9%) TH o7z,
30 ug BETIX 12 IR, @ E OFER IS X OMERIEN 5 i, HEIEN 4 4], %57, TR L OB
i 3 1, BAEORE L OSEMNE 1 3D ST,

BNT162b2

BNT162b2 O3~ T O HE#ER L ORI T b 2 < S SN 2S RISITIETT (50%~75%)
BLOEE (25%~75%) THY, WNTHEDE (33%~58%) , AR (17%~58%) , B
i (8%~50%) , HEFE (0%~50%) , FHI (8%~17%) , BHEHIE (0%~17%) , FEZA
(0%~8%) Th -7,

BUERE DN & B D2 OGS &2 #s U IR A 13~ T O &R 60 i, &6l (10.0%) TH-
2o 30 pg BETIE 12 B, mEOBEIRAS 3 6, KI5 KOS 2 6, Hul, BB X
UMERIED S 1 BN bz,

523. A EES

5231. B EEZROME

BNT162-01 #REREF 1 FHE 7y DIF & A EO#EERE T, BNT162bl 33 L TUYBNT162b2 DX TDH&E
FED 1 [0 2R/ D 2 [0 H Bafifk 28 HEFE TICAEFRNEE LT,

ZEAEOFEFRIIIBBRHELEMICLVIERTY 750 CEER L S Sz, 1ZEAED
AEHRBIIRENSPEETHY, WVThoAEFLLREE L,

BARES T, EERAEEELBLIOERY 7 F 0 LEEDH 5 HEFERICL D HIRITHRE
7o 7z, BNTI62bl % 60 ng THERE L 7= 1 B2, FHEHIREMEICI VU 7 F o 8fa ik
L7z, ARIBBROE 1 IS T, ETIERO LR -T2,

BNT162bl

BNT162b1 % 1 pg 725 60 pg THAE L 722 DA EFROBBBEITL 0%~67% CTh o7z, 4
RELT, BEERDINPIEHRT 7 F o LML Lfranz, WIhofETH 7
L— PR3 (HE) OFFFERITRO LR T,

BNT162b2

BNTI162b2 % 1 ug 75 30 pg CTHIE L 7= E OB EFLORBHBEIL 17%~58% Th o7, &
e LT, AEFRDNWNIRRY 7 F L LEEH Y LYW 7z, 10 pg BED 1 Bl EREEE D
e DA ERS (LIRGEZ%, RBREYMEMC LY BEER L LB S O, IRRU 2
F o1 Bl H B IR & R IR L=,
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SARS- COV 2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

5.2.3.2. BEFEZOMHT
FEERORBAFEEB L OEEE

BNT162bl

BNT162bl @ 2 [0] H #2614 28 ARG CICEHEM TR LZ<BOLN-AEFS (HFETINE
L7 SR ZBRS) ORFERIRGHEY, —% - £FkEERS L OGN oREE (84 #iH 10
M,u%)f%@,z@ﬁm$%(ﬁxﬁ VEEREALE S (S B, 6%) , A v 7T PhE
YRR, TESRAL MR S KX ORI (%52 61, 2%) ThoT-,

DD E/RZRERIRSFNTHRRES (84 il 10 1], 12%) TH YV, ERHEAFEITIN 4
B, 5%) BB LOIM~TRTOIRIE B B, 4%) ThHo7z (30 pg BED 1 B CHEJE I HE S
72) o WRICZWVERERIREITENER, Mzl KOS (84 BIh 965, 11%) Thbv, *
72 FEARGE IS X OV GRS (% 4 6, 5%) Tholz, T OMOEE BRSSO
10 %A OWME TH -7,

BNT162b1 #£ClE, 2 [AIE#EME% 28 ARFE CICHE SN L— R 3 (FE) OfFEFRIT,
ATV TRRER (S0 pg BE2 61, 10 ug BE 141 BSLOHE (60pugfE 14 THY, Zih
HITTRTBRY 7 FUBRICEERH L Ll sz, 71— K3 (BE) OEROAHFHRS
2320 pg BED 1 FNSHBL L7228, ZHUXIEBRY 7 7 L BE 2 LIl Sz,

BNT162b2

BNT162b2 @ 2 [F] H#fi% 28 HIFE CTIZIR B Z RO ONTZAEF TSR (HFETIE LRGSR
PEZFRS) ORFEBIRSFEIL *h BHEES L OB G OMREE (60 FlH 761, 12%) T
%D,z@ﬁ%%%(%ﬁﬁ BRI 2B, 3%) THol-, TOMOIERIK
%ﬁ@%%ﬁ@m%%ﬁ@%%f%oko

BNT162b2 10 pg #D 1 Il 7' L— R 3 (&) OFEFSZ L L TCHMEARI L, KAERIT
RBRD 7 F 2 L7 L &S Tz,

BRY 7 F L LEBEOH DA EER

1 FHER > TIRBR D 7 F o L BEN S D LRI SN EREEFRROSE R RSFEE, K -
HEEL X ORGENORETH -T2,

BNT162bl

BNT162b1 #ff 4 52T 7= 84 i, RHERETIHRRY 7 57 LD H 5 ER A EFROLER
ROFEIL, —i% - 2EEERS LOBRGHMOKE (5841, 69%) ThHy, AEHEFR (LA
X, A7 U FRRER (46 1], 55%) , TESEALSS (42 61, 50%) I8 OS5 (20 4,
24%) Toh-olz, WWT, TXTOMHERE CHREREEFIZ 34 6] (40%) THH, EhAERFSR
(FEAGE) 135 (28 f5l, 33%) Th-olz, #BRE HEEZHWTIE L= E4 4R Z, {RBRY
&%/kﬁi%thMéﬂtﬁ$$ﬁi BERELD 36%TH o7,
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SARS- COV 2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

BNT162b2

BNT162b2 #ff 4 51T 7= 60 ilH, SHERETIHRY 757 LD H 5 LA EFROLLER]
ROFE, —% - 2FEEL TORGHMAORIE 3741, 62%) THYH, ERAEFLE (KX
ZB) 13, &%%ﬁﬁm(wm 57%) BLOAS 7 FEREE (1561, 25%) THholz,
WERE HEEZ HWTIUE LT R E2BRWT5GE, IRV 7 F U LBEH Y L s BEHR
RITEHEFLD 8% TH T,

5233. FEBLIUOFOMOEE T AEES

BNT162-01 FRERODE 1 FHEL T AN ST HEEBRE 1B W THL, TOMOEE A ERS
ITRO SN T,

5234 BEFERICLDHHIE

BNT162-01 #RER O 1 fHE 0 Tld, AEFREZHBEIZEF 3 FIN 2 BB O Z H 1k LT,

BNT162bl

1 Bl BRI 10 pg BED 1 B FEFHS (PEEOERK, RREYEICIVIERY 7T
CRE R U ECHIE) Ic kv Ik L7,

1 [m] HEEFERR I 60 ng #ED 1 B HERIIREENE (REEORE, IBBRHESEMIC XV Ry 7 F
BN D D L) ICX IR L,

BNT162b2

1 Bl HEEREZIC 10 ug BEO 1 BN AEFES (PMEEO LHIEZR, JREBREYERICE VIRRY 7
FLBEZe U ) ik ik L7,

5.3. ZAMDORER - C4591001 RBROE 1 FBERSY

C4591001 FXBRES 1 FHEB Sy DfEMT R B EEM B L OV MEMRIT i 54 M5.3.5.1 C4591001 RBR#AHE
HAEE10HE, 121 HBLIOM274HIIRL, UTICERKH L,

T 7 F o MNERTEH o 72 BNT162b1 3 X OVBNT162b2 DWW T, F 1 TS OF —Z B> NA7 H
(202048 H 24 H) FTIZELN= 10pg, 20 ug BE O30 ug @ 2 [ B EEFER 1 » ARFETO
ZEMRER (FREB L OEmE) 2T D,

202048 A 24 HDT—X 71 v b A7 BIZH-SE, BNT162b1 100 pg #f 48 (18~551%) @
ZAAVEORERIE 1 [0l B #EFEM% 3 MR E 7213 2 M H MR £ T2 295, BNT162b1 100 ug FED
PR IL, IRC OHIWHIZHE - T 2 [ B O 100 ug OO0 10 g OEEFEEZ 72, T —
Z 71y AT HOREST, 100 ug B 12 5 11 #1723 2 [3] H 12 BNT162b1 10 pg OBEFE %52 1) 7=
25, AREAEFORE R TIL 2 |l BB O RIT/HR O TR,

55 1 FHR4 C BNT162b2 30 pg OHfE 2 52 1 7o CREL L - A FEF LB L OEE A H TSR
WZDOWT 2 [ HEERE% 1| 0 A~ 4 » ARFE CORMBHFHA (20204 11 A 14 HOT—#
By A7 BRR) bR T 5,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

5.3.1. ZEMIT I RER

B 1AHE D TIE, HEREB X OFEREROWERE 222, Bifttk 41 TEUIFUoERITT
T BRI EEEAAL LT-, C4591001 358 D22 SVEMNT 6 G AE M 2 LA FICi0# 9 5, AWEER &
o JFMEAE IR L ORI L T,

BNT162bl

BNT162b1 £ (72721 30 pg £ COMERE) Lk (18~55 %) THREZ T 45 FlONRIT
T 62%, 2 38%, FIAN82%, BEANR=w /77 R 4% THY, FhOHRMEIX 35T
HoT,

BNTI162b1 BEE i E (65~85 k) CTHEFREZ 21T 7= 45 BIOWNERIZ AN 29%, M2 71%, HA
1L93%, B A=Y 7 /FT U RIF2%TH Y, FEEORIEIL 69 5% Th - 7.

BNT162b1 @ 100 pg BEOF g (IRC OREIZ LV 1 [ BEEFRERIZ 100 pg OBEFETFIE) &5
X, C4591001 FREROHE 1 FABRE (I 2 [M0 U 7 F U84 515 7=, 100 ug BEClriftbd
DIZ2EBEIC 10 pg ZHFET 52 L& Aliel L, AREEO 12 #H 11 173 BNT162b1 O 2 [a] H D
AT 7o, ATRBROHE 1 MRS & ik L 72k 13 e o 72,

T—4Hy NAT7 HOREAT, BNTI62bl #D X 572 5B 7 — Z 1345 51T 7e0,
BNT162b2

BNT162b2 BEEHRE CHEFR 252 1) 72 45 BIOWNERIZ B ME 42%, 2P 58%, HA 87%, B A/X=vw
TITF7T U HRA%THY, FEOFPREIZ 37T TH o7,

BNTI162b2 #f it g CHERE 252 1) 72 45 BIOWRRIZ B M 38%, oMt 62%, HA 100%, B A/
= IIT7T ROEERE LR, EROFRMEIZ 68 TH T,

2205 11 H 14 BT —X2 v A7 AR T, T _XTCTOWERE D 2 [0 4 52 1 CHEF %KY
4 » AW OBGAEZE T Lz, BRE Ik L7 i nwino7a,

5.3.2. RS REME

C4591001 #BRODE 1 FHE Iy THROLNTZT X THOT—Z L0, BNTI62b2 ORIGEME T 7 7 A
JUIZ BNTI62b1 LY B4FCToh o7, BNTI62bl Tl 1 [a]H 88 & i L C 2 [0] B % I SO0
P (B EEOE) OFHMEEN EH L2, BNT162b2 TlIiEHE (18~557%) B L OEEH
(65~85 %) & HITHER L OBHEEEICIE O BUSTRMEDIBSEE O EHIZHOTMhTh o7z,

D7 F RO 1B E I L2 B BERER O T X CoOHERR X OWFEERE O SR ET —
4% (BT HETIE) 22K %, 723, BNTI62b1 100 pg #E1% 1 [B] B/ O RS FPED 72
B, IRC OHIWHIZHE- T2 EIHIZ 10 ng ZHEFE L 7=,

A (KrZzEH) CIEFERMET2 Bl E I L7z 10 ug, 20 pg 3L OV30 pg #E2 .0
WD, ZAHOMNTCIET 7 BRI Z S LIS REIRTT 5,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

C4591001 357 BNT162b1 35 K OV BNT162b2 OSSO #ERIE Appendix 3 IZXR L, LATFIZ
ZHRIT D,

5.3.2.1. BT

AR E LT, C4591001 ARBROE 1 ARy T BNT162b2 @ 2 [AIEEFE#L (238 B L 7= JR i S s 0D B
FER X OVEHIBER L, WAE#E & 612 BNT162b1 & bl L T2~ 72, BNT162b1 B L
BNT162b2 O JRFT I O FEBUAEE (335 i fd |2 L U Crmithnd TR o 72, BRI RATSUS O %
HHEE L7 7 B REE IR o T2,

U0 FURECHONT RSO EIEEDIZ L A EITREELIIPEFETHY, FINLHHA
DINIZEE LTz, 7 b— R4 (Efmagid mettnd ) ORISR E ShehoT,

BNT162b1 3 X OVBNT162b2 O W T U BN T HIEHNTNIER A kb %<, HEEIMIEWFRE
BEBIOEEEN EF L,

BNT162bl

BNT162b1 #EOWM4E#E O T X COH R L OBERFEICB W T, &b RBBEE O &S W RIFT ST
TEEEATETE  (58%~100%) ToH YV, FhK (0%~17%) BLOMEIE (0%~25%) OIREBMEEIT
o Tc, 2D DORERIL Figure 24 (Fliinkg) 36 KO Figure 25 (Milfs)E) (2R7

FHinJE T 100 pg O 1 B H BRI A D A7z e b S8 B 23 5O R T BSOS R A

(100%) , WWTHEIR (42%) BLOFEHR (33%) THY, FIEEDEEOEFEAIERA 1
A Xtz 100 ug ORI SOSFEIED 7=k & 720, ZORETIE2BIH & LT 10 g
PR LT,

BNT162b2

BNT162b2 #EDO M4 ERE O T X CTOH &R L OERFENCB W T, &S REBEE O m W RIPTS T
AR (33%~92%) THV, kK (0%~8%) BLOMEIE (0%~17%) DOISEIHEEITIK
Mole, ZIH ORI Figure 26 (Filiinkg) ¥ LU Figure 27 (Hifisfg) (2R 7,

5.3.2.2. £F K

AR E LT, C4591001 FABRDFE 1 FA¥B43 T BNT162b2 O 2 [RIBEFEA IR B L 7= 25 Bt O BAE
R L OREMEE L, WEEE S B2 BNT162bl & i L TR 72, P T B RETII RS
S E D Te o e, AF ROGORBUEE 13 g |2 ik U CElnfg ik o 7, mlnE T
BNT162b2 @ 1 [B] R I A LN 2T IS ORBBFE L7 7 e AL RRETH -7,

A ERSIIEE LT BNT162b1 35 X TOVBNT162b2 O F &35 L OO EEFE R O BN L TR B
7o B ONCHEIEE NS B Uiz, fRE $m3k oM FHAEE S H &R X ORI LD S
L7,

BEFOSOEIELDIF & A EITREE2IIPHFETH Y, KRS 1~2 A TRIEAL, BN
BHLWNICHA LTz, WY 7 F it K OMEE 218 U T 30 pg #EME% O BADO R HiF  (h
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RAE) 131 A3 XOEEORFHIR (TR X 1~2 AThole, FL— N4 (Emadnd
RN D D) OEFFINTEE ShRipoT,

BNT162bl

BNT162bl #EDOMAFEERE O T X TOMHER X OBERENIIB T, FIBEE O &R 8 SO T 5
(17%~83%) , FAJE (25%~100%) , HEFE (8%~67%) , FHE (8%~75%) I L OFEEL
(0%~75%) Th-ol=, IO OFERIT Figure 28 (F5iipfE) 35 L O\ Figure 29 (FlnE) (R

7,

HHnJE T 100 pg O 1 [BlHBEFER I 2 DIV RBBUBEEE O s WS ROSITNETT (83%) , I
(83%) , FHR (75%) FBLOFEEN (50%) T o7z, 100 pg OHEFHE i}iﬁiﬁ PED =k &
720, ZOHTIE2EBELTI10png 8/ LT,

BNT162b2

BNT162b2 #EOM4AE#E O T X COH R KOBREIC BT, FEBEE O 8O 25 FOG T %
(8%~75%) , HEJE (0%~67%) , HEFE (0%~58%) , WHJE (0%~58%) 35 ONIEEL
(0%~17%) TdH-o7=, ZIHDOFERIT Figure 30 (F5finfE) 3 L O Figure 31 (EifinkE) (R

7,

533. FEES

T—H2Hy hAT7H (202048 A 24 H) FTIZIRD LN AEFLRITOVTBNTI62b] Tl 2
Bl HEEfE% 1 » ARFE CEIRT 5, S HITHE 1 M85 T BNT162b2 30 ug OHERE % 521 - Bk
FIZRD DN A EFLIL 2 0] BHEEFE% 1 wﬂ ~#14 Al 2020411 H 14 BOT—H 71 v
N4 7 HBE) OBBFAEDREREZITRT 5,

5.3.3.1. HEZER O
C4591001 FREROF 1 AHERS TiX, BNTI162b1 38 L OBNT162b2 O 2 [HfE 2 5% 1) 7= R T D4E
HEBLIOHEDIZE A EOWHBRE T, | B HEBLIERICE ERHR N LT,

BERE LT, MEINTIFZLEALOFEERITIRBFHEYEMICLVIERY 7 F o LHE#ER L &
i S, HEETBENSPEETH T,

TBEROE 1 D CHREHNIERL, TOMOEELRFEEFLBIOAEEFRICL P IELHE
SN2 oTz,

BNT162b2 #fE &I HOW T, 2 I H#Ef% 4 » HE CoBM#iET— 422 AF L, DLTFICE
S A

BNT162bl

BNT162bl RO E (18~55 %) T30 pg £ COHBERMOFEFLORBIMEEIL 41.7%~
50.0%, 7T EBREETIZ 2% CThHh-o7-, &KL LT, 30ug T TCOHEBRETIERY 7 F o Hf L
Bsddh 0 LI SN EESORBMEE L, BNT162b1 O &I EF L (25.0%~
50.0%) , 30 pg BETHR b @27,
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100 pg BED A g TITPIRE D 66. 7% ICHFHRE R HRE S, —FH 77 BAREETIE 14
(33.3%) ICHEFESNRE SN, 1BBRY 7 F 0 L BEO B 568 EFRIT LS (50.0%) TH
HEh,

EEDOHEFRGUL 24 (30 pg BER L OV 100 pg #ETH 1) (2HE STz,

BNT162bl #ED FiinfE (65~8575%) TITHEM 218 U CHEFRORBIUEL X 25%~58.3%, —
KT T RAREETIL444% Th o7, 2IKE LT, WlETIRRY 7 F B EEE S &k &
NI B EFRORBBEEIL 16.7%~333%TH Y, 20 ng FETROL AN -T2, 20 pg FEB LW

30 pg HEDOE 1 BISEE D EESRNRD BT,

BNT162b2

BNT162b2 #E O g CITH B 28 U CHEFROBBUHEIT 33.3%~41.7%, —FH7 78R
HTIE22%Tholz, &KL LT, HilnJE CTIRBRY 7 F o EBEH D L s AEH
SORBIBEEIL, 16.7%~333%TH Y, 20ug BETHR O EN-72, BEOHEHFEZIL 30 ug #ET
1 RO LT,

BNT162b2 B &iinfE CIXHER 28 U T EHFGORTHEIL 8.3%~25.0%, — 57 7 AR

TIE222% THo7-, &KL LT, BECTIERY 7T o EBEEH Y S S -HEFR
immgﬁ_lﬁsb%htomf@ﬁi%%immgﬁkio77tfﬁf%1@,ﬁzm
A BT,

2QERIEBEFEE 1 » H~4 » ARFE TOEMHE (F—% >y M4 7H :2020% 11 H 14 H) 12k
W, BNTI162b230 pg FECHERAFEFS 14 (BRU 7 F v LR L) BliEshi, 3
HBEODHEEFER IO 7 7 A4 MIHE L TBL Lo 7=,

53.3.2. AEEZ O
FEBRRORBRAFERB I OEEE

BNT162bl

C4591001 FXBRDEE 1 FHE 0y O IE DT X COHER TIRD bz B A EFROIE IR
i, BEETHYSHET2HNCERD bz, ERAERES (AKZE) 1388 (3 4,
25.0%) Thot-, FOMOEERELGT, FITERELED, W 26 FTORETH-
7.

100 pg Ei‘@%ﬁ%)%’@m D ONTERAEFEFROGENRSBIIHHEETH Y, ERAEFR
(FEARE) 1 FMEIRFES (3 #l, 25%) Th-olz, TOMOAEEFEFRIL, 77 ERHLED, W
b 2BILL T ORI TH o7,

kS THRO N ERAFEFRZOWMENRSIL, —i# - 335?jiHﬂiSJ:(ﬁ%%f?ﬁBfZO)ikﬁ%’C
&) D ﬂi)ﬂiﬁ(u+6{§J \—uu&)%hﬁ_o 77“!2_\1_%*;5_)1:_‘[&) U\—g—ho)ﬁﬁiﬁi( %)%E;&{ﬁj \—nu
bNT-AEFEFSR (ARG Ihrol,
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HilniE T, BIEENSEOAREFEFRD 2 RO B, 30 ug BED 1 T 2 [B] H %25
EDO3E (4 HOEF HIEICHERN) BELO100 pg #ED 1 41T 1 [8] B BRI 5 E O MEIR =
ERRO LN, WTNOFEFSR LGRS EMICEVIERY 770 LBEH LS
776

il Tl BEIEENEEOFEFELN 2 BN bz, 20 g B 1 61T 1 [B] B HEFE% I
W2 (RBRU 7T LB L) BLO30ug #ED 14T 2 B BEMEZICEY (BB 7 F
CEHED D) BED LT,

BNT162b2

BNT162b2 B DO g TR O Lo B BRI HEIT i - 2FFEHE B X OERERM ORIET
BV, HEFRG (GEARGE) 1XESENAIEIRB X OVEHEAALBE CH - 7=, milifE T btz
FEREBERIRDFIMRREETH O, AFEFR GEARGE) TR EMHRIEI L O RRIRESE <
Ho7=, BNTIE2D2 BFEOWTHNOLEMBRE LT 7B REEICBW T 2 410l ISR L -FESE
BT 7o T,

FE T, EIEENEEOGERGN | tHfE I, 30 ug B0 1 6] (riE oBER S

D) IZEEORIERNSEEL, RBRMYEMITIERY 75 LR L LB L-, SimET
X, EREENEEOFEREGN 2485 I, 30 ug BEO 1 Bl EEOERNE, 77 2RO
1 BN E DOMRRIRFEENRD b, ZNHOFEERFZIIVTNLIRBRY 7 F o L BER L &
MW X7,

BNT162b2 30 pg B2 x4 b L7z 2 RIBEREZ 1 v H~K4 » HREO £ TOBMGHET [7—4
1y hATZH (202011 A 14 H) 1, 30 pg #EAEO 1 flICmENSEERAHEFR (R
R) BN 1RO, WREOZEBIOWBICEL D L, AFRGIRMEBEELCTEBY, 15
BRI AR R R TIE (TR & BET 228, U7 F B & TBER 720
LYW L7z, TOMOIFEERAGEEZOT 0T 7 A WVICER TR T,

BRY 7 F L LEEOHIHEER

C4591001 FERE 1 FAERY TIBBR D 7 F o LEEDO H A FERFH DL T, —fi% - 2HEEB L
OGN OARIED R E DR DI I NI FRTH - 7=,

BNT162bl

FnE CRO LNIZIERY 7 F o LEEO H 5 H EFRO LRI BRI, —% - 25k
R L OBGEAOREE QESEALENE, 2L, I S L OVERHAIER) ThoT-,
30 ug BECIRBRA D 7 F o LD H 55 EHG Th 2 Mkl L OBENRZEN 2 6] (16.7%)
RO LD, TOMDIERY 7 F 2 LBEEOH 55 EHELRIT, SHERET2HILLTOHRE
ThHoT=,

100 ug BT, RBRV 7 F 2 EBEEDOH 2G5 ERLO ERBEHRSEIIEHEECH Y, IE
MRFEZEN 36 (25.0%) ICRO BT, FOMDIEERY 7 F o LBHEOH 56 EFLH1I4 2 HILL
ToHRETH-T-,
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HEE TRO NIRRT 7 T LEEO S D HEELO Bl RMEE, —K - &8k
EB L OGO IREE (ﬁﬁ TESFEBAL N H i, E%?L*fﬁﬂfhrj’oi()\iﬁéﬂﬁﬂﬁ) ThHol,
WINOAEBHETHLHEBHIIED ONT-EBRT 7 F 0 CBEOH 2 HESES (HEARFE) 1374
Mmool

BNT162b2

FE TR DR T 7 F v LB O B 2 HEFRO ERIEEERNRSEL, — - 2HE
B LGN ORRE GEHEALETR IS K OVERTALALEE) Th o7z, m@“): TIE, 20 pg #¥
THEBRU 7 F L LEEOH 2 HFEFLTHDHELN 16 (8.3%) IZiRH LT,

BNT162b2 30 pg Bt & x5 L LizT—Xh~ b4 7 H (20204 11 A 14 A) £ TO 2 [B1H %
1% A~4 5 ABOBHHAETIE, BRY 7 F o LBHO G 5 A ERS 2 R L WE 18T
SN2 oTz,

5333. HEBLUOEELRAEES

C4591001 FRBRODEF 1 FBE 2y THETHNIRD S/ o7-, 2B HEME% 1 » H~4 » AKEE T

OBEMOBHFAEIMS (F—2h >y 47 H 20204 11 A 14 H) 2 BNT162b2 30 ug BEOF#
#Fflﬁﬁ@i%f;ﬁ%%% (R se (MERioBRMIZ XL D) , D7 F o BmEBEZR L] 2

D BTz,

5334 BEFERICLDHHIE
C4591001 &BROF 1 FHES D> THEFRIZ L VIR Z P Ik L2 gBRE 1o 7,

5.4, ZAMEDRER - C4591001 RERDE 2 HHEE

C4591001 FRERES 2 FHEB Ay DfEMT R S EEM B L OV MM 5 54 M5.3.5.1 C4591001 JRBR#AHE
HAEE10IHE, R22EBLIOM274HIIRL, UTICERH L,

728, C4591001 FRBRDE 2 FHERATICIE, 55 2/3 FAERAYBAAAHEC BNT162b2 (30 ng) £721%
TABEIC 111 CHAERIZEID 72 360 B3 G iz,

2 AHER S D 360 BIDORISIFMER L OFEEERIIT—4 vy 47 H (2020429 H2H) £T
WCELNERERERL, AEFFRBLOEERAEFEZRICOVTTE HICEVIBHMM O H
(F—%H> b4 7H 2020411 A 14 B) %8R 7T 5,

5.4.1. BT R

LR X SGEE M 2 LU TIOR3 L CTHEEL L T, B2 M 0T —
[ZHOWTC, 2[R HBEFERL 7 HEFE TOREDOT —% B> M4 7 HIZ 202049 H 2 H, 2 [AH#H
D7 &b 2 5 ABOBIGEEREOT —2 > F A7 HIZ 20204 11 H 14 A TH-7=,

5 2 FAERSY TIE 360 512 BNT162b2 BB L OV 7 B REEC 1:1 OFID [T CEEEA(L L, #5R
FOWRIZM R CRBETH 72, BNTI22 BB LT T 2RO 1 #, 260X 1 [EH
VR A0, 2B BERAEZIT o7,
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AEHICAN (85.8%) ML, BAFIZT 7V HIZT AU I ANLI2% THh o7, b AN
= 7T T RERE OEIAIY, BNTIE2b2 BE (8.9%) &7 F7tAREE (11.1%) TREETH-
72, BNT162b2 B TIIAEHRIE D 14.8%F L OVEEE D 3.3% N A= 7 /57 VR ThoT,

BIRDOEEO PRI 56 5% TH YV, BNTI62b2 BEOFE B OFEE O P IElT 44 5%, &g Tl
65 TH -T2, BLBIDOEIAIX, BNTI62b2 BERB L O T v AREE, 72 5 ONZ BNT162b2 BEDHF
fER L OERE & LREE T Th o7,

%5 2 fHT BNTI162b2 OEFRE A 52T, 2SR & 72 - - BB 18 g < 88 Bl L OVE g T 92
BTHoT,

5.4.2. RS REME

C4591001 #BRODE 2 FHEL TN T, OSEME (BRI 2HG) OFBUBEE DS 1 [0 B 2% &
Fedg UC 2 [0l H BT © EA L7z, BNT162b2 BTl L Ol & b IS fE 9
ST G DFEBMEE O _EFH T D72 MmN H - 7,

5.4.2.1. RETR)S

Figure 6 |29 K 912, %65 2 M0 CHEM R L OYERE 2@ U Cie b BB E O @O BT ES

XIS (X C O ER X UOERE T 71%~85%) TH Y, BNTI62b2 B CT7' 7 & REE
(9%~10%) £V bL@EN-oT-, RFTROGIE SR ERE (1 [0 B HE% 88 i, 2 [0l H BEflik

86 f5l) L mlnkE (1 [BIH#efitL 92 441, 2 [0 BBt 91 ) CRIBE CTh o7, BEIEENREED

HEFHALEIR A 2 B T &4, WIhh BNTI62b2 BEOWERE Th 7= (FEmED 1 FliX 2

o] B EEFE2IS, Ml 1 B 1 (BB SRR R O ST 2 )

MAEENE 30 L ORI 20 U C, #MEEOER 3% ~12%) BILOFER (3%~8%) DIIIHHNE
I ZK D> 72, BNT162b2 RO E = O 1 51X 2 [8] H % I EREE DN EE O R A2 WmE Lz,

JRFTRIEDIE & A EDOESEEDOBE /TP HEETH Y, FERA (PRAE) (3HEMERSE 1~3 B
(DI FUo#EMAZE1RETD) THY, 1~3 BRICIHEA LT, Zv— R4 (EmiaEnT
AREMEN S D) DORFTRISITEE ShpnoTe,
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Figure 6.  Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Phase 2 — Safety Population
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Note: Mumber abowve each bar denotes percentage of participants reporting the reaction with any sewerity.
PFIZER. CONFIDENTIAL SDTM Creation: 055EP2020 (12:09) Sowrce Data: adfacewd Table Generation: 118EP2020 (17:39)
(Cutoff Date: 028EP2020, Snapshot Date: 045EP2020) Crutput File: /nda?_unblinded/C4591001_1A P2/adce_f001_Ir maxsew p2
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54.2.2. 25 Kk

Figure 7ICR LT2IB Y, T XCOHER L OFHE CEWIEBUEE TR b2 RINE, #
5 (36%~59%) , HEJE (27%~51%) , i (14%~45%) , B (8%~41%) , TH#
(9%~20%) , FAERE (4%~17%) , FE (0%~17%) BLOWEH: (0%~2%) ThH-olz, 4
B ROSIEE L C 1 (B R % & bl U C 2 [ B RS ORBUME B L OEEE N ®m» -T2, £
7=, FtnkE (1[0 B $EfEt% 88 5], 2 [ml H#EMEit% 86 f5) TrEtinkE (1 5] B BEfE% 92 i, 2 [BIH £
Flif% 91 B) L0 HRBUBEN & <, BEREREUT WU HEN L7, BNT162b2 #EDFfin
BRI OmEE (1B L 2 B HEM) OISO RBBEE Z L TFICRT,

Wy AnIE (50.0%%F 59.3%) , mElnfE (35.9%%F 52.7%)

SH - A (31.8%% 51.2%) , wEilE (27.2%%F 36.3%)

A - ElE (23.9%%F 45.3%) , mlE (14.1%%F 28.6%)

I INE (9.1%%F 40.7%) , milsiE (7.6%%F 20.9%)

BAER - 8 (9.1%% 17.4%) , mEliE (4.3%%F 16.5%)

BN FIE (3.4%%F 17.4%) , EliE  (0.0%%F 11.0%)

e - WAEERRE, 1 (8] B EERER S KON 2 Bl B Bt R

TH : EERE T OSSR IR, 1B H AR L O 2 [0 H B b R

fiFEN BEIR AL O HBEE G, BERERIBUCEC EH U, e a2t U B 23
Nl

BHOSORIEL DT L A EPEEEIIPHEETHY, SHRICORIE (PRAE) (THHE
®HE2~3 0 (VI FUHMAEZH1IAETS) T, 1B FreHiFEohRE) #ICHK LT,
W AF i JE s L OV e Rl TR B L ONESE ORI (PRiE) 131 B Th o7,

MEREZE U T, BEORHKIGIT BNTI62b2 O 2 Bl BEME#Z O, FE (1.1%) , JE57
(4.0%) , HAJH (2.8%) , HEFE (23%) BXOWAH (1.7%) n"@EIn7-, 71— K4 (&£
WMEGTHREME NG D) ORFKISITHE o7,

77 v R TR ISORE TV eh o T,
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Figure7.  Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Phase 2 — Safety Population

Fever Fatigue Headache Chills Vomiting Dianthea Muscle pain Joint pain
100 +
80 -
©
s
a
32
2y W 24
17 19
8 12 14 42 14
3 L
b
[
o
o
80
(o]
“
) -]
O‘ Q
%
00‘
5
) )
FELE FPEE
SO P OO P
P D Do N
AN AN AN @Y AN AT AN @Y A AT AN
Q‘?'G‘?' G‘?' GP'G‘P' G?-F 6\?’6\" ‘\‘l
07 07 07 0 07
FEF  FEE LS
Vaccine Group (as Administered)
| Severity [ Mild (22) Moderate [ Severe MM Grade d |
[ Fever M 2380°C to 384°C GO0 >33.4°C t0 36.9°C I >389°C to 400°C M >400°C ]

Note: Number above each bar denotes percentage of participants reporting the event with any severity
PFIZER. CONFIDENTIAL SDTM Creation: 05SEP2020 (13.09) Source Data: adfacevd Table Generation: 11SEP2020 (17:39)
(Cutoff Date: 02SEP2020, Snapshot Date: 04SEP2020) Output File: /nda2_unblinded/C4591001 1A _P2/adce_f001_se_maxsev_p2
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543. FEHLOME

C4591001 FRERODE 3 FAH 4y DA EHL OMENTIZILE 2 FHERS THEAM L 72 360 B & & £ T
bo 5S53HITRL, BIEAREIZERNT D,

T—XJ v FAT7H (2020 411 H 14 H) FE&, 5 2 fHE 0 CTRME S 4172 360 Bl DWW TOF
ERERGQWAEITIL2 » AU EOBHFRAEORE RN G E TV 5, 2 B BEME%L 7 HRFE ClIoHE X
NEEEREREZRICERNL, RWTLEMWT —2 5 v 47 B £ TOLEMIBUHA O 5
ZERILT,

2 [BlHBEFET% 7 BRFE TICERD DN A EFLR OIS L, BNTI62b2 B & 77 2 REECTRIE
FETHY, HiiE (BNT162b2 B 9.1%, I REE11.1%) & EkhE (BNT162b2 B 4.3%, 7
TEAREE8I%) WTIUTEWTHML T, FhnENOMEE CHRREE Ch -7, BNT162b2 #ED
FWE O 2 INZHmEORZEREGN 2RO b, TOWRIE, RS LOHRE (EE) T
HY, WVTROES LIRS EIC I VIEERY 7 5 LEER L LS e, 2 8 BB
7 HREE TR CB L OEOMOEEZAGHERFSR (L5, BELIL) TS ShikroTz, Z
OB A2 AEFELIC L 5P IEF1Z, BNT162b2 OF5kE CEERAEFR S L L CHIEZ
W L7z 16 (BNT162b2 @ 1 [B] H#:fff% 23 H HIZIEBRZ 1) O&HTH 72, BNT162b2
30 pg FLEXT T EAROWTNOERZIC S AIFRFRAEFLIIRBL L o7,

2 HEEME% 7T HIF O > R4 7 H (20204 11 H 14 H) £ TOH 2 M0 D22 M B
ATl FHEE 10 4] (BNT162b2 B4 5], 7T REE6#]) BILOERE 11 ] (BNT162b2 £
6 5, 77 BAREESH) THEFSBMHRE SN,

2 [ A% D b 2 » AR E TORMIBHEEA CTIE, BNT162b2 #k LN 7 B REEOE
fipfE C 2 BIEEEREZ O 7 AR GT — X% 7y b A7 B ClaBgG Sncipiy 7 72 LB
HOBHLAEERSR, BESAEFSELIPILCESEAEHRRIRE SN2 o7,
BNT162b2 #3 L OV Z 2 AHEOEEE T, 1BV 7T U LBEEOH L2 HELRAEFRB IO
BERY 7 F o EBEOH D F IR - e A ERFLRITHRE SN o7, BNT162b2 BEDO A inE T
IXEEOREFES) | i Sz, mimETlE, BEOH L HESES 214 (BNT162b2 B,
TR REA M) S, 2EASEREG T ANST—4hy hATVRETICEEETY
L— R4 (EmzEghdaiEErnds) OEERFEFLN 34 (BNTI62b2 £ : HILIZE -7
D5 I3 T OVEBIIRAREES 1 4, 77 B AR . FEMMEE 14 @5 Sz, BNT162b2 BED
O 1 FICAEE (M5 IR) SRBLL, JREBRIYEMITIRER D 7 7 B L B 7 U &l
L7z, BNTI162b2 B &ling OARPEERE 1L, 2 BIHEEME 60 HRFZ 7 L— RN 4 (Ema &3 flae
WRDH D) OEERAFFRE UCIMEIENFHE L, 2 B HERE 63 BIZHELT Lz, ZOELE
IXRBALY EMIC L VIR Y 7 o LB U LR S vz (5533 HEBM) |

5.4.4. HEBLOMENT
FEEZORBHEER L OEEE

2 [l HEfETS 7 HBF £ ClZ, FHiE T BNTI62b2 FED 9.1%B L O T 7 B REED 11.1%I2, Eif
J& TlX, BNTI62b2 BED 4.3%B LT T B REED 89%IZH EFLNME SNz,

kL LT, 2B HEME 7 BRFE TIZRD DN ERGERZORERROREL, BBEE
(BNT162b2 #£ 1.7%, 77 B AREE 1.1%) , —i - 2HEEFEL LRGN ORE (BNT162b2
BE1.7%, 77 BREE3.9%) , BRSO AR E (BNT162b2 BE 1.7%, 77 R
0.6%) Thol-, FRAEFESL (HAZE) 1%, BNTI62b2 BEOFEIE TIE, 1EHEAER 3
B, 3.4%) THY, WINLRFTISOHREWR CTHL 1 RIEHEEAICEBEL, 20955 24
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X3 HELNIZHEZE L, 1/RIT 11 BRICHE LT, ZOMOFEESLT, WTFHoOMERETH 2
FILLF DR TH -7, BNTI62b2 BED EINE D 1 FIZE LI = A 5 OMEZED v, 155
WIERIIIEER T 7 F 2 LEREH Lo L7,

2 (8] B AR 7 B TU BNT16202 BEEHIE O 2 BI85 A5 55T b 5 5 PO 95 & NS 0D
B AT G T o 5 E IR ST DAL, WG L bITIRBRILY ERRIC L0, AR 2 F o
L R L L S U,

a2 HERE 2 » A OBHRREM 28T —2 vy b A7 H (2020 45 11 H 14
H) ETORYEMRECE T, 1 BIEEEERNDT =40y M7 HETIClE S gE
FHRILBNTI62b2 BE 22 51 (122%) BEXOT TR REE29 61 (16.1%) , 2 [0 B MR 7 BEE)>
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1t ThHot-, BEERAEFERL THIMEILIILTEICE -7 (BS33HEBMR) , ZNHDFERT
FTARTIEBR Y ERMIC L VIR Y 7 F o L B U &l Sz,
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C4591001 FRER D 3 FHEL 7y O L2 MEFENT R GEE M3 X OVE SVERENTAE R OFE 2 M5.3.5.1
C4591001 {EBRAFEHREZE 10 1H, 123 HBLIOM2.74 HIZ/RL, VATIZERH LT,

TE 5 3 ARy OFFATAE RATIEEE 2 AR TR L 72 360 Bl E TV 5,

WIS TIE, T4y A7 H (2020411 A 14 B) FTIIELNELEMREE (Bn
Rk, AEFESR) 2HRT 5,

70k, ARREBROE 2/3 FHE SN L TAMEERE B ARNOZEMEORERIT M2.7.6 THIZ R LT,

5.5.1. BT XS
2 [B] H B % O BBFREIR O RE 2 v A O#ERE

37,706 B> 5 6 2 [ HEEFEZ D72 < &b 2 4 A OBBIRAE 2 52 1 7- 855 13 50.6%, 2 [FH
PERERL OBHRRA IS 1 » A LL EOYEERF 1 91.6% TH - 7= (Table 32) .

Table 32.  Follow-Up Time After Dose 2 — ~38000 Subjects for Phase 2/3 Analysis — Safety
Population

Vaccine Group (as Administered)

BNT162b2 (30 png) Placebo Total
(N*=18860) (N*=18846) (N*=37706)
n® (%) n® (%) n® (%)
Subjects (%) with length of follow-up of:
<2 Months 9329 (49.5) 9310 (49.4) 18639 (49.4)
<2 Weeks 363 (1.9) 388 (2.1 751 (2.0)
>2 to <4 Weeks 1223 (6.5) 1200 (6.4) 2423 (6.4)
>4 to <6 Wecks 3239 (17.2) 3235 (17.2) 6474 (17.2)
>6 to <8 Weeks 4504 (23.9) 4487 (23.8) 8991 (23.8)
>2 Months 9531 (50.5) 9536 (50.6) 19067 (50.6)
>8 to <10 Weeks 6296 (33.4) 6329 (33.6) 12625 (33.5)
>10 to <12 Weeks 2853 (15.1) 2809 (14.9) 5662 (15.0)
>12 to <14 Weeks 382 (2.0) 398 (2.1) 780 (2.1)
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Table 32.  Follow-Up Time After Dose 2 — ~38000 Subjects for Phase 2/3 Analysis — Safety
Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo Total
(N*=18860) (N*=18846) (N*=37706)
n® (%) n® (%) n® (%)

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives.
a. N =number of subjects in the specified group, or the total sample. This value is the denominator for the percentage
calculations.

b. n=Number of subjects with the specified characteristic.
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LAV BAE RN (37,706 1) 121%, BNT162b2 £ 18,860 i3 L OV T & R EE 18,846 il &
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IR THERE D 03%IFX HIV G TH Y, BEREREE TR0 LT\ e, HIV BBIERERE 132
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7 H QR TE MM OF — 2 13/ 6 ikinoTz,

Table 33.  Safety Population — ~38000 Subjects for Phase 2/3 Analysis

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo Total
n* n? n* (%)
Randomized® 37796
Vaccinated 18861 18846 37707 (99.8)
Safety population 18860 18846 37706 (99.8)
HIV-positive 59 61 120 (0.3)
Excluded from safety population 90 (0.2)
Reason for exclusion
Subject did not receive study vaccine 89 (0.2)
Did not provide informed consent 1 (0.0)

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives.
a. n=Number of subjects with the specified characteristic, or the total sample.

b.  This value is the denominator for the percentage calculations.
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HASEER] (AElS, PERI, OAFE, BB X OWR— R T A LD SARS-CoV-2 FYLRM) D A O#:E
FEEH R IR RAICEZR DO B D EITRO bR o T,
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Table 34. Demographic Characteristics — ~38000 Subjects for Phase 2/3 Analysis — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (30 png) Placebo Total
(N*=18860) (N*=18846) (N?=37706)
n® (%) n® (%) n® (%)
Sex
Male 9639 (51.1) 9436 (50.1) 19075 (50.6)
Female 9221 (48.9) 9410 (49.9) 18631 (49.4)
Race
White 15636 (82.9) 15630 (82.9) 31266 (82.9)
Black or African American 1729 (9.2) 1763 (9.4) 3492 (9.3)
American Indian or Alaska native 102 (0.5) 99 (0.5) 201 (0.5)
Asian 801 (4.2) 807 (4.3) 1608 (4.3)
Native Hawaiian or other Pacific Islander 50(0.3) 26 (0.1) 76 (0.2)
Multiracial 449 (2.4) 406 (2.2) 855 (2.3)
Not reported 93 (0.5) 115 (0.6) 208 (0.6)
Ethnicity
Hispanic/Latino 5266 (27.9) 5277 (28.0) 10543 (28.0)
Non-Hispanic/non-Latino 13482 (71.5) 13459 (71.4) 26941 (71.5)
Not reported 112 (0.6) 110 (0.6) 222 (0.6)
Country
Argentina 2883 (15.3) 2881 (15.3) 5764 (15.3)
Brazil 1145 (6.1) 1139 (6.0) 2284 (6.1)
South Africa 372 (2.0) 372 (2.0) 744 (2.0)
USA 14460 (76.7) 14454 (76.7) 28914 (76.7)
Age group
16-55 Years 10889 (57.7) 10896 (57.8) 21785 (57.8)
>55 Years 7971 (42.3) 7950 (42.2) 15921 (42.2)
Age at vaccination (years)
Mean (SD) 50.5 (15.65) 50.3 (15.72) 50.4 (15.68)
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Table 34. Demographic Characteristics — ~38000 Subjects for Phase 2/3 Analysis — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo Total
(N*=18860) (N*=18846) (N*=37706)
n® (%) n® (%) n® (%)
Median 52.0 52.0 52.0
Min, max (16, 89) (16,91) (16,91)
Body mass index (BMI)
Underweight (<18.5 kg/m?) 201 (1.1) 235 (1.2) 436 (1.2)
Normal weight (>18.5 kg/m? - 24.9 kg/m?) 5517 (29.3) 5460 (29.0) 10977 (29.1)
Overweight (>25.0 kg/m? - 29.9 kg/m?) 6578 (34.9) 6481 (34.4) 13059 (34.6)
Obese (>30.0 kg/m?) 6556 (34.8) 6662 (35.3) 13218 (35.1)
Missing 8(0.0) 8 (0.0) 16 (0.0)

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives.
a. N =number of subjects in the specified group, or the total sample. This value is the denominator for the percentage
calculations.

b. n=Number of subjects with the specified characteristic.
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Table 35.  Baseline Charlson Comorbidities — ~38000 Subjects for Phase 2/3 Analysis — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo Total
(N*=18860) (N*=18846) (N*=37706)
Charlson Comorbidity Index Category n® (%) n® (%) n® (%)
Subjects with any Charlson comorbidity 3934 (20.9) 3809 (20.2) 7743 (20.5)
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Table 35.  Baseline Charlson Comorbidities — ~38000 Subjects for Phase 2/3 Analysis — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo Total
(N*=18860) (N*=18846) (N*=37706)
Charlson Comorbidity Index Category n® (%) n® (%) n® (%)
AIDS/HIV 59 (0.3) 62 (0.3) 121 (0.3)
Any Malignancy 733 (3.9) 662 (3.5) 1395 (3.7)
Cerebrovascular Disease 195 (1.0) 166 (0.9) 361 (1.0)
Chronic Pulmonary Disease 1478 (7.8) 1453 (7.7) 2931 (7.8)
Congestive Heart Failure 88 (0.5) 83 (0.4) 171 (0.5)
Dementia 7 (0.0) 11 (0.1) 18 (0.0)
Diabetes With Chronic Complication 99 (0.5) 113 (0.6) 212 (0.6)
Diabetes Without Chronic Complication 1473 (7.8) 1478 (7.8) 2951 (7.8)
Hemiplegia or Paraplegia 13 (0.1) 21(0.1) 34 (0.1)
Leukemia 12 (0.1) 10 (0.1) 22 (0.1)
Lymphoma 22 (0.1) 32(0.2) 54 (0.1)
Metastatic Solid Tumor 4(0.0) 3(0.0) 7 (0.0)
Mild Liver Disease 125 (0.7) 89 (0.5) 214 (0.6)
Moderate or Severe Liver Disease 1(0.0) 2 (0.0) 3(0.0)
Myocardial Infarction 194 (1.0) 188 (1.0) 382 (1.0)
Peptic Ulcer Disease 52(0.3) 71 (0.4) 123 (0.3)
Peripheral Vascular Disease 124 (0.7) 117 (0.6) 241 (0.6)
Renal Disease 123 (0.7) 133 (0.7) 256 (0.7)
Rheumatic Disease 62 (0.3) 56 (0.3) 118 (0.3)

Note: MedDRA (v23.1) coding dictionary applied.

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives.
a. N = number of subjects in the specified group. This value is the denominator for the percentage calculations.

b. n=Number of subjects with the specified characteristic. Subjects with multiple occurrences within each category are
counted only once. For 'Subjects with any Charlson comorbidity', n = number of subjects reporting at least 1 occurrence of
any Charlson comorbidity.
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Table 36.  Disposition of All Randomized Subjects — ~38000 Subjects for Phase 2/3 Analysis

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo Total
(N*=18904) (N*=18892) (N?=37796)
n® (%) n® (%) n® (%)
Randomized 18904 (100.0) 18892 (100.0) 37796 (100.0)
Not vaccinated 46 (0.2) 43 (0.2) 89 (0.2)
Vaccinated
Dose 1 18858 (99.8) 18849 (99.8) 37707 (99.8)
Dose 2 18555 (98.2) 18533 (98.1) 37088 (98.1)
Completed 1-month post-Dose 2 visit (vaccination period) 16902 (89.4) 16804 (88.9) 33706 (89.2)
Discontinued from vaccination period but continue in the 121 (0.6) 111 (0.6) 232 (0.6)
study
Discontinued after Dose 1 and before Dose 2 121 (0.6) 107 (0.6) 228 (0.6)
Discontinued after Dose 2 and before 1-month post-Dose 0 4(0.0) 4(0.0)
2 visit
Reason for discontinuation from vaccination period
No longer meets eligibility criteria 48 (0.3) 81 (0.4) 129 (0.3)
Withdrawal by subject 45(0.2) 9 (0.0) 54 (0.1)
Adverse event 20 (0.1) 12 (0.1) 32(0.1)
Pregnancy 4(0.0) 4(0.0) 8(0.0)
Physician decision 2 (0.0) 1 (0.0) 3(0.0)
Lost to follow-up 0 2 (0.0) 2 (0.0)
Medication error without associated adverse event 0 1(0.0) 1 (0.0)
Other 2 (0.0) 1(0.0) 3(0.0)
Withdrawn from the study 180 (1.0) 259 (1.4) 439 (1.2)
Withdrawn after Dose 1 and before Dose 2 132 (0.7) 164 (0.9) 296 (0.8)
Withdrawn after Dose 2 and before 1-month post—Dose 2 44 (0.2) 84 (0.4) 128 (0.3)
visit
Withdrawn after 1-month post-Dose 2 visit 4(0.0) 11(0.1) 15 (0.0)
Reason for withdrawal from the study
Withdrawal by subject 84 (0.4) 157 (0.8) 241 (0.6)
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Table 36.  Disposition of All Randomized Subjects — ~38000 Subjects for Phase 2/3 Analysis

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo Total
(N*=18904) (N*=18892) (N?=37796)

n® (%) n® (%) n® (%)

Lost to follow-up 80 (0.4) 86 (0.5) 166 (0.4)
Adverse event 8(0.0) 5(0.0) 13 (0.0)
Death 2 (0.0) 3(0.0) 5(0.0)
Physician decision 1 (0.0) 2(0.0) 3(0.0)
No longer meets eligibility criteria 1 (0.0) 2 (0.0) 3(0.0)
Medication error without associated adverse event 1 (0.0) 0 1 (0.0)
Refused further study procedures 0 1(0.0) 1 (0.0)
Other 3(0.0) 3(0.0) 6 (0.0)

Note: Subject C4591001 #5x+# 1D AAAA% was randomized but did not sign informed consent and is not included in any
analysis population.

Note: Because of a dosing error, Subjects C4591001 #52# 1D BBBB3 and C4591001 #52# 1D CCCC3¥ received an additional
dose of BNT162b2 (30 pug) at an unscheduled visit after receiving one dose of BNT162b2 (30 pg) and one dose of
placebo.

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives.
a. N =number of randomized subjects in the specified group, or the total sample. This value is the denominator for the
percentage calculations.

b. n=Number of subjects with the specified characteristic.
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Table 37. Demographic Characteristics — Phase 2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo Total
(N*=21720) (N*=21728) (N?=43448)
n® (%) n® (%) n® (%)
Sex
Male 11183 (51.5) 10942 (50.4) 22125 (50.9)
Female 10537 (48.5) 10786 (49.6) 21323 (49.1)
Race
White 17839 (82.1) 17857 (82.2) 35696 (82.2)
Black or African American 2091 (9.6) 2107 (9.7) 4198 (9.7)
American Indian or Alaska native 160 (0.7) 159 (0.7) 319 (0.7)
Asian 934 (4.3) 930 (4.3) 1864 (4.3)
Native Hawaiian or other Pacific Islander 57 (0.3) 31(0.1) 88 (0.2)
Multiracial 536 (2.5) 514 (2.4) 1050 (2.4)
Not reported 103 (0.5) 130 (0.6) 233 (0.5)
Ethnicity
Hispanic/Latino 5672 (26.1) 5668 (26.1) 11340 (26.1)
Non-Hispanic/non-Latino 15928 (73.3) 15940 (73.4) 31868 (73.3)
Not reported 120 (0.6) 120 (0.6) 240 (0.6)
Country
Argentina 2883 (13.3) 2881 (13.3) 5764 (13.3)
Brazil 1452 (6.7) 1448 (6.7) 2900 (6.7)
Germany 249 (1.1) 250 (1.2) 499 (1.1)
South Africa 401 (1.8) 399 (1.8) 800 (1.8)
Turkey 249 (1.1) 249 (1.1) 498 (1.1)
USA 16486 (75.9) 16501 (75.9) 32987 (75.9)
Age group
16-55 Years 12780 (58.8) 12822 (59.0) 25602 (58.9)
>55 Years 8940 (41.2) 8906 (41.0) 17846 (41.1)
Age at vaccination (years)
Mean (SD) 50.1 (15.68) 49.9 (15.78) 50.0 (15.73)
Median 51.0 51.0 51.0
Min, max (16, 89) (16,91) (16, 91)
Body mass index (BMI)
Underweight (<18.5 kg/m?) 247 (1.1) 275 (1.3) 522 (1.2)
Normal weight (>18.5 kg/m? - 24.9 kg/m?) 6363 (29.3) 6357 (29.3) 12720 (29.3)
Overweight (>25.0 kg/m? - 29.9 kg/m?) 7614 (35.1) 7513 (34.6) 15127 (34.8)
Obese (>30.0 kg/m?) 7488 (34.5) 7575 (34.9) 15063 (34.7)
Missing 8(0.0) 8(0.0) 16 (0.0)
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Table 37. Demographic Characteristics — Phase 2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo Total
(N?*=21720) (N?=21728) (N?=43448)
n® (%) n® (%) n® (%)

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives.
Note: Data for subjects randomized on or after 100CT2020 are included to comprehensively show all data reported but are
subject to change with additional follow-up.

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

b. n=Number of subjects with the specified characteristic.
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AREMER B D) O RIFTS IS S o7,

AR E 408 UC, BNTI62b2 @ 1 [HI A3 LN 2 A B % O RFTROSEE B (PRl 1%, %
1~38 (VZ/F U EMBEE1RBLETD) THY, HinElmimE CRETH -7, mEmE
Z U C, BNT162b2 @ 1 [81H 3 LN 2 [Bl H B O SR RSIE 1~2 B (Frge [ oo 5 fi)

BIZIHA L, FlpER CRETH -7,
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MOREL) BIEFITD7eWnW=, ZORMEBIIERICHERTILER’D D,

Figure 8.  Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After
Each Dose, by Age Group — Reactogenicity Subset for Phase 2/3 Analysis —
Safety Population Age Group: 16-55 Years
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Note: Number above each bar denotes percentage of subjects reporting the reaction with any severity.
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Figure 9.  Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After

Each Dose, by Age Group — Reactogenicity Subset for Phase 2/3 Analysis —
Safety Population Age Group: >55 Years
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Mote: Number above each bar denotes percentage of subjects reporting the reaction with any severity.
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Figure 10. Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age Group — Reactogenicity
Subset for Phase 2/3 Analysis — Safety Population Age Group: 16-55 Years
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Figure 11. Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age Group — Reactogenicity
Subset for Phase 2/3 Analysis — Safety Population Age Group: >55 Years
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Table 38.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2 — ~38000 Subjects for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
Adverse Event n® (%) n® (%)
Any event 5071 (27.0) 2356 (12.5)
Related® 3915 (20.8) 953 (5.1)
Severe 220 (1.2) 109 (0.6)
Life-threatening 18 (0.1) 20 (0.1)
Any serious adverse event 103 (0.5) 81(0.4)
Related® 3 (0.0) 0
Severe 57 (0.3) 48 (0.3)
Life-threatening 18 (0.1) 19 (0.1)
Any adverse event leading to withdrawal 34(0.2) 25(0.1)
Related® 14 (0.1) 7 (0.0)
Severe 13 (0.1) 7 (0.0)
Life-threatening 2 (0.0) 4(0.0)
Death 1(0.0) 2(0.0)

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

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

c. Assessed by the investigator as related to investigational product.
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R LFEMETH o712, 19,067 FIOWERERALT, | MAFEENOT—F By A T7HETIS, A
ERDBIONRRY 7 F 0 LEEOH 58 FEFRORBIE X, BNT162b2 B TEILZEI 21.4%
BLW13.6%, 77 ERHETENEN 12.6%B L V3.6%Tho7=, BEOHESFSR, HERA
FHL IBBRPILICE - AEFESB L O T ORBMEE L, BNTI22 BB IO TF T REEL
HIZ, THZI LI%LLT, 0.6%, 0.0%BLT00.0%Th o7, ElENORESFRETH -7,

Table 39. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020) — Subjects With 2 Months Follow-Up Time After Dose 2 for
Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo Total
(N*=9531) (N?=9536) (N?=19067)

Adverse Event n® (%) n® (%) n® (%)

Any event 2044 (21.4) 1197 (12.6) 3241 (17.0)
Related® 1297 (13.6) 343 (3.6) 1640 (8.6)
Severe 105 (1.1) 69 (0.7) 174 (0.9)
Life-threatening 10 (0.1) 11 (0.1) 21(0.1)

Any serious adverse event 57 (0.6) 53 (0.6) 110 (0.6)
Related® 2 (0.0) 0 2 (0.0)
Severe 32 (0.3) 33(0.3) 65 (0.3)
Life-threatening 10 (0.1) 11 (0.1) 21(0.1)

Any adverse event leading to withdrawal 1(0.0) 0 1(0.0)
Related® 0 0 0
Severe 0 0 0
Life-threatening 1(0.0) 0 1(0.0)

Death 1(0.0) 0 1(0.0)

PFIZER CONFIDENTIAL

Page 125



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

Table 39. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020) — Subjects With 2 Months Follow-Up Time After Dose 2 for
Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 png) Placebo Total
(N*=9531) (N*=9536) (N*=19067)
Adverse Event n® (%) n® (%) n® (%)

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

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

c. Assessed by the investigator as related to investigational product.
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Table 40. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020) — Phase 2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
Adverse Event n® (%) n® (%)
Any event 5770 (26.7) 2638 (12.2)
Related® 4484 (20.7) 1095 (5.1)
Severe 240 (1.1) 139 (0.6)
Life-threatening 21(0.1) 24 (0.1)
Any serious adverse event 126 (0.6) 111 (0.5)
Related® 4 (0.0) 0
Severe 71 (0.3) 68 (0.3)
Life-threatening 21 (0.1) 23 (0.1)
Any adverse event leading to withdrawal 37(0.2) 30(0.1)
Related® 16 (0.1) 9 (0.0)
Severe 13 (0.1) 9 (0.0)
Life-threatening 3 (0.0) 6 (0.0)
Death 2(0.0) 4(0.0)

Note: Data for subjects randomized on or after I00CT2020 are included to comprehensively show all data reported but are
subject to change with additional follow-up.

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

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

c. Assessed by the investigator as related to investigational product.
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Any event 5071 (27.0) (26.3,27.6) 2356 (12.5) (12.1,13.0)
BLOOD AND LYMPHATIC SYSTEM DISORDERS 81(0.4) (0.3,0.5) 13 (0.1) (0.0, 0.1)
Lymphadenopathy 64 (0.3) (0.3,0.4) 6 (0.0) (0.0,0.1)
Iron deficiency anaemia 7 (0.0) (0.0, 0.1) 1(0.0) (0.0, 0.0)
Anaemia 4 (0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Lymph node pain 4 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Leukocytosis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Neutropenia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Thrombocytopenia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Blood loss anaemia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypochromic anaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Leukopenia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphadenitis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Thrombocytosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
CARDIAC DISORDERS 45 (0.2) (0.2,0.3) 36(0.2) (0.1, 0.3)
Palpitations 6 (0.0) (0.0, 0.1) 11 (0.1) (0.0, 0.1)
Tachycardia 11 (0.1) (0.0,0.1) 5(0.0) (0.0,0.1)
Atrial fibrillation 5(0.0) (0.0,0.1) 7 (0.0) (0.0,0.1)
Acute myocardial infarction 3(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cardiac failure congestive 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Angina pectoris 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Angina unstable 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Coronary artery disease 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Left ventricular hypertrophy 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mitral valve incompetence 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Myocardial infarction 0 (0.0, 0.0) 3(0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Acute coronary syndrome 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Atrial flutter 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Mitral valve prolapse 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Sinus tachycardia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tricuspid valve incompetence 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ventricular extrasystoles 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Aortic valve incompetence 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Arrhythmia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Arrhythmia supraventricular 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Arteriospasm coronary 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Atrioventricular block first degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bradycardia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bundle branch block right 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cardiac disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery dissection 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery occlusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Left atrial enlargement 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Left ventricular dysfunction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Myocarditis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pericardial effusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Sinus arrhythmia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Supraventricular tachycardia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tachyarrhythmia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ventricular arrhythmia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ventricular tachycardia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Congenital cystic kidney disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Heart disease congenital 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
EAR AND LABYRINTH DISORDERS 55(0.3) (0.2,0.4) 35(0.2) (0.1, 0.3)
Vertigo 22(0.1)  (0.1,0.2) 16 (0.1) (0.0, 0.1)
Tinnitus 9(0.0) (0.0, 0.1) 7(0.0) (0.0, 0.1)
Ear pain 8(0.0) (0.0, 0.1) 4(0.0) (0.0, 0.1)
Vertigo positional 7 (0.0) (0.0, 0.1) 3(0.0) (0.0, 0.0)
Ear discomfort 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cerumen impaction 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Deafness unilateral 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ear disorder 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Meniere's disease 1(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Allergic otitis media 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ear pruritus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Eustachian tube dysfunction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperacusis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoacusis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Sudden hearing loss 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tympanic membrane perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
ENDOCRINE DISORDERS 11(0.1)  (0.0,0.1) 4(0.0) (0.0, 0.1)
Hypothyroidism 5(0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Hypogonadism 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Basedow's disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Goitre 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperprolactinaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Thyroid cyst 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Thyroid mass 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
EYE DISORDERS 51(0.3) (0.2,0.4) 40 (0.2) (0.2,0.3)
Eye pain 6 (0.0) (0.0, 0.1) 3(0.0) (0.0, 0.0)
Vision blurred 7 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Cataract 4 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1)
Eye irritation 5(0.0) (0.0,0.1) 1 (0.0) (0.0, 0.0)
Chalazion 3(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Blepharitis 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Dry eye 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Keratitis 1(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Vitreous detachment 3(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Conjunctival haemorrhage 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Conjunctivitis allergic 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ocular hyperaemia 1(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Photophobia 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Retinal detachment 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Diplopia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eye pruritus 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lacrimation increased 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vitreous floaters 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Amaurosis fugax 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Asthenopia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blepharospasm 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Choroidal neovascularisation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Conjunctival hyperaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Conjunctival oedema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Corneal irritation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dacryostenosis acquired 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Diabetic retinopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Episcleritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eye allergy 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Eye swelling 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Eyelid haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Eyelid oedema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eyelid pain 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eyelids pruritus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Glaucoma 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tritis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ocular discomfort 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Retinal artery occlusion 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ulcerative keratitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
GASTROINTESTINAL DISORDERS 547 (2.9) (2.7,3.2) 358 (1.9) (1.7,2.1)
Diarrhoca 187 (1.0)  (0.9,1.1) 146 (0.8) (0.7, 0.9)
Nausea 214(1.1) (1.0, 1.3) 63 (0.3) (0.3, 0.4)
Vomiting 44 (0.2) (0.2,0.3) 28 (0.1) (0.1,0.2)
Toothache 21(0.1) (0.1,0.2) 18 (0.1) (0.1,0.2)
Abdominal pain upper 22 (0.1) (0.1,0.2) 12 (0.1) (0.0,0.1)
Abdominal pain 14 (0.1) (0.0,0.1) 17 (0.1) (0.1,0.1)
Dyspepsia 12 (0.1) (0.0,0.1) 9 (0.0) (0.0,0.1)
Gastrooesophageal reflux disease 6 (0.0) (0.0,0.1) 14 (0.1) (0.0,0.1)
Odynophagia 12 (0.1) (0.0,0.1) 7 (0.0) (0.0,0.1)
Constipation 5(0.0) (0.0,0.1) 11 (0.1) (0.0,0.1)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Dental caries 6 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Aphthous ulcer 7 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Gastritis 2 (0.0) (0.0, 0.0) 7 (0.0) (0.0,0.1)
Haemorrhoids 1 (0.0) (0.0, 0.0) 7 (0.0) (0.0, 0.1)
Abdominal distension 6 (0.0) (0.0,0.1) 1(0.0) (0.0, 0.0)
Abdominal discomfort 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0,0.1)
Dry mouth 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1)
Flatulence 4 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.0)
Irritable bowel syndrome 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Stomatitis 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Gastrointestinal disorder 3(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Large intestine polyp 1(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Paraesthesia oral 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Rectal haemorrhage 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Small intestinal obstruction 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Abdominal pain lower 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Dysphagia 1(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Faeces soft 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Food poisoning 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Inguinal hernia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Retching 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cheilitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Colitis microscopic 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diverticulum 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Diverticulum intestinal 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Gingival pain 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI9)
Preferred Term
Haematochezia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hiatus hernia 1(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hypoaesthesia oral 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Lip swelling 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mouth ulceration 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Oral pain 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Parotid duct obstruction 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Salivary gland calculus 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Swollen tongue 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tooth impacted 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Umbilical hernia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abdominal adhesions 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abdominal hernia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abdominal mass 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abdominal rigidity 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Acute abdomen 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Anal pruritus 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Angular cheilitis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chronic gastritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Colitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Colitis ulcerative 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diverticular perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Diverticulum intestinal haemorrhagic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Epiploic appendagitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eructation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gastric ulcer 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Gastric ulcer haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastritis erosive 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastrointestinal pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastrointestinal sounds abnormal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gingival bleeding 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Gingival discomfort 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gingival swelling 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Glossitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Glossodynia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haemorrhoidal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Intestinal obstruction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lip oedema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Loose tooth 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Noninfective gingivitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Obstructive pancreatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oesophageal food impaction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Oesophageal spasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oesophageal ulcer 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oral discomfort 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oral mucosa haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Palatal disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pancreatic mass 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pancreatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Peptic ulcer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Proctalgia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
PFIZER CONFIDENTIAL

Page 136



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Salivary gland mucocoele 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Teething 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tongue discolouration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tongue discomfort 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tongue pruritus 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tongue ulceration 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tooth disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Varices oesophageal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

GENERAL DISORDERS AND ADMINISTRATION SITE 3494 (18.6) (18.0,19.1) 725(3.9)  (3.6,4.1)
CONDITIONS

Injection site pain 2108 (11.2) (10.8,11.7) 281 (1.5) (1.3,1.7)
Fatigue 1026 (5.5) (5.1,5.8) 258 (1.4) (1.2, 1.6)
Pyrexia 1144 (6.1) (5.7,6.4) 61(0.3) (0.2,0.4)
Chills 998 (5.3) (5.0, 5.6) 85(0.5) (0.4, 0.6)
Pain 455 (2.4) (2.2,2.6) 36(0.2) (0.1,0.3)
Injection site erythema 138 (0.7) (0.6, 0.9) 20 (0.1) (0.1,0.2)
Malaise 96 (0.5) (0.4, 0.6) 15 (0.1) (0.0,0.1)
Injection site swelling 93 (0.5) (0.4, 0.6) 17 (0.1) (0.1,0.1)
Asthenia 64 (0.3) (0.3,0.4) 25(0.1) (0.1,0.2)
Injection site pruritus 27(0.1) (0.1,0.2) 5(0.0) (0.0,0.1)
Influenza like illness 20 (0.1) (0.1,0.2) 4 (0.0) (0.0,0.1)
Chest pain 13 (0.1) (0.0, 0.1) 10 (0.1) (0.0, 0.1)
Injection site bruising 10 (0.1) (0.0,0.1) 13 (0.1) (0.0,0.1)
Vaccination site pain 13 (0.1) (0.0,0.1) 4 (0.0) (0.0,0.1)
Injection site warmth 12 (0.1) (0.0,0.1) 4 (0.0) (0.0,0.1)
Axillary pain 9 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Feeling hot 8(0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Chest discomfort 5(0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Injection site induration 6 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Injection site oedema 8 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Injection site discomfort 4(0.0) (0.0, 0.1) 3(0.0) (0.0, 0.0)
Non-cardiac chest pain 2 (0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
Peripheral swelling 4(0.0) (0.0, 0.1) 3(0.0) (0.0, 0.0)
Oedema peripheral 4 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Injection site haematoma 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Swelling face 1 (0.0) (0.0, 0.0) 4 (0.0) (0.0,0.1)
Adverse drug reaction 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cyst 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site mass 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site papule 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site paraesthesia 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site rash 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site reaction 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sensation of foreign body 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Swelling 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Face oedema 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Feeling abnormal 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Induration 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site discolouration 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site haemorrhage 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injury associated with device 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Nodule 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Sluggishness 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Thirst 1(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vaccination site oedema 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vessel puncture site bruise 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vessel puncture site haematoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Application site pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Application site pruritus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Application site rash 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Application site reaction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Capsular contracture associated with breast implant 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Discomfort 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Drug withdrawal syndrome 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Exercise tolerance decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Facial pain 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Feeling cold 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Illness 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Inflammation 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site dermatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site hyperaesthesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site irritation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site lymphadenopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site macule 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site plaque 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site urticaria 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mass 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Medical device pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Medical device site granuloma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mucosal disorder 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Reactogenicity event 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Shoulder injury related to vaccine administration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Temperature intolerance 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Unevaluable event 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Vaccination site induration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vaccination site nodule 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vaccination site swelling 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vascular stent occlusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vessel puncture site induration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
HEPATOBILIARY DISORDERS 11 (0.1) (0.0,0.1) 3(0.0) (0.0, 0.0)
Cholelithiasis 7 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Biliary colic 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cholecystitis acute 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Bile duct stone 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cholecystitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cirrhosis alcoholic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hepatic cirrhosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
IMMUNE SYSTEM DISORDERS 25(0.1) (0.1,0.2) 20 (0.1) (0.1,0.2)
Seasonal allergy 8(0.0) (0.0,0.1) 12 (0.1) (0.0,0.1)
Drug hypersensitivity 6 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.0)
Immunisation reaction 5(0.0) (0.0,0.1) 0 (0.0, 0.0)
Food allergy 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Hypersensitivity 1(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Allergy to arthropod bite 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Allergy to arthropod sting 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Allergy to vaccine 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Anaphylactic reaction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Anaphylactic shock 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Milk allergy 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
INFECTIONS AND INFESTATIONS 286 (1.5) (1.4, 1.7) 289 (1.5) (1.4, 1.7)
Urinary tract infection 44 (0.2) (0.2,0.3) 44 (0.2) (0.2,0.3)
Tooth infection 23(0.1) (0.1,0.2) 26 (0.1) (0.1,0.2)
Sinusitis 18 (0.1) (0.1,0.2) 21(0.1) (0.1,0.2)
Herpes zoster 12 (0.1) (0.0,0.1) 10 (0.1) (0.0,0.1)
Cellulitis 9 (0.0) (0.0,0.1) 12 (0.1) (0.0,0.1)
Ear infection 8(0.0) (0.0,0.1) 10 (0.1) (0.0,0.1)
Gastroenteritis 6 (0.0) (0.0,0.1) 10 (0.1) (0.0,0.1)
Conjunctivitis 8(0.0) (0.0,0.1) 7 (0.0) (0.0,0.1)
Cystitis 6 (0.0) (0.0, 0.1) 9 (0.0) (0.0, 0.1)
Hordeolum 6 (0.0) (0.0,0.1) 7 (0.0) (0.0,0.1)
Upper respiratory tract infection 8 (0.0) (0.0,0.1) 5(0.0) (0.0,0.1)
Rhinitis 4 (0.0) (0.0, 0.1) 8(0.0) (0.0, 0.1)
Diverticulitis 6 (0.0) (0.0,0.1) 5(0.0) (0.0,0.1)
Otitis externa 6 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Otitis media 4 (0.0) (0.0,0.1) 6 (0.0) (0.0,0.1)
Vulvovaginal mycotic infection 4(0.0) (0.0,0.1) 6 (0.0) (0.0,0.1)
Appendicitis 7 (0.0) (0.0,0.1) 2(0.0) (0.0, 0.0)
Gingivitis 5(0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Acute sinusitis 1 (0.0) (0.0, 0.0) 7 (0.0) (0.0, 0.1)
Pneumonia 3(0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI9)
Preferred Term
Oral herpes 3(0.0) (0.0, 0.0) 4 (0.0) (0.0,0.1)
Tooth abscess 4 (0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Vulvovaginal candidiasis 4(0.0) (0.0, 0.1) 3(0.0) (0.0, 0.0)
Bronchitis 1 (0.0) (0.0, 0.0) 5(0.0) (0.0, 0.1)
Furuncle 4 (0.0) (0.0,0.1) 2(0.0) (0.0, 0.0)
Periodontitis 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Pharyngitis streptococcal 4(0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Skin infection 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0,0.1)
Vaginal infection 0 (0.0, 0.0) 6 (0.0) (0.0,0.1)
Influenza 4 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.0)
Nasopharyngitis 4 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.0)
Otitis media acute 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Paronychia 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Pyelonephritis 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tonsillitis 0 (0.0, 0.0) 4 (0.0) (0.0,0.1)
Eye infection 1(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Folliculitis 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Genital herpes 0 (0.0, 0.0) 3(0.0) (0.0, 0.0)
Herpes simplex 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Localised infection 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Appendicitis perforated 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bacterial vulvovaginitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chronic sinusitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Erysipelas 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Escherichia urinary tract infection 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Fungal skin infection 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Gastroenteritis viral 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gingival abscess 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Infected bite 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Kidney infection 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Laryngitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Onychomycosis 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Oral candidiasis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Parotitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pharyngitis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Postoperative wound infection 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pustule 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Rash pustular 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Suspected COVID-19 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tinea infection 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Trichomoniasis 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Vulvovaginitis 1(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abscess 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abscess intestinal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abscess limb 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Abscess neck 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Acarodermatitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Anal fistula infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bacterial infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bacterial vaginosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bartholinitis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blister infected 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Bone abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Brain abscess 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Carbuncle 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cellulitis orbital 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Complicated appendicitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Conjunctivitis bacterial 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dental fistula 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dermatitis infected 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Device related infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Empyema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Endocarditis bacterial 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Fungal infection 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Genital herpes simplex 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Helicobacter gastritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Labyrinthitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lyme disease 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ophthalmic herpes zoster 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Oral fungal infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Orchitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Osteomyelitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Otitis media bacterial 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Papilloma viral infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pelvic inflammatory disease 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Peritoneal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Peritonitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Pharyngitis bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pharyngotonsillitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pilonidal cyst 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Puncture site infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pyelonephritis acute 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Respiratory tract infection viral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sialoadenitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Sinusitis bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin bacterial infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Soft tissue infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Staphylococcal infection 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Subcutaneous abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tinea cruris 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tinea versicolour 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tonsillitis bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Urosepsis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Varicella 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Viral infection 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Viral pharyngitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Viral upper respiratory tract infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Wound infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
INJURY, POISONING AND PROCEDURAL 169 (0.9) (0.8, 1.0) 204 (1.1) (0.9, 1.2)
COMPLICATIONS
Fall 33(0.2) (0.1,0.2) 35(0.2) (0.1, 0.3)
Ligament sprain 13 (0.1) (0.0, 0.1) 19 (0.1) (0.1,0.2)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Skin laceration 11 (0.1) (0.0,0.1) 18 (0.1) (0.1,0.2)
Contusion 11 (0.1) (0.0,0.1) 16 (0.1) (0.0,0.1)
Muscle strain 12 (0.1) (0.0,0.1) 13 (0.1) (0.0,0.1)
Arthropod bite 10 (0.1) (0.0,0.1) 8(0.0) (0.0, 0.1)
Road traffic accident 5(0.0) (0.0, 0.1) 13 (0.1) (0.0, 0.1)
Skin abrasion 7 (0.0) (0.0,0.1) 11 (0.1) (0.0,0.1)
Exposure during pregnancy 7 (0.0) (0.0, 0.1) 8 (0.0) (0.0, 0.1)
Limb injury 4 (0.0) (0.0, 0.1) 8(0.0) (0.0, 0.1)
Foot fracture 5(0.0) (0.0,0.1) 5(0.0) (0.0,0.1)
Tooth fracture 6 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Procedural pain 7 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Meniscus injury 4 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Animal bite 1 (0.0) (0.0, 0.0) 6 (0.0) (0.0, 0.1)
Arthropod sting 3(0.0) (0.0, 0.0) 4 (0.0) (0.0,0.1)
Facial bones fracture 4(0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Joint dislocation 6 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.0)
Joint injury 3(0.0) (0.0, 0.0) 4 (0.0) (0.0,0.1)
Rib fracture 3(0.0) (0.0, 0.0) 4 (0.0) (0.0,0.1)
Ankle fracture 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0,0.1)
Muscle rupture 1 (0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
Vaccination complication 6 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Corneal abrasion 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Thermal burn 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Chest injury 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Concussion 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Fibula fracture 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Hand fracture 3(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Radius fracture 2 (0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Head injury 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Humerus fracture 0 (0.0, 0.0) 3(0.0) (0.0, 0.0)
Ligament rupture 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Muscle injury 1(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Spinal compression fracture 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Wound 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Wrist fracture 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Bone contusion 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Craniocerebral injury 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Epicondylitis 1(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Maternal exposure during pregnancy 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Procedural dizziness 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Skin injury 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tendon rupture 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Ulna fracture 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Administration related reaction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Alcohol poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Brain contusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Burn oral cavity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Burns first degree 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Burns second degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cervical vertebral fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Clavicle fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Colon injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Dental restoration failure 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ear canal abrasion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ear injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Eye contusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Flail chest 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Forearm fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Foreign body in eye 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hip fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ligament injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Limb fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Limb traumatic amputation 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lower limb fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lumbar vertebral fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mouth injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Multiple injuries 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Muscle contusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Overdose 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Patella fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pelvic fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Penis injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Post concussion syndrome 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Post procedural discomfort 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Post procedural haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Post procedural swelling 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Postoperative ileus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Procedural haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Procedural hypotension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Respiratory fume inhalation disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Scapula fracture 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Spinal cord injury cervical 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stoma site rash 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sunburn 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tendon injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Toxicity to various agents 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Traumatic intracranial haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Upper limb fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vulvovaginal injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
INVESTIGATIONS 131 (0.7) (0.6, 0.8) 33(0.2) (0.1,0.2)
Body temperature increased 89 (0.5) (0.4, 0.6) 8(0.0) (0.0,0.1)
Blood pressure increased 4 (0.0) (0.0,0.1) 7 (0.0) (0.0,0.1)
Blood glucose increased 8(0.0) (0.0,0.1) 1 (0.0) (0.0, 0.0)
Heart rate increased 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Blood cholesterol increased 4 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Low density lipoprotein increased 3(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Blood thyroid stimulating hormone increased 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Prostatic specific antigen increased 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Weight decreased 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hepatic enzyme increased 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
High density lipoprotein increased 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Alanine aminotransferase increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood chloride decreased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Blood creatinine decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood glucose abnormal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood glucose fluctuation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood potassium decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood sodium decreased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Blood testosterone decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood testosterone increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood triglycerides increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Body temperature decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
C-reactive protein 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cardiac stress test abnormal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Colonoscopy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Electrocardiogram QT prolonged 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Emergency care examination 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Endoscopy upper gastrointestinal tract 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Fractional exhaled nitric oxide increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Glomerular filtration rate decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Heart rate irregular 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hepatitis C antibody positive 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lumbar puncture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mammogram abnormal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Monocyte count increased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Platelet count increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Respiratory rate increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
SARS-CoV-2 test positive 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Troponin increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Urine ketone body present 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Weight increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
White blood cell count increased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
White blood cells urine positive 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
METABOLISM AND NUTRITION DISORDERS 74 (0.4) (0.3,0.5) 54 (0.3) (0.2,0.4)
Decreased appetite 29 (0.2) (0.1,0.2) 8(0.0) (0.0,0.1)
Hypercholesterolaemia 4(0.0) (0.0, 0.1) 8(0.0) (0.0, 0.1)
Type 2 diabetes mellitus 5(0.0) (0.0,0.1) 7 (0.0) (0.0,0.1)
Dyslipidaemia 2 (0.0) (0.0, 0.0) 5(0.0) (0.0, 0.1)
Hypokalaemia 3(0.0) (0.0, 0.0) 4 (0.0) (0.0,0.1)
Gout 4 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Hyperlipidaemia 4 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Vitamin D deficiency 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Dehydration 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Hyperglycaemia 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Diabetes mellitus inadequate control 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Hypoglycaemia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Insulin resistance 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Glucose tolerance impaired 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Hypertriglyceridaemia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Polydipsia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diabetes mellitus 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Fluid retention 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Food intolerance 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperkalaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypernatraemia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Hyperuricaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypocalcaemia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypocholesterolaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypomagnesaemia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyponatraemia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypovolaemia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Impaired fasting glucose 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Increased appetite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Iron deficiency 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Obesity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vitamin B12 deficiency 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
MUSCULOSKELETAL AND CONNECTIVE TISSUE 1373 (7.3)  (6.9,7.7) 384 (2.0) (1.8,2.3)
DISORDERS
Myalgia 904 (4.8) (4.5,5.1) 126 (0.7) (0.6, 0.8)
Arthralgia 210 (1.1) (1.0, 1.3) 76 (0.4) (0.3,0.5)
Pain in extremity 163 (0.9) (0.7, 1.0) 33(0.2) (0.1,0.2)
Back pain 80 (0.4) (0.3,0.5) 71(0.4) (0.3,0.5)
Neck pain 21(0.1) (0.1,0.2) 24 (0.1) (0.1,0.2)
Muscle spasms 23(0.1) (0.1,0.2) 10 (0.1) (0.0,0.1)
Musculoskeletal stiffness 12 (0.1) (0.0,0.1) 6 (0.0) (0.0,0.1)
Osteoarthritis 7 (0.0) (0.0,0.1) 7 (0.0) (0.0,0.1)
Muscle contracture 5(0.0) (0.0,0.1) 6 (0.0) (0.0,0.1)
Tendonitis 7 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1)
Intervertebral disc protrusion 6 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Muscular weakness 8(0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Musculoskeletal chest pain 6 (0.0) (0.0,0.1) 4(0.0) (0.0,0.1)
PFIZER CONFIDENTIAL

Page 152



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Bursitis 7 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Plantar fasciitis 3(0.0) (0.0, 0.0) 4 (0.0) (0.0,0.1)
Arthritis 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Flank pain 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Musculoskeletal discomfort 4(0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Exostosis 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Joint stiffness 4 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.0)
Joint swelling 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Spinal osteoarthritis 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Costochondritis 4 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Joint range of motion decreased 4 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Musculoskeletal pain 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Rotator cuff syndrome 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Tenosynovitis stenosans 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Bone pain 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Muscle fatigue 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pain in jaw 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Temporomandibular joint syndrome 0 (0.0, 0.0) 3(0.0) (0.0, 0.0)
Tendon disorder 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Torticollis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Coccydynia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Groin pain 1(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Intervertebral disc degeneration 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Joint effusion 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Limb discomfort 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mobility decreased 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Muscle twitching 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Osteitis 1(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Osteoporosis 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Periarthritis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Spinal stenosis 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Spondylitis 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Synovial cyst 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Trigger finger 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Arthritis reactive 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Arthropathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Axillary mass 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bone swelling 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dupuytren's contracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Metatarsalgia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Muscle discomfort 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Muscle tightness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Osteochondritis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Osteopenia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Psoriatic arthropathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Rhabdomyolysis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Synovitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 22 (0.1)  (0.1,0.2)  30(0.2) (0.1,0.2)
(INCL CYSTS AND POLYPS)

Basal cell carcinoma 3 (0.0) (0.0, 0.0) 7 (0.0) (0.0,0.1)

Lipoma 2 (0.0) (0.0, 0.0) 5(0.0) (0.0, 0.1)

Malignant melanoma 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Uterine leiomyoma 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Acrochordon 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Breast cancer 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Colon adenoma 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Adenocarcinoma gastric 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Adenoma benign 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Adrenal gland cancer 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Benign breast neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Benign pancreatic neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chondroma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chronic myeloid leukaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Fibroadenoma of breast 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Glomus tumour 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hepatic cancer metastatic 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Infected naevus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Intraductal proliferative breast lesion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Invasive ductal breast carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Leydig cell tumour of the testis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphoproliferative disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Malignant melanoma of eyelid 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Meningioma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metastases to central nervous system 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Penile neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Prostate cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Seborrhoeic keratosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Squamous cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Squamous cell carcinoma of skin 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
NERVOUS SYSTEM DISORDERS 1141 (6.1) (5.7,6.4) 442 (2.4) (2.1, 2.6)
Headache 966 (5.1) (4.8,5.5) 302 (1.6) (1.4, 1.8)
Dizziness 56 (0.3) (0.2,0.4) 48 (0.3) (0.2,0.3)
Paraesthesia 16 (0.1) (0.0,0.1) 17 (0.1) (0.1,0.1)
Migraine 18 (0.1) (0.1,0.2) 9 (0.0) (0.0, 0.1)
Lethargy 21(0.1) (0.1,0.2) 5(0.0) (0.0,0.1)
Syncope 8(0.0) (0.0,0.1) 10 (0.1) (0.0,0.1)
Sciatica 9 (0.0) (0.0,0.1) 7 (0.0) (0.0, 0.1)
Tension headache 6 (0.0) (0.0, 0.1) 9(0.0) (0.0, 0.1)
Dysgeusia 6 (0.0) (0.0,0.1) 7 (0.0) (0.0,0.1)
Somnolence 6 (0.0) (0.0,0.1) 7 (0.0) (0.0,0.1)
Presyncope 8(0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Tremor 5(0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1)
Hypoaesthesia 2 (0.0) (0.0, 0.0) 6 (0.0) (0.0,0.1)
Burning sensation 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Parosmia 4 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.0)
Subarachnoid haemorrhage 4 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.0)
Cerebrovascular accident 3(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Nerve compression 2(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Sinus headache 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dizziness postural 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Facial paralysis 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperaesthesia 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Migraine without aura 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Neuropathy peripheral 0 (0.0, 0.0) 3(0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Transient ischaemic attack 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ageusia 1(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Aphasia 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Carpal tunnel syndrome 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Cervical radiculopathy 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Disturbance in attention 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ischaemic stroke 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Migraine with aura 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Post herpetic neuralgia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Radiculopathy 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Trigeminal neuralgia 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Balance disorder 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cerebellar infarction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cerebral atrophy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cerebral capillary telangiectasia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cerebral infarction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Depressed level of consciousness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diabetic neuropathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diplegia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dyskinesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dystonia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Facial paresis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Haemorrhagic stroke 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Head discomfort 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hemiplegic migraine 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hypersomnia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Hypogeusia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hyposmia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Idiopathic intracranial hypertension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Intention tremor 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Loss of consciousness 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mental impairment 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Motor dysfunction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Myoclonus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Parkinsonism 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Periodic limb movement disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Restless legs syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sciatic nerve neuropathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Taste disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Transient global amnesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Uraemic encephalopathy 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
PREGNANCY, PUERPERIUM AND PERINATAL 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
CONDITIONS
Abortion spontaneous incomplete 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
PRODUCT ISSUES 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Device breakage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Device connection issue 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
PSYCHIATRIC DISORDERS 76 (0.4)  (0.3,0.5) 54 (0.3) (0.2, 0.4)
Anxiety 18(0.1)  (0.1,0.2) 15 (0.1) (0.0, 0.1)
Insomnia 23(0.1) (0.1,0.2) 6 (0.0) (0.0,0.1)
Depression 10 (0.1) (0.0,0.1) 13 (0.1) (0.0,0.1)
Irritability 4 (0.0) (0.0,0.1) 1(0.0) (0.0, 0.0)
PFIZER CONFIDENTIAL

Page 158



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Anxiety disorder 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Panic attack 1(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Sleep disorder 4 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Abnormal dreams 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Attention deficit hyperactivity disorder 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Disorientation 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Suicidal ideation 0 (0.0, 0.0) 3(0.0) (0.0, 0.0)
Bruxism 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mental disorder 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mental status changes 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nightmare 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bipolar disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Confusional state 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Depressed mood 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dysphemia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Gastrointestinal somatic symptom disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Generalised anxiety disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Libido increased 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mental fatigue 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Mood swings 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Panic disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Panic reaction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Paranoia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Post-traumatic stress disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Psychotic disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Restlessness 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Schizophrenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stress 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Substance abuse 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Suicide attempt 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
RENAL AND URINARY DISORDERS 28 (0.1) (0.1,0.2) 22 (0.1) (0.1,0.2)
Dysuria 7 (0.0) (0.0, 0.1) 3(0.0) (0.0, 0.0)
Nephrolithiasis 4 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Haematuria 2 (0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
Pollakiuria 4 (0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Acute kidney injury 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Urinary retention 2(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Renal colic 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bladder spasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chronic kidney disease 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Costovertebral angle tenderness 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hydronephrosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Micturition urgency 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nocturia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Obstructive nephropathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Subcapsular renal haematoma 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Urethral discharge 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Urinary bladder polyp 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Urinary tract obstruction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Urine odour abnormal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 34 (0.2) (0.1,0.3) 35(0.2) (0.1,0.3)
Dysmenorrhoea 4(0.0) (0.0, 0.1) 3(0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Ovarian cyst 4 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.0)
Pelvic pain 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Breast pain 4 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Erectile dysfunction 0 (0.0, 0.0) 4(0.0) (0.0,0.1)
Amenorrhoea 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Benign prostatic hyperplasia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Prostatitis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Vaginal haemorrhage 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Breast cyst 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Breast mass 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Genital erythema 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Menorrhagia 1(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Menstruation delayed 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Metrorrhagia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pruritus genital 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Adenomyosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Breast calcifications 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Breast hyperplasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cervical dysplasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dysfunctional uterine bleeding 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haematospermia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haemorrhagic ovarian cyst 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mammary duct ectasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Menstruation irregular 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nipple pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ovarian mass 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Penile vein thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Polycystic ovaries 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Postmenopausal haemorrhage 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Premenstrual syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Prostatomegaly 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Testicular pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Uterine prolapse 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vaginal discharge 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vulvovaginal pruritus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
RESPIRATORY, THORACIC AND MEDIASTINAL 163 (0.9) (0.7, 1.0) 148 (0.8) (0.7, 0.9)
DISORDERS
Oropharyngeal pain 35(0.2) (0.1,0.3) 32(0.2) (0.1,0.2)
Nasal congestion 21(0.1) (0.1,0.2) 26 (0.1) (0.1,0.2)
Cough 22(0.1) (0.1,0.2) 17 (0.1) (0.1,0.1)
Rhinorrhoea 19 (0.1) (0.1,0.2) 14 (0.1) (0.0,0.1)
Rhinitis allergic 10 (0.1) (0.0,0.1) 12 (0.1) (0.0,0.1)
Asthma 9 (0.0) (0.0,0.1) 8(0.0) (0.0,0.1)
Dyspnoea 7 (0.0) (0.0,0.1) 10 (0.1) (0.0,0.1)
Throat irritation 5(0.0) (0.0,0.1) 7 (0.0) (0.0,0.1)
Upper-airway cough syndrome 5(0.0) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Paranasal sinus discomfort 4 (0.0) (0.0,0.1) 5(0.0) (0.0,0.1)
Sinus congestion 4 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Epistaxis 2 (0.0) (0.0, 0.0) 5(0.0) (0.0, 0.1)
Productive cough 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Pulmonary embolism 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Bronchospasm 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Chronic obstructive pulmonary disease 3(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dyspnoea exertional 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Respiratory tract congestion 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Upper respiratory tract congestion 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Acute respiratory failure 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Allergic sinusitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Asthmatic crisis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dry throat 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dysphonia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Interstitial lung disease 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Nasal turbinate hypertrophy 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Pharyngeal swelling 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Pneumonia aspiration 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Sleep apnoea syndrome 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sneezing 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Wheezing 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Allergic respiratory disease 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Atelectasis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Emphysema 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haemoptysis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hiccups 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoxia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lung infiltration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Nasal obstruction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nasal polyps 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oropharyngeal discomfort 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Paranasal sinus hypersecretion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pleurisy 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pleuritic pain 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pneumonitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pulmonary hypertension 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pulmonary mass 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pulmonary oedema 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Reflux laryngitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Rhinalgia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Rhinitis perennial 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Sinus disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Sinus pain 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Snoring 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tonsillar hypertrophy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 183 (1.0) (0.8, 1.1) 127 (0.7) (0.6, 0.8)
Rash 44 (0.2) (0.2,0.3) 36(0.2) (0.1, 0.3)
Pruritus 19 (0.1) (0.1,0.2) 14 (0.1) (0.0, 0.1)
Hyperhidrosis 24 (0.1) (0.1,0.2) 8(0.0) (0.0,0.1)
Dermatitis contact 13 (0.1) (0.0,0.1) 17 (0.1) (0.1,0.1)
Urticaria 13 (0.1) (0.0,0.1) 7 (0.0) (0.0,0.1)
Night sweats 14 (0.1) (0.0,0.1) 3(0.0) (0.0, 0.0)
Rash pruritic 7 (0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Erythema 8(0.0) (0.0,0.1) 1(0.0) (0.0, 0.0)
Alopecia 4 (0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Eczema 5(0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Rash maculo-papular 4 (0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Skin lesion 3(0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1)
Dermatitis 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Angioedema 2 (0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Dermal cyst 3(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dermatitis allergic 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Rash erythematous 1(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Actinic keratosis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Blister 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Drug eruption 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Ecchymosis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Acne 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Alopecia areata 1(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cold sweat 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Macule 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pain of skin 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Papule 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pruritus allergic 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Psoriasis 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Rash papular 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Rosacea 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dermatitis acneiform 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dermatitis atopic 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dermatitis bullous 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dermatitis exfoliative 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diabetic foot 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hand dermatitis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Hangnail 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ingrowing nail 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Livedo reticularis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mechanical urticaria 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pityriasis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pityriasis rosea 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pseudofolliculitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin discolouration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin induration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Skin irritation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin mass 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Skin ulcer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stasis dermatitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Urticaria chronic 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Urticaria contact 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
SOCTAL CIRCUMSTANCES 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
High risk sexual behaviour 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Menopause 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stress at work 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
SURGICAL AND MEDICAL PROCEDURES 28 (0.1) (0.1,0.2) 18 (0.1) (0.1,0.2)
Tooth extraction 4 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Dental implantation 5(0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Endodontic procedure 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Wisdom teeth removal 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Dental care 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Apicectomy 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Botulinum toxin injection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Carpal tunnel decompression 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cataract operation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dental operation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Drug titration 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gingival operation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hip surgery 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Inguinal hernia repair 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lacrimal duct procedure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lens extraction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Medical device implantation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Meniscus operation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Open reduction of fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Polypectomy 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Postoperative care 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Rhinoplasty 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Salpingectomy 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sclerotherapy 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sebaceous cyst excision 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sinus operation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin neoplasm excision 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vasectomy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
UNCODED TERM 23(0.1) (0.1,0.2) 16 (0.1) (0.0,0.1)
FATIGUE@@ 4 (0.0) (0.0,0.1) 0 (0.0, 0.0)
FEVER@@ 4 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
BLEPHARITIS@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
PFIZER CONFIDENTIAL

Page 167



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
BODY ACHE@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
BODY ACHES@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
BOTH UNDERARM LYMPH NODE@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
CHILLS@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
CORONARY ARTERY DISEASE@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
DIVERTICULITIS@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
ELEVATED LOW-DENSITY LIPOPROTEIN@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
FRACTURED LEFT ELBOW@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
FUNGUS, TOES, RIGHT (SKIN OF TOES)@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
FUNGUS, TOES, RIGHT (TOENAILS)@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
GASTROESOPHAGEAL REFLUX@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
GENERALIZED JOINT PAIN@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
GENERALIZED RASH ON BODY@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
HYPERLIPIDEMIA@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
INJECTION AT PAIN SITEQ@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
INJECTION SITE PAIN LEFT ARM@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
INJECTION SITE PAIN@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
INJECTION SITE SORENESS@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
INTERMITTENT MUSCLE PAIN LEFT DELTOID@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
JAMMED RIGHT INGUINAL HERNIA@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
LEFT ARM BLEEDING AT INJECTION SITE@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
LEFT ARM PAIN AT INJECTION SITEQ@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
LEFT FOREARM HIVES@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
MUSCLE ACHES@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
MYALGIA@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
MYOCARDIAL ISCHEMIA- RELATED TO 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
SPONTANEOUS CORONARY ARTERY DISSECTION@@
PAIN IN SITE OF INJECTION RIGHT ARM@®@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
POSITIVE HERPES SIMPLEX VIRUS@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
RENAL CALCULUS, WORSENING@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
RIGHT ARM PAIN WITH MOTION@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
SORE LYMPH NODES, NECK, RIGHT@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
SPRAINED LEFT FOOT@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
SPRAINED RIGHT FOOT@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
SWOLLEN AXILLARY LYMPH NODE@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
SWOLLEN LYMPH NODE IN RIGHT AXILLA@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
TONGUE AND THROAT SWELLING@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
UPPER BODYRASH DUE TO VACCINE@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
UPPER RESPIRATORY INFECCION@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
URINARY TRACT INFECTION@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
VERTIGO@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
VOMITING@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
VASCULAR DISORDERS 56 (0.3) (0.2,0.4) 63 (0.3) (0.3,0.4)
Hypertension 26 (0.1) (0.1,0.2) 35(0.2) (0.1,0.3)
Hot flush 7 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Haematoma 3(0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
Flushing 6 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Deep vein thrombosis 3(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hypotension 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Orthostatic hypotension 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Varicose vein 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 41. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects for Phase
2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Aortic aneurysm 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Arteriosclerosis 1(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Accelerated hypertension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Aortic dilatation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diastolic hypertension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Essential hypertension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypertensive crisis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hypertensive urgency 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Intermittent claudication 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphoedema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lymphorrhoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pallor 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Phlebolith 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Raynaud's phenomenon 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Subgaleal haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

Note: MedDRA (v23.1) coding dictionary applied.

Note: Preferred terms with @@ denote uncoded terms.

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

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

c. Exact 2-sided CI based on the Clopper and Pearson method.
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Any event 5770 (26.7) (26.1,27.3) 2638 (12.2) (11.8,12.6)
BLOOD AND LYMPHATIC SYSTEM DISORDERS 90 (0.4) (0.3,0.5) 17 (0.1) (0.0, 0.1)
Lymphadenopathy 70 (0.3) (0.3,0.4) 7 (0.0) (0.0, 0.1)
Anaemia 5(0.0) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Iron deficiency anaemia 8(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.0)
Lymph node pain 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Thrombocytopenia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Leukocytosis 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Leukopenia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Neutropenia 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Blood loss anaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypochromic anaemia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphadenitis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Thrombocytosis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
CARDIAC DISORDERS 52(0.2) 0.2,0.3) 44 (0.2) (0.1, 0.3)
Palpitations 7 (0.0) (0.0, 0.1) 13 (0.1) (0.0, 0.1)
Tachycardia 11(0.1) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Atrial fibrillation 6 (0.0) (0.0, 0.1) 9(0.0) (0.0, 0.1)
Acute myocardial infarction 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Myocardial infarction 1 (0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Acute coronary syndrome 2(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Angina pectoris 2(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Angina unstable 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Cardiac failure congestive 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Mitral valve incompetence 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Coronary artery disease 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI)
Preferred Term
Left ventricular hypertrophy 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Arrhythmia 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Atrial flutter 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Cardiac arrest 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mitral valve prolapse 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Sinus tachycardia 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tricuspid valve incompetence 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ventricular extrasystoles 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Aortic valve incompetence 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Arrhythmia supraventricular 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Arteriospasm coronary 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Atrioventricular block first degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Atrioventricular block second degree 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Bradycardia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bundle branch block right 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cardiac disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery dissection 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery occlusion 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Left atrial enlargement 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Left ventricular dysfunction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Myocarditis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pericardial effusion 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Sinus arrhythmia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Supraventricular tachycardia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tachyarrhythmia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ventricular arrhythmia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Ventricular tachycardia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Congenital cystic kidney disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Heart disease congenital 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
EAR AND LABYRINTH DISORDERS 61(0.3) 0.2,0.4) 41(0.2) (0.1, 0.3)
Vertigo 23 (0.1) (0.1, 0.2) 18 (0.1) (0.0, 0.1)
Tinnitus 9 (0.0) (0.0, 0.1) 8(0.0) (0.0, 0.1)
Ear pain 11(0.1) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Vertigo positional 8(0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Ear discomfort 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Cerumen impaction 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Deafness unilateral 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ear disorder 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Meniere's disease 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Allergic otitis media 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Deafness 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ear pruritus 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Eustachian tube dysfunction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Excessive cerumen production 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperacusis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoacusis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Sudden hearing loss 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tympanic membrane perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
ENDOCRINE DISORDERS 12 (0.1) (0.0, 0.1) 4(0.0) (0.0, 0.0)
Hypothyroidism 5(0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Hypogonadism 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Thyroid mass 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Basedow's disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Goitre 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperprolactinaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Thyroid cyst 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
EYE DISORDERS 54 (0.2) (0.2,0.3) 44 (0.2) (0.1, 0.3)
Cataract 5(0.0) (0.0, 0.1) 4(0.0) (0.0, 0.0)
Eye pain 6 (0.0) (0.0, 0.1) 3(0.0) (0.0, 0.0)
Vision blurred 7 (0.0) (0.0, 0.1) 2(0.0) (0.0, 0.0)
Eye irritation 6 (0.0) (0.0, 0.1) 1(0.0) (0.0, 0.0)
Chalazion 3(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Vitreous detachment 4(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Blepharitis 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Conjunctival haemorrhage 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Conjunctivitis allergic 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dry eye 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Keratitis 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Retinal detachment 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Ocular hyperaemia 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Photophobia 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Vitreous floaters 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Diplopia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eye pruritus 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Lacrimation increased 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Amaurosis fugax 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Asthenopia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Blepharospasm 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Choroidal neovascularisation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Conjunctival hyperaemia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Conjunctival oedema 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Corneal irritation 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dacryostenosis acquired 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Diabetic retinopathy 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Episcleritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eye allergy 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Eye inflammation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Eye swelling 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Eyelid haematoma 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Eyelid oedema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eyelid pain 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eyelids pruritus 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Glaucoma 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Iritis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ocular discomfort 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Retinal artery occlusion 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ulcerative keratitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
GASTROINTESTINAL DISORDERS 617 (2.9) (2.6,3.1) 403 (1.9) (1.7,2.1)
Diarrhoea 220 (1.0) 0.9, 1.2) 166 (0.8) (0.7, 0.9)
Nausea 238 (1.1) (1.0, 1.2) 75(0.3) 0.3,0.4)
Vomiting 54 (0.2) 0.2,0.3) 35(0.2) (0.1, 0.2)
Toothache 22 (0.1) (0.1, 0.2) 18 (0.1) (0.0, 0.1)
Abdominal pain 17 (0.1) (0.0,0.1) 20 (0.1) (0.1,0.1)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Abdominal pain upper 23 (0.1) (0.1,0.2) 12 (0.1) (0.0,0.1)
Dyspepsia 13 (0.1) (0.0, 0.1) 9(0.0) (0.0, 0.1)
Gastrooesophageal reflux disease 7 (0.0) (0.0,0.1) 15 (0.1) (0.0, 0.1)
Odynophagia 12 (0.1) (0.0, 0.1) 8(0.0) (0.0, 0.1)
Constipation 6 (0.0) (0.0, 0.1) 11(0.1) (0.0, 0.1)
Dental caries 7 (0.0) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Gastritis 3(0.0) (0.0, 0.0) 8(0.0) (0.0, 0.1)
Aphthous ulcer 7 (0.0) (0.0, 0.1) 3(0.0) (0.0, 0.0)
Haemorrhoids 2 (0.0) (0.0, 0.0) 8(0.0) (0.0,0.1)
Abdominal discomfort 3(0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Abdominal distension 6 (0.0) (0.0,0.1) 1(0.0) (0.0, 0.0)
Dry mouth 2 (0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Abdominal pain lower 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Flatulence 4 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Gastrointestinal disorder 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Irritable bowel syndrome 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Small intestinal obstruction 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Stomatitis 3(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Large intestine polyp 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Paraesthesia oral 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Rectal haemorrhage 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Retching 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Diverticulum 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Diverticulum intestinal 0 (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Dysphagia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Faeces soft 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Food poisoning 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hiatus hernia 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Inguinal hernia 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Cheilitis 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Colitis microscopic 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Colitis ulcerative 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Gingival discomfort 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Gingival pain 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haematochezia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoaesthesia oral 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Lip swelling 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Mouth ulceration 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Noninfective gingivitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oral pain 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Parotid duct obstruction 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Proctalgia 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Salivary gland calculus 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Swollen tongue 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tooth impacted 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Umbilical hernia 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Abdominal adhesions 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abdominal hernia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Abdominal mass 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Abdominal rigidity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Acute abdomen 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Anal pruritus 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
PFIZER CONFIDENTIAL

Page 181



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Angular cheilitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chronic gastritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Colitis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diverticular perforation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Diverticulum intestinal haemorrhagic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Epiploic appendagitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eructation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Gastric ulcer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastric ulcer haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastritis erosive 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastrointestinal pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastrointestinal sounds abnormal 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Gingival bleeding 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Gingival swelling 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Glossitis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Glossodynia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haemorrhoidal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Intestinal obstruction 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Lip oedema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Loose tooth 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Obstructive pancreatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oesophageal food impaction 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Oesophageal spasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oesophageal ulcer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oral discomfort 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Oral mucosa haematoma 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Palatal disorder 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pancreatic mass 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pancreatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pancreatitis acute 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Peptic ulcer 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Salivary gland mucocoele 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Teething 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tongue discolouration 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tongue discomfort 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tongue pruritus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tongue ulceration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tooth disorder 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Varices oesophageal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

GENERAL DISORDERS AND ADMINISTRATION SITE 4007 (18.5) (18.0,19.1) 829 (3.8) (3.6,4.1)
CONDITIONS

Injection site pain 2440 (11.3) (10.9,11.7) 322 (1.5) (1.3,1.7)
Fatigue 1145 (5.3)  (5.0,5.6) 294 (1.4) (1.2, 1.5)
Pyrexia 1255 (5.8)  (5.5,6.1) 68 (0.3) 0.2,0.4)
Chills 1111 (5.1) (4.8,54) 100 (0.5) (0.4, 0.6)
Pain 507 (2.3) (2.1,2.6) 45(0.2) (0.2,0.3)
Injection site erythema 155 (0.7) (0.6, 0.8) 23 (0.1) (0.1,0.2)
Injection site swelling 107 (0.5) (0.4, 0.6) 20 (0.1) (0.1,0.1)
Malaise 104 (0.5) (0.4, 0.6) 18 (0.1) (0.0,0.1)
Asthenia 72 (0.3) (0.3,0.4) 26 (0.1) (0.1,0.2)
Injection site pruritus 31(0.1) (0.1,0.2) 6 (0.0) (0.0, 0.1)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI)
Preferred Term
Vaccination site pain 25(0.1) (0.1,0.2) 6 (0.0) (0.0,0.1)
Chest pain 15 (0.1) (0.0, 0.1) 13 (0.1) (0.0, 0.1)
Influenza like illness 21 (0.1) (0.1, 0.1) 4(0.0) (0.0, 0.0)
Injection site bruising 11(0.1) (0.0,0.1) 14 (0.1) (0.0,0.1)
Injection site warmth 12 (0.1) (0.0, 0.1) 4(0.0) (0.0, 0.0)
Axillary pain 11(0.1) (0.0, 0.1) 2(0.0) (0.0, 0.0)
Chest discomfort 5(0.0) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Injection site induration 6 (0.0) (0.0,0.1) 4(0.0) (0.0, 0.0)
Injection site oedema 10 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Feeling hot 8(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.0)
Oedema peripheral 6 (0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Non-cardiac chest pain 3(0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
Peripheral swelling 5(0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Injection site discomfort 4(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Swelling face 1(0.0) (0.0, 0.0) 6 (0.0) (0.0, 0.1)
Injection site haematoma 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Injection site paraesthesia 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Adverse drug reaction 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cyst 2(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Injection site haemorrhage 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site mass 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Injection site papule 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site rash 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Injection site reaction 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sensation of foreign body 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Swelling 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Face oedema 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Feeling abnormal 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Illness 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Induration 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site discolouration 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Injury associated with device 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Medical device pain 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nodule 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Sluggishness 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Thirst 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Vaccination site oedema 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vessel puncture site bruise 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vessel puncture site haematoma 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Application site pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Application site pruritus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Application site rash 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Application site reaction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Capsular contracture associated with breast implant 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Death 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Discomfort 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Drug withdrawal syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Exercise tolerance decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Facial pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Feeling cold 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Inflammation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site dermatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)

System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Injection site hyperaesthesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site irritation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site lymphadenopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site macule 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site plaque 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Injection site urticaria 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mass 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Medical device site granuloma 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Mucosal disorder 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Reactogenicity event 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Shoulder injury related to vaccine administration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Temperature intolerance 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Unevaluable event 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Vaccination site induration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vaccination site nodule 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vaccination site swelling 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Vascular stent occlusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vessel puncture site induration 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)

HEPATOBILIARY DISORDERS 14 (0.1) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Cholelithiasis 7 (0.0) (0.0, 0.1) 2(0.0) (0.0, 0.0)
Biliary colic 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cholecystitis acute 0 (0.0, 0.0) 3(0.0) (0.0, 0.0)
Cholecystitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bile duct stone 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cirrhosis alcoholic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gallbladder disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Hepatic cirrhosis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
IMMUNE SYSTEM DISORDERS 26(0.1)  (0.1,02)  22(0.1) (0.1,0.2)
Seasonal allergy 8(0.0) (0.0,0.1) 13 (0.1) (0.0,0.1)
Drug hypersensitivity 6 (0.0) (0.0,0.1) 1(0.0) (0.0, 0.0)
Immunisation reaction 5(0.0) (0.0,0.1) 0 (0.0, 0.0)
Food allergy 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Hypersensitivity 1(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Allergy to arthropod bite 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Allergy to arthropod sting 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Allergy to vaccine 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Anaphylactic reaction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Anaphylactic shock 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Jarisch-Herxheimer reaction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Milk allergy 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
INFECTIONS AND INFESTATIONS 322 (1.5) (1.3,1.7) 320 (1.5) (1.3, 1.6)
Urinary tract infection 49 (0.2) (0.2,0.3) 50(0.2) (0.2,0.3)
Tooth infection 24 (0.1) (0.1, 0.2) 26 (0.1) 0.1, 0.2)
Sinusitis 200.1)  (0.1,0.1)  22(0.1) (0.1,0.2)
Cellulitis 10(0.0)  (0.0,0.1)  15(0.1) (0.0,0.1)
Herpes zoster 14 (0.1) (0.0,0.1) 10 (0.0) (0.0,0.1)
Ear infection 8(0.0) (0.0,0.1) 12 (0.1) (0.0,0.1)
Gastroenteritis 6 (0.0) (0.0,0.1) 11 (0.1) (0.0,0.1)
Cystitis 7(0.0) (0.0, 0.1) 9(0.0) (0.0,0.1)
Conjunctivitis 8(0.0) (0.0, 0.1) 7(0.0) (0.0, 0.1)
Rhinitis 6 (0.0) (0.0, 0.1) 9(0.0) (0.0, 0.1)
Upper respiratory tract infection 10 (0.0) (0.0,0.1) 5(0.0) (0.0, 0.1)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Hordeolum 6 (0.0) (0.0,0.1) 8(0.0) (0.0,0.1)
Diverticulitis 7 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Otitis media 5(0.0) (0.0, 0.1) 7(0.0) (0.0, 0.1)
Vulvovaginal mycotic infection 5(0.0) (0.0,0.1) 7 (0.0) (0.0,0.1)
Oral herpes 6 (0.0) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Tooth abscess 7 (0.0) (0.0, 0.1) 4(0.0) (0.0, 0.0)
Otitis externa 6 (0.0) (0.0, 0.1) 4(0.0) (0.0, 0.0)
Appendicitis 7 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Gingivitis 5(0.0) (0.0, 0.1) 4(0.0) (0.0, 0.0)
Acute sinusitis 1 (0.0) (0.0, 0.0) 7 (0.0) (0.0,0.1)
Pharyngitis streptococcal 6 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Pneumonia 3(0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
Furuncle 4 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Nasopharyngitis 5(0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Skin infection 3(0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Vulvovaginal candidiasis 4(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Bronchitis 1(0.0) (0.0, 0.0) 5(0.0) (0.0, 0.1)
Periodontitis 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Vaginal infection 0 (0.0, 0.0) 6 (0.0) (0.0,0.1)
Folliculitis 5(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Influenza 4 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Otitis media acute 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Paronychia 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Pyelonephritis 4 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Genital herpes 0 (0.0, 0.0) 4(0.0) (0.0, 0.0)
Tonsillitis 0 (0.0, 0.0) 4(0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Escherichia urinary tract infection 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Eye infection 1 (0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Fungal skin infection 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Gingival abscess 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Herpes simplex 2(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Infected bite 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Localised infection 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Onychomycosis 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Parotitis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Pustule 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abscess limb 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Appendicitis perforated 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Bacterial vulvovaginitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chronic sinusitis 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Erysipelas 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastroenteritis viral 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Kidney infection 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Laryngitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oral candidiasis 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Orchitis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Pharyngitis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Postoperative wound infection 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Rash pustular 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sepsis 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Sialoadenitis 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Sinusitis bacterial 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Subcutaneous abscess 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Suspected COVID-19 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tinea infection 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Trichomoniasis 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Vulvovaginitis 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Abdominal abscess 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abscess intestinal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abscess jaw 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Abscess neck 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Acarodermatitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Anal fistula infection 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Bacterial infection 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Bacterial vaginosis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Bartholinitis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blister infected 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bone abscess 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Brain abscess 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Carbuncle 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cellulitis orbital 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Complicated appendicitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Conjunctivitis bacterial 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dental fistula 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dermatitis infected 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Device related infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Empyema 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Endocarditis bacterial 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Eye infection bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Fungal infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Genital herpes simplex 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gonorrhoea 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Helicobacter gastritis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hepatitis A 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Herpes virus infection 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Herpes zoster cutaneous disseminated 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Injection site abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Labyrinthitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Lyme disease 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Meningitis bacterial 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ophthalmic herpes zoster 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Oral fungal infection 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Osteomyelitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Otitis media bacterial 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Papilloma viral infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pelvic inflammatory disease 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Peritoneal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Peritonitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Peritonsillar abscess 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pharyngitis bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pharyngotonsillitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pilonidal cyst 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Puncture site infection 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Pyelonephritis acute 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Respiratory tract infection viral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin bacterial infection 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Soft tissue infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Staphylococcal infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Syphilis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tinea cruris 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tinea versicolour 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tonsillitis bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Urosepsis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Varicella 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Viral infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Viral pharyngitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Viral upper respiratory tract infection 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Vulval abscess 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Wound infection 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
INJURY, POISONING AND PROCEDURAL 184 (0.9) (0.7, 1.0) 220 (1.0) 0.9,1.2)
COMPLICATIONS
Fall 35(0.2) (0.1, 0.2) 39(0.2) 0.1, 0.2)
Ligament sprain 15 (0.1) (0.0,0.1) 21(0.1) (0.1,0.1)
Skin laceration 12 (0.1) (0.0,0.1) 19 (0.1) (0.1,0.1)
Contusion 11(0.1)  (0.0,0.1)  17(0.1) (0.0,0.1)
Muscle strain 14 (0.1) (0.0,0.1) 14 (0.1) (0.0,0.1)
Skin abrasion 7 (0.0) (0.0,0.1) 13 (0.1) (0.0,0.1)
Arthropod bite 11(0.1)  (0.0,0.1) 8 (0.0) (0.0,0.1)
Road traffic accident 6 (0.0) (0.0,0.1) 13 (0.1) (0.0, 0.1)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI)
Preferred Term
Exposure during pregnancy 8(0.0) (0.0,0.1) 8(0.0) (0.0,0.1)
Limb injury 4 (0.0) (0.0, 0.0) 8(0.0) (0.0, 0.1)
Foot fracture 6 (0.0) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Tooth fracture 6 (0.0) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Meniscus injury 4 (0.0) (0.0, 0.0) 5(0.0) (0.0, 0.1)
Procedural pain 7 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Animal bite 1 (0.0) (0.0, 0.0) 7(0.0) (0.0, 0.1)
Joint dislocation 7 (0.0) (0.0,0.1) 1(0.0) (0.0, 0.0)
Joint injury 3(0.0) (0.0, 0.0) 5(0.0) (0.0, 0.1)
Arthropod sting 3(0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Facial bones fracture 4(0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Rib fracture 3(0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Ankle fracture 2 (0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Muscle rupture 1(0.0) (0.0, 0.0) 5(0.0) (0.0, 0.1)
Vaccination complication 6 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Chest injury 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Concussion 3(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Corneal abrasion 3(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Thermal burn 2(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Fibula fracture 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Hand fracture 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ligament rupture 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Radius fracture 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Wrist fracture 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Bone contusion 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Head injury 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Humerus fracture 0 (0.0, 0.0) 3(0.0) (0.0, 0.0)
Muscle injury 1 (0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Spinal compression fracture 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Wound 1 (0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Administration related reaction 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Craniocerebral injury 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Epicondylitis 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Maternal exposure during pregnancy 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Overdose 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Procedural dizziness 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Skin injury 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tendon rupture 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Ulna fracture 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Upper limb fracture 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Alcohol poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bone fissure 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Brain contusion 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Burn oral cavity 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Burns first degree 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Burns second degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cervical vertebral fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Clavicle fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Colon injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dental restoration failure 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ear canal abrasion 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ear injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Eye contusion 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Femur fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Flail chest 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Forearm fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Foreign body in eye 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Heat stroke 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hip fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ligament injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Limb fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Limb traumatic amputation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lower limb fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Lumbar vertebral fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Mouth injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Multiple injuries 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Muscle contusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Patella fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pelvic fracture 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Penis injury 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Post concussion syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Post procedural discomfort 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Post procedural haemorrhage 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Post procedural swelling 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Postoperative ileus 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Procedural haemorrhage 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Procedural hypotension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Respiratory fume inhalation disorder 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Scapula fracture 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Spinal cord injury cervical 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stoma site rash 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stress fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Sunburn 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tendon injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tibia fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Toxicity to various agents 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Traumatic intracranial haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vulvovaginal injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
INVESTIGATIONS 145 (0.7) (0.6, 0.8) 40 (0.2) (0.1, 0.3)
Body temperature increased 100 (0.5) (0.4, 0.6) 11 (0.1) (0.0,0.1)
Blood pressure increased 4 (0.0) (0.0, 0.0) 8(0.0) (0.0,0.1)
Blood glucose increased 8(0.0) (0.0,0.1) 1(0.0) (0.0, 0.0)
Heart rate increased 4 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Blood cholesterol increased 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Low density lipoprotein increased 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Blood thyroid stimulating hormone increased 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Prostatic specific antigen increased 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Weight decreased 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Alanine aminotransferase increased 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood potassium decreased 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hepatic enzyme increased 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
High density lipoprotein increased 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Aspartate aminotransferase increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
PFIZER CONFIDENTIAL

Page 196



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Blood chloride decreased 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Blood creatinine decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood creatinine increased 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Blood glucose abnormal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood glucose fluctuation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood sodium decreased 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Blood testosterone decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood testosterone increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood triglycerides increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood urea increased 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Body temperature decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
C-reactive protein 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cardiac stress test abnormal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Colonoscopy 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Electrocardiogram QT prolonged 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Emergency care examination 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Endoscopy upper gastrointestinal tract 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Fractional exhaled nitric oxide increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Glomerular filtration rate decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Heart rate irregular 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hepatitis C antibody positive 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Intraocular pressure increased 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Lumbar puncture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Mammogram abnormal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mean cell haemoglobin decreased 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Mean cell volume increased 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Monocyte count increased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Platelet count increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Respiratory rate increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
SARS-CoV-2 test positive 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Troponin increased 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Urine ketone body present 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Weight increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
White blood cell count increased 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
White blood cells urine positive 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
METABOLISM AND NUTRITION DISORDERS 86 (0.4) (0.3,0.5) 61(0.3) 0.2,0.4)
Decreased appetite 34 (0.2) (0.1,0.2) 8(0.0) (0.0,0.1)
Type 2 diabetes mellitus 6 (0.0) (0.0, 0.1) 9(0.0) (0.0, 0.1)
Hypercholesterolaemia 4 (0.0) (0.0, 0.0) 9 (0.0) (0.0,0.1)
Hyperlipidaemia 6 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Hypokalaemia 3(0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
Vitamin D deficiency 5(0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Dyslipidaemia 2 (0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
Dehydration 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Gout 4 (0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Hyperglycaemia 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Hypoglycaemia 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Insulin resistance 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Diabetes mellitus inadequate control 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Diabetes mellitus 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Glucose tolerance impaired 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Hypertriglyceridaemia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Polydipsia 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Fluid retention 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Food intolerance 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperkalaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypernatraemia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperuricaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypocalcaemia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypocholesterolaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypomagnesaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyponatraemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypovolaemia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Impaired fasting glucose 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Increased appetite 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Iron deficiency 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Obesity 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vitamin B12 deficiency 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
MUSCULOSKELETAL AND CONNECTIVE TISSUE 1511 (7.0) (6.7,7.3) 435 (2.0) (1.8,2.2)
DISORDERS
Myalgia 999 (4.6) (43,49 142 (0.7) (0.6, 0.8)
Arthralgia 224(1.0)  (09,1.2)  89(0.4) (0.3,0.5)
Pain in extremity 183 (0.8) (0.7, 1.0) 34 (0.2) (0.1,0.2)
Back pain 87(04) (03,05  74(0.3) (0.3,0.4)
Neck pain 25(0.1)  (0.1,02)  29(0.1) (0.1,0.2)
Muscle spasms 24 (0.1) (0.1,0.2) 10 (0.0) (0.0,0.1)
Musculoskeletal stiffness 12 (0.1) (0.0,0.1) 6 (0.0) (0.0,0.1)
Osteoarthritis 8(0.0) (0.0, 0.1) 8(0.0) (0.0, 0.1)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Musculoskeletal chest pain 8(0.0) (0.0,0.1) 5(0.0) (0.0,0.1)
Intervertebral disc protrusion 6 (0.0) (0.0, 0.1) 6(0.0) (0.0, 0.1)
Muscle contracture 5(0.0) (0.0, 0.1) 7(0.0) (0.0, 0.1)
Muscular weakness 10 (0.0) (0.0, 0.1) 2(0.0) (0.0, 0.0)
Tendonitis 7 (0.0) (0.0, 0.1) 4(0.0) (0.0, 0.0)
Bursitis 7 (0.0) (0.0, 0.1) 2(0.0) (0.0, 0.0)
Joint swelling 2 (0.0) (0.0, 0.0) 5(0.0) (0.0, 0.1)
Plantar fasciitis 3(0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Rotator cuff syndrome 2 (0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
Arthritis 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Flank pain 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Musculoskeletal discomfort 4 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Musculoskeletal pain 2 (0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Exostosis 3(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Joint stiffness 4 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Spinal osteoarthritis 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Costochondritis 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Joint range of motion decreased 4(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Synovial cyst 2(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Tenosynovitis stenosans 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Bone pain 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coccydynia 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Limb discomfort 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Muscle fatigue 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pain in jaw 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Temporomandibular joint syndrome 0 (0.0, 0.0) 3(0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Tendon disorder 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Torticollis 1 (0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Groin pain 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Intervertebral disc degeneration 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Joint effusion 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mobility decreased 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Muscle twitching 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Osteitis 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Osteoporosis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Periarthritis 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Scoliosis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Spinal stenosis 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Spondylitis 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Trigger finger 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Arthritis reactive 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Arthropathy 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Axillary mass 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Bone swelling 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dupuytren's contracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Metatarsalgia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Muscle discomfort 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Muscle tightness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Osteochondritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Osteochondrosis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Osteopenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Psoriatic arthropathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Rhabdomyolysis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Scleroderma 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Spinal deformity 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Spinal disorder 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Synovitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tenosynovitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 29 (0.1)  (0.1,0.2)  31(0.1) (0.1,0.2)
(INCL CYSTS AND POLYPS)

Basal cell carcinoma 3(0.0) (0.0, 0.0) 7 (0.0) (0.0,0.1)
Lipoma 3(0.0) (0.0, 0.0) 6 (0.0) (0.0,0.1)
Malignant melanoma 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Colon adenoma 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Uterine leiomyoma 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Acrochordon 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Breast cancer 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Invasive ductal breast carcinoma 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Prostate cancer 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Acute myeloid leukaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Adenocarcinoma gastric 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Adenoma benign 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Adrenal gland cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Benign breast neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Benign pancreatic neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bladder cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Borderline serous tumour of ovary 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chondroma 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Chronic myeloid leukaemia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Fibroadenoma of breast 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Glomus tumour 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hepatic cancer metastatic 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Infected naevus 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Intraductal proliferative breast lesion 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Leydig cell tumour of the testis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphoproliferative disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Malignant melanoma of eyelid 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Meningioma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metastases to central nervous system 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Penile neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Seborrhoeic keratosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Squamous cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Squamous cell carcinoma of skin 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
NERVOUS SYSTEM DISORDERS 1277 (5.9)  (5.6,6.2) 501 (2.3) (2.1,2.5)
Headache 1084 (5.00 (4.7,5.3) 345 (1.6) (1.4,1.8)
Dizziness 61(0.3) 0.2,0.4) 54 (0.2) 0.2,0.3)
Paraesthesia 16 (0.1) (0.0, 0.1) 19 (0.1) 0.1, 0.1)
Migraine 21 (0.1) (0.1, 0.1) 9(0.0) (0.0, 0.1)
Lethargy 21 (0.1) (0.1, 0.1) 5(0.0) (0.0, 0.1)
Sciatica 9 (0.0) (0.0, 0.1) 9(0.0) (0.0, 0.1)
Syncope 8(0.0) (0.0, 0.1) 10 (0.0) (0.0, 0.1)
Somnolence 8(0.0) (0.0, 0.1) 9(0.0) (0.0, 0.1)
Tension headache 7 (0.0) (0.0,0.1) 9 (0.0) (0.0,0.1)
Dysgeusia 8(0.0) (0.0,0.1) 7 (0.0) (0.0,0.1)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Presyncope 8(0.0) (0.0,0.1) 5(0.0) (0.0,0.1)
Tremor 7 (0.0) (0.0, 0.1) 4(0.0) (0.0, 0.0)
Hypoaesthesia 3(0.0) (0.0, 0.0) 6 (0.0) (0.0, 0.1)
Burning sensation 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Cerebrovascular accident 4(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Parosmia 4 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Subarachnoid haemorrhage 4(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Facial paralysis 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperaesthesia 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nerve compression 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Sinus headache 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Aphasia 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dizziness postural 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ischaemic stroke 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Migraine without aura 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Neuropathy peripheral 0 (0.0, 0.0) 3(0.0) (0.0, 0.0)
Transient ischaemic attack 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ageusia 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Carpal tunnel syndrome 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Cervical radiculopathy 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Disturbance in attention 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Migraine with aura 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Post herpetic neuralgia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Radiculopathy 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Trigeminal neuralgia 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Amnesia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Balance disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cerebellar infarction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cerebral atrophy 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Cerebral capillary telangiectasia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Cerebral infarction 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Depressed level of consciousness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diabetic neuropathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diplegia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dyskinesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dystonia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Encephalopathy 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Facial paresis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Haemorrhagic stroke 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Head discomfort 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hemiplegic migraine 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hypersomnia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypogeusia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hyposmia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Idiopathic intracranial hypertension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Intention tremor 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Loss of consciousness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mental impairment 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Motor dysfunction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Myoclonus 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Neuralgia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Paraparesis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Parkinsonism 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Periodic limb movement disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Restless legs syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sciatic nerve neuropathy 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Seizure 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Taste disorder 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Toxic encephalopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Transient global amnesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Uraemic encephalopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
PREGNANCY, PUERPERIUM AND PERINATAL 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
CONDITIONS
Abortion spontaneous incomplete 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Retained products of conception 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
PRODUCT ISSUES 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Device breakage 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Device connection issue 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
PSYCHIATRIC DISORDERS 84 (0.4) (0.3,0.5) 58 (0.3) 0.2,0.3)
Anxiety 19 (0.1) (0.1, 0.1) 16 (0.1) (0.0, 0.1)
Insomnia 24 (0.1) (0.1, 0.2) 6 (0.0) (0.0, 0.1)
Depression 11(0.1) (0.0, 0.1) 15(0.1) (0.0, 0.1)
Anxiety disorder 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Irritability 4 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Disorientation 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Panic attack 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Sleep disorder 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abnormal dreams 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)

System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Attention deficit hyperactivity disorder 1 (0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Suicidal ideation 0 (0.0, 0.0) 3(0.0) (0.0, 0.0)
Bipolar disorder 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Bruxism 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Generalised anxiety disorder 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Mental disorder 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mental status changes 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nightmare 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Adjustment disorder with depressed mood 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Confusional state 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Depressed mood 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dysphemia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Gastrointestinal somatic symptom disorder 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Libido decreased 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Libido increased 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mental fatigue 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Mood swings 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Panic disorder 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Panic reaction 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Paranoia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Post-traumatic stress disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Psychotic disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Restlessness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Schizophrenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stress 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Substance abuse 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Suicide attempt 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
RENAL AND URINARY DISORDERS 30(0.1) (0.1,0.2) 24 (0.1) (0.1,0.2)
Nephrolithiasis 6 (0.0) (0.0,0.1) 5(0.0) (0.0,0.1)
Dysuria 7(0.0) (0.0, 0.1) 3(0.0) (0.0, 0.0)
Haematuria 2 (0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
Pollakiuria 4(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Acute kidney injury 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Renal colic 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Urinary retention 2(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hydronephrosis 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Bladder spasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chronic kidney disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Costovertebral angle tenderness 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Micturition urgency 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nocturia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Obstructive nephropathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Subcapsular renal haematoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Urethral discharge 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Urinary bladder polyp 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Urinary tract obstruction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Urine odour abnormal 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 35(0.2) (0.1,0.2) 36 (0.2) (0.1,0.2)
Dysmenorrhoea 4 (0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Ovarian cyst 4 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pelvic pain 3(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Benign prostatic hyperplasia 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Breast pain 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Erectile dysfunction 0 (0.0, 0.0) 4(0.0) (0.0, 0.0)
Amenorrhoea 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Prostatitis 1 (0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Vaginal haemorrhage 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Breast cyst 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Breast mass 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Genital erythema 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Menorrhagia 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Menstruation delayed 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Metrorrhagia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pruritus genital 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Adenomyosis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Breast calcifications 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Breast hyperplasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cervical dysplasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dysfunctional uterine bleeding 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haematospermia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haemorrhagic ovarian cyst 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Mammary duct ectasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Menstruation irregular 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nipple pain 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ovarian mass 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Penile vein thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Polycystic ovaries 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Postmenopausal haemorrhage 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3

(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Premenstrual syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Prostatomegaly 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Testicular pain 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Uterine prolapse 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vaginal discharge 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Vulvovaginal pruritus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
RESPIRATORY, THORACIC AND MEDIASTINAL 187 (0.9) 0.7, 1.0) 169 (0.8) (0.7, 0.9)
DISORDERS
Oropharyngeal pain 38(0.2) (0.1,0.2) 40 (0.2) (0.1,0.3)
Nasal congestion 24 (0.1) (0.1,0.2) 29 (0.1) (0.1,0.2)
Cough 26 (0.1) (0.1, 0.2) 19 (0.1) (0.1, 0.1)
Rhinorrhoea 22 (0.1) (0.1, 0.2) 15(0.1) (0.0, 0.1)
Rhinitis allergic 10 (0.0) (0.0,0.1) 13 (0.1) (0.0,0.1)
Asthma 11(0.1) (0.0, 0.1) 8(0.0) (0.0, 0.1)
Dyspnoea 8(0.0) (0.0, 0.1) 10 (0.0) (0.0, 0.1)
Throat irritation 5(0.0) (0.0, 0.1) 7(0.0) (0.0, 0.1)
Upper-airway cough syndrome 6 (0.0) (0.0, 0.1) 6(0.0) (0.0, 0.1)
Sinus congestion 5(0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Epistaxis 3(0.0) (0.0, 0.0) 6 (0.0) (0.0, 0.1)
Paranasal sinus discomfort 4(0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
Productive cough 2 (0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Pulmonary embolism 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Bronchospasm 3(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Chronic obstructive pulmonary disease 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Acute respiratory failure 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dry throat 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Dysphonia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Dyspnoea exertional 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Interstitial lung disease 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Oropharyngeal discomfort 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Respiratory tract congestion 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Sleep apnoea syndrome 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Upper respiratory tract congestion 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Allergic sinusitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Asthmatic crisis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nasal turbinate hypertrophy 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Pharyngeal swelling 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Pleuritic pain 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Pneumonia aspiration 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Sneezing 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Wheezing 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Allergic respiratory disease 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Atelectasis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Emphysema 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haemoptysis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hiccups 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoxia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Lung infiltration 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Nasal discomfort 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nasal obstruction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nasal polyps 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Paranasal sinus hypersecretion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Pleurisy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pneumonitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pulmonary hypertension 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pulmonary mass 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pulmonary oedema 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Reflux laryngitis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Rhinalgia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Rhinitis perennial 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Sinus disorder 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Sinus pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Snoring 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tonsillar hypertrophy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 196 (0.9) (0.8, 1.0) 136 (0.6) (0.5,0.7)
Rash 45(0.2) 0.2,0.3) 37(0.2) (0.1, 0.2)
Pruritus 21(0.1) (0.1, 0.1) 17 (0.1) (0.0, 0.1)
Hyperhidrosis 26 (0.1) (0.1,0.2) 8(0.0) (0.0,0.1)
Dermatitis contact 13 (0.1) (0.0,0.1) 17 (0.1) (0.0,0.1)
Urticaria 15(0.1) (0.0, 0.1) 11(0.1) (0.0, 0.1)
Night sweats 15(0.1) (0.0, 0.1) 3(0.0) (0.0, 0.0)
Rash pruritic 8(0.0) (0.0, 0.1) 4(0.0) (0.0, 0.0)
Erythema 8(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.0)
Eczema 6 (0.0) (0.0, 0.1) 2(0.0) (0.0, 0.0)
Rash maculo-papular 5(0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Alopecia 4 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Skin lesion 3(0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Dermal cyst 4 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI)
Preferred Term
Dermatitis 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Angioedema 2 (0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Dermatitis allergic 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Rash erythematous 1 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Acne 2(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Actinic keratosis 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Blister 1 (0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Drug eruption 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Ecchymosis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Alopecia areata 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Cold sweat 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hand dermatitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Macule 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pain of skin 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Papule 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pruritus allergic 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Psoriasis 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Rash papular 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Rosacea 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dermatitis acneiform 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dermatitis atopic 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dermatitis bullous 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dermatitis exfoliative 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diabetic foot 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Erythema nodosum 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hangnail 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Ingrowing nail 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Livedo reticularis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mechanical urticaria 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pityriasis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pityriasis rosea 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pseudofolliculitis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin discolouration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin induration 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Skin irritation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin mass 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Skin ulcer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stasis dermatitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Urticaria chronic 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Urticaria contact 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
SOCIAL CIRCUMSTANCES 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
High risk sexual behaviour 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Menopause 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stress at work 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
SURGICAL AND MEDICAL PROCEDURES 29 (0.1) (0.1, 0.2) 21(0.1) (0.1, 0.1)
Dental implantation 5(0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Tooth extraction 4 (0.0) (0.0, 0.0) 4(0.0) (0.0, 0.0)
Endodontic procedure 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Wisdom teeth removal 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Dental care 0 (0.0, 0.0) 2(0.0) (0.0, 0.0)
Apicectomy 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Botulinum toxin injection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Cardioversion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Carpal tunnel decompression 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cataract operation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dental operation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Drug titration 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gingival operation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hip surgery 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hospitalisation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Inguinal hernia repair 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lacrimal duct procedure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lens extraction 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Medical device implantation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Meniscus operation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Micrographic skin surgery 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Open reduction of fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Polypectomy 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Postoperative care 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Rhinoplasty 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Salpingectomy 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sclerotherapy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sebaceous cyst excision 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sinus operation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin neoplasm excision 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vasectomy 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
UNCODED TERM 38(0.2) (0.1, 0.2) 23 (0.1) (0.1, 0.2)
INJECTION SITE PAIN@@ 5(0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
FATIGUE@@ 6(0.0)  (0.0,0.1) 0 (0.0, 0.0)
FEVER@@ 50.0)  (0.0,0.1) 0 (0.0, 0.0)
HEADACHE@@ 20000 (0.0,0.0)  2(0.0) (0.0, 0.0)
CHILLS@@ 20000 (0.0, 0.0) 0 (0.0, 0.0)
L ARM SITE INJECTION PAIN@@ 20000 (0.0, 0.0) 0 (0.0, 0.0)
ANEMIC SYNDROME@@ 0 0.0,00)  1(0.0) (0.0, 0.0)
BILATERAL EYE ITCHINESS@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
BILATERAL EYE REDNESS@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
BILATERAL PULMONARY EMBOLISM@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
BLEPHARITIS@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
BODY ACHE@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
BODY ACHES@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
BOTH UNDERARM LYMPH NODE@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
BROWNISH EJACULATION@@ 0 0.0,00)  1(0.0) (0.0, 0.0)
CORONARY ARTERY DISEASE@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
DIVERTICULITIS@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
ELEVATED LOW-DENSITY LIPOPROTEIN@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
ELEVATED TEMPERATURE@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
FOLLICULITIS RIGHT AXILLARY @@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
FRACTURED LEFT ELBOW@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
FUNGUS, TOES, RIGHT (SKIN OF TOES)@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
FUNGUS, TOES, RIGHT (TOENAILS)@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
GASTROESOPHAGEAL REFLUX@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
GENERALIZED JOINT PAIN@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
GENERALIZED RASH ON BODY@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
HEAT AT INJECTION SITEQ@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
HYPERLIPIDEMIA@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
HYPERTENSION@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
INJECTION AT PAIN SITEQ@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
INJECTION SITE PAIN LEFT ARM@@ 0 0.0,00)  1(0.0) (0.0, 0.0)
INJECTION SITE SORENESS@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
INTERMITTENT MUSCLE PAIN LEFT DELTOID@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
JAMMED RIGHT INGUINAL HERNIA@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
KIDNEY STONE@Q@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
L ARM - SITE INJECTION PAIN@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
L OPEN HEAVINESS@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
LEFT ARM BLEEDING AT INJECTION SITE@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
LEFT ARM PAIN AT INJECTION SITE@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
LEFT FOREARM HIVES@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
LETHARGY@@ 0 0.0,00)  1(0.0) (0.0, 0.0)
LOWER BACK PAIN AND BILATERAL LOWER 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
EXTREMITY PAIN WITH RADICULAR PARESTHESIA@@
MUSCLE ACHES@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
MYALGIA@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
MYOCARDIAL ISCHEMIA- RELATED TO 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
SPONTANEOUS CORONARY ARTERY DISSECTION@@
NECK PAIN@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
PAIN AT INJECTION SITEQ@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
PAIN IN SITE OF INJECTION RIGHT ARM@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
POSITIVE HERPES SIMPLEX VIRUS@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
RENAL CALCULUS, WORSENING@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
RIB INJURY FROM FALL@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
RIGHT ARM PAIN WITH MOTION@ @ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
SHORTNESS OF BREATH@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
SORE LYMPH NODES, NECK, RIGHT@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
SPRAINED LEFT FOOT@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
SPRAINED RIGHT FOOT@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
SWOLLEN AXILLARY LYMPH NODE@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
SWOLLEN LYMPH NODE IN RIGHT AXILLA@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
THROAT ITCHINESS@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
TONGUE AND THROAT SWELLING@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
UPPER BODYRASH DUE TO VACCINE@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
UPPER RESPIRATORY INFECCION@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
URINARY TRACT INFECTION@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
UTERINE FIBROIDS@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
VERTIGO@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
VOMITING@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
WORSENING OF DIZZINESS@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
VASCULAR DISORDERS 65 (0.3) 0.2,0.4) 69 (0.3) 0.2,0.4)
Hypertension 31(0.1) (0.1,0.2) 37 (0.2) (0.1,0.2)
Hot flush 7 (0.0) (0.0, 0.1) 8(0.0) (0.0, 0.1)
Flushing 8(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.0)
Haematoma 3(0.0) (0.0, 0.0) 5(0.0) (0.0, 0.1)
Hypotension 3(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Deep vein thrombosis 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Orthostatic hypotension 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Varicose vein 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Aortic aneurysm 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Arteriosclerosis 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 42.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Hypertensive urgency 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Accelerated hypertension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Aortic dilatation 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diastolic hypertension 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Essential hypertension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypertensive crisis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Intermittent claudication 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphoedema 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Lymphorrhoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pallor 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Phlebitis superficial 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Phlebolith 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Raynaud's phenomenon 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Subgaleal haematoma 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Thrombophlebitis superficial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

Note: MedDRA (v23.1) coding dictionary applied.

Note: Preferred terms with @@ denote uncoded terms.

Note: Data for subjects randomized on or after 100CT2020 are included to comprehensively show all data reported but are
subject to change with additional follow-up.

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

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

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

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 17NOV2020
(16:28)

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output
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Table 43.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — 16-17 Years
of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=138) (N*=145)
System Organ Class n® (%) 95% CI°)  n® (%) (95% CI°)
Preferred Term
Any event 16 (11.6) (6.8, 18.1) 7 (4.8) (2.0,9.7)
GASTROINTESTINAL DISORDERS 1(0.7) (0.0, 4.0) 3(2.1) 0.4,5.9)
Nausea 1(0.7) (0.0, 4.0) 2(1.4) 0.2,4.9)
Diarrhoea 0 (0.0, 2.6) 2(1.4) 0.2,4.9)
Vomiting 1(0.7) (0.0, 4.0) 1(0.7) (0.0, 3.8)
GENERAL DISORDERS AND ADMINISTRATION SITE 15 (10.9) (6.2, 17.3) 5(.4) (1.1,7.9)
CONDITIONS
Pyrexia 10 (7.2) (3.5,12.9) 2(1.4) 0.2,4.9)
Injection site pain 8 (5.8) (2.5, 11.1) 2(1.4) (0.2,4.9)
Chills 4(2.9) (0.8, 7.3) 0 0.0, 2.5)
Fatigue 2(1.4) 0.2,5.1) 1(0.7) (0.0, 3.8)
Pain 3(2.2) (0.5,6.2) 0 (0.0, 2.5)
Injection site erythema 1(0.7) (0.0, 4.0) 0 (0.0, 2.5)
Injection site swelling 1(0.7) (0.0, 4.0) 0 (0.0,2.5)
INJURY, POISONING AND PROCEDURAL 1(0.7) (0.0, 4.0) 0 0.0, 2.5)
COMPLICATIONS
Concussion 1(0.7) (0.0, 4.0) 0 (0.0,2.5)
Facial bones fracture 1(0.7) (0.0, 4.0) 0 (0.0, 2.5)
Road traffic accident 1(0.7) (0.0, 4.0) 0 (0.0, 2.5)
INVESTIGATIONS 1(0.7) (0.0, 4.0) 0 (0.0, 2.5)
Body temperature increased 1(0.7) (0.0, 4.0) 0 (0.0,2.5)
MUSCULOSKELETAL AND CONNECTIVE TISSUE 1(0.7) (0.0, 4.0) 1(0.7) (0.0, 3.8)
DISORDERS
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Table 43.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — 16-17 Years
of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=138) (N?=145)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°
Preferred Term
Myalgia 1(0.7) (0.0, 4.0) 1(0.7) (0.0, 3.8)
NERVOUS SYSTEM DISORDERS 4(2.9) 0.8,7.3)  2(1.4) (0.2,4.9)
Headache 4(2.9) (0.8,7.3)  2(1.4) (0.2,4.9)
RESPIRATORY, THORACIC AND MEDIASTINAL 1(0.7) (0.0, 4.0) 0 (0.0, 2.5)
DISORDERS
Dyspnoea 1(0.7) (0.0, 4.0) 0 (0.0,2.5)

Note: MedDRA (v23.1) coding dictionary applied.

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

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

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

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 18NOV2020
(01:31)

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output

File: ./nda2_unblinded/C4591001 IA P3 2MPD2 LOWAGE/adae s130 cut lowage p23 saf
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Table 44. Number (%) of Subjects Reporting at Least 1 Severe Adverse Event From Dose 1 to
Data Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — 16-17
Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=138) (N*=145)
System Organ Class n® (%) (95% CI®)  nP (%) (95% CI°)
Preferred Term
Any event 2(1.4) 0.2,5.1) 0 (0.0,2.5)
INJURY, POISONING AND PROCEDURAL 1(0.7) (0.0, 4.0) 0 (0.0, 2.5)
COMPLICATIONS
Facial bones fracture 1(0.7) (0.0, 4.0) 0 (0.0,2.5)
Road traffic accident 1(0.7) (0.0, 4.0) 0 (0.0,2.5)
NERVOUS SYSTEM DISORDERS 1(0.7) (0.0, 4.0) 0 (0.0, 2.5)
Headache 1(0.7) (0.0, 4.0) 0 (0.0, 2.5)

Note: MedDRA (v23.1) coding dictionary applied.

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

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

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

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 18NOV2020
(07:42)

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output

File: ./nda2_unblinded/C4591001 TA P3 2MPD2 LOWAGE/adae s130 _cut sev_all low p3 saf
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Table 45. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
1 Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects
for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95%CI°) 0P (%) (95% CI°
Preferred Term
Any event 103 (0.5) (0.4,0.7) 81(0.4) (0.3,0.5)
BLOOD AND LYMPHATIC SYSTEM DISORDERS 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lymphadenopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Neutropenia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Thrombocytopenia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
CARDIAC DISORDERS 14 (0.1) (0.0,0.1) 12(0.1) (0.0,0.1)
Atrial fibrillation 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Acute myocardial infarction 3(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Acute coronary syndrome 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Cardiac failure congestive 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Myocardial infarction 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Angina pectoris 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Angina unstable 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Aortic valve incompetence 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Arrhythmia supraventricular 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Arteriospasm coronary 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bradycardia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery disease 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery dissection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery occlusion 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tachyarrhythmia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tachycardia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Ventricular arrhythmia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Heart disease congenital 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
EAR AND LABYRINTH DISORDERS 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
PFIZER CONFIDENTIAL

Page 225



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

Table 45. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
1 Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects
for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95%CI°) 0P (%) (95% CI°
Preferred Term
Vertigo 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
EYE DISORDERS 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Choroidal neovascularisation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diplopia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Retinal artery occlusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
GASTROINTESTINAL DISORDERS 8(0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Small intestinal obstruction 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abdominal adhesions 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abdominal pain upper 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Colitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diarrhoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diverticular perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Intestinal obstruction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Obstructive pancreatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oesophageal food impaction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pancreatic mass 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pancreatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Salivary gland calculus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
GENERAL DISORDERS AND ADMINISTRATION SITE 4 (0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
CONDITIONS
Chest pain 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Influenza like illness 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Non-cardiac chest pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Shoulder injury related to vaccine administration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Unevaluable event 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 45. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
1 Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects
for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95%CI°) 0P (%) (95% CI°
Preferred Term
Vascular stent occlusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
HEPATOBILIARY DISORDERS 4 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Cholecystitis acute 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Cholelithiasis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bile duct stone 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cholecystitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
IMMUNE SYSTEM DISORDERS 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Anaphylactic reaction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Anaphylactic shock 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Drug hypersensitivity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
INFECTIONS AND INFESTATIONS 25(0.1) (0.1,0.2)  14(0.1) (0.0, 0.1)
Appendicitis 7 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
Pneumonia 3(0.0) (0.0, 0.0) 5(0.0) (0.0,0.1)
Cellulitis 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Urinary tract infection 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Appendicitis perforated 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Diverticulitis 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pyelonephritis 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Suspected COVID-19 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abscess 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abscess intestinal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Brain abscess 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Complicated appendicitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Empyema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Osteomyelitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Peritoneal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 45. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
1 Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects
for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)

System Organ Class n® (%) (95%CI°) 0P (%) (95% CI°
Preferred Term

Peritonitis 0 (0.0,0.0)  1(0.0) (0.0, 0.0)

Pharyngitis streptococcal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

Postoperative wound infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

Pyelonephritis acute 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

Staphylococcal infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

Urosepsis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

INJURY, POISONING AND PROCEDURAL COMPLICATIONS ~ 6(0.0)  (0.0,0.1) 11(0.1)  (0.0,0.1)

Facial bones fracture 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Road traffic accident 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Alcohol poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cervical vertebral fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Colon injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Flail chest 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Foot fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Forearm fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hip fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lower limb fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Multiple injuries 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Overdose 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Procedural haemorrhage 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Skin laceration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Spinal cord injury cervical 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Toxicity to various agents 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Traumatic intracranial haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ulna fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
INVESTIGATIONS 1(0.0) (0.0,0.00  2(0.0) (0.0, 0.0)
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Table 45. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
1 Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects
for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95%CI°) 0P (%) (95% CI°
Preferred Term
Cardiac stress test abnormal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hepatic enzyme increased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
SARS-CoV-2 test positive 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
METABOLISM AND NUTRITION DISORDERS 2 (0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Fluid retention 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperglycaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoglycaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hypokalaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Type 2 diabetes mellitus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
MUSCULOSKELETAL AND CONNECTIVE TISSUE 3(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
DISORDERS
Intervertebral disc protrusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Musculoskeletal chest pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Osteoarthritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Osteochondritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 7 (0.0) (0.0,0.1) 8(0.0) (0.0, 0.1)
(INCL CYSTS AND POLYPS)
Malignant melanoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Adenocarcinoma gastric 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Adrenal gland cancer 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Breast cancer 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Chronic myeloid leukaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hepatic cancer metastatic 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Intraductal proliferative breast lesion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Invasive ductal breast carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Leydig cell tumour of the testis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 45. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
1 Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects
for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95%CI°) 0P (%) (95% CI°
Preferred Term
Meningioma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metastases to central nervous system 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Penile neoplasm 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Prostate cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Uterine leiomyoma 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
NERVOUS SYSTEM DISORDERS 15(0.1) (0.0,0.1) 13(0.1) (0.0, 0.1)
Subarachnoid haemorrhage 4(0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Syncope 1(0.0) (0.0,0.0)  4(0.0) (0.0,0.1)
Cerebrovascular accident 3(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ischaemic stroke 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Transient ischaemic attack 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cerebral infarction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Diplegia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dizziness 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Haemorrhagic stroke 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hemiplegic migraine 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Idiopathic intracranial hypertension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Loss of consciousness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Paraesthesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Transient global amnesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Uraemic encephalopathy 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abortion spontaneous incomplete 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
PSYCHIATRIC DISORDERS 2 (0.0) (0.0,0.0)  4(0.0) (0.0, 0.1)
Suicidal ideation 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Bipolar disorder 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 45. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
1 Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects
for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95%CI°) 0P (%) (95% CI°
Preferred Term
Mental disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Psychotic disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Suicide attempt 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
RENAL AND URINARY DISORDERS 5(0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Nephrolithiasis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Acute kidney injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Renal colic 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Subcapsular renal haematoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Urinary bladder polyp 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Breast hyperplasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ovarian cyst 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ovarian mass 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Uterine prolapse 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 5 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)

Pneumonia aspiration 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pulmonary embolism 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Acute respiratory failure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cough 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dyspnoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoxia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Interstitial lung disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pneumonitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pulmonary mass 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
UNCODED TERM 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
JAMMED RIGHT INGUINAL HERNIA@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 45. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
1 Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects
for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)

System Organ Class n® (%) (95%CI°) 0P (%) (95% CI°
Preferred Term

VASCULAR DISORDERS 5(0.0) (0.0, 0.1) 3(0.0) (0.0, 0.0)
Deep vein thrombosis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hypertension 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Orthostatic hypotension 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Arteriosclerosis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypertensive urgency 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)

Note: MedDRA (v23.1) coding dictionary applied.

Note: Preferred terms with @(@ denote uncoded terms.

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

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

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

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 17NOV2020
(22:02)
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(Table 47) .

Table 46. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
Data Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase
2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N?*=21631)

System Organ Class n® (%) (95%CI) 0" (%) (95% CI9
Preferred Term

Any event 126 (0.6) (0.5,0.7) 111(0.5) (0.4,0.6)

BLOOD AND LYMPHATIC SYSTEM DISORDERS 1(0.0) (0.0,0.0) 3(0.0) (0.0, 0.0)
Thrombocytopenia 0 (0.0,0.0)  2(0.0) (0.0, 0.0)
Anaemia 0 (0.0,0.0)  1(0.0) (0.0, 0.0)
Lymphadenopathy 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Neutropenia 0 (0.0,0.0) 1(0.0) (0.0, 0.0)

CARDIAC DISORDERS 18(0.1) (0.0,0.1) 18(0.1)  (0.0,0.1)
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Table 46. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
Data Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase
2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95%CI9) n° (%) (95% CI9
Preferred Term
Atrial fibrillation 2(0.0) (0.0,0.00 5(0.0) (0.0, 0.1)
Acute myocardial infarction 3(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
Myocardial infarction 1(0.0) (0.0,0.0) 3(0.0) (0.0, 0.0)
Acute coronary syndrome 2(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Angina unstable 1(0.0) (0.0,0.0)0 1(0.0) (0.0, 0.0)
Cardiac arrest 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cardiac failure congestive 1(0.0) (0.0,0.0) 1 (0.0) (0.0, 0.0)
Angina pectoris 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Aortic valve incompetence 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Arrhythmia supraventricular 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Arteriospasm coronary 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Atrioventricular block second degree 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Bradycardia 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Coronary artery disease 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery dissection 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery occlusion 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tachyarrhythmia 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Tachycardia 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Ventricular arrhythmia 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Heart disease congenital 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
EAR AND LABYRINTH DISORDERS 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Vertigo 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
EYE DISORDERS 2(0.0) (0.0,0.00 1(0.0) (0.0, 0.0)
Choroidal neovascularisation 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Diplopia 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
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Table 46. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
Data Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase
2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95%CI9) n° (%) (95% CI9
Preferred Term
Retinal artery occlusion 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
GASTROINTESTINAL DISORDERS 10(0.0) (0.0,0.1) 8(0.0) (0.0, 0.1)
Small intestinal obstruction 3(0.0)  (0.0,0.0) 1(0.0) (0.0, 0.0)
Abdominal adhesions 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Abdominal pain upper 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Colitis 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Diarrhoea 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Diverticular perforation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Gastritis 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Gastrointestinal disorder 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Gastrointestinal haemorrhage 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Intestinal obstruction 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Obstructive pancreatitis 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Oesophageal food impaction 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pancreatic mass 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Pancreatitis 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Pancreatitis acute 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Salivary gland calculus 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
GENERAL DISORDERS AND ADMINISTRATION SITE 5(.0) (0.0,0.1) 5(0.0) (0.0, 0.1)
CONDITIONS
Asthenia 1(0.0) (0.0,0.00 1(0.0) (0.0, 0.0)
Chest pain 1(0.0) (0.0,0.00 1(0.0) (0.0, 0.0)
Death 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Influenza like illness 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Non-cardiac chest pain 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Shoulder injury related to vaccine administration 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
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Table 46. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
Data Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase
2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95%CI9) n° (%) (95% CI9
Preferred Term
Unevaluable event 0 (0.0,0.0)  1(0.0) (0.0, 0.0)
Vascular stent occlusion 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
HEPATOBILIARY DISORDERS 6(0.0) (0.0,0.1) 3(0.0)  (0.0,0.0)
Cholecystitis acute 0 (0.0,0.0)  3(0.0) (0.0, 0.0)
Cholecystitis 2(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Cholelithiasis 2(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Bile duct stone 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Biliary colic 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
IMMUNE SYSTEM DISORDERS 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Anaphylactic reaction 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Anaphylactic shock 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Drug hypersensitivity 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
INFECTIONS AND INFESTATIONS 27(0.1)  (0.1,02) 17(0.1)  (0.0,0.1)
Appendicitis 7(0.0) (0.0,0.1) 2(0.0) (0.0, 0.0)
Pneumonia 3(0.0)0 (0.0,0.0) 5(0.0) (0.0,0.1)
Cellulitis 2(0.0) (0.0,0.0) 2(0.0) (0.0, 0.0)
Diverticulitis 3(0.0) (0.0,0.0) 0 (0.0, 0.0)
Urinary tract infection 2(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
Appendicitis perforated 1(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
Pyelonephritis 2(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Suspected COVID-19 2(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Abdominal abscess 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Abscess 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Abscess intestinal 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Brain abscess 0 (0.0,0.0)  1(0.0) (0.0, 0.0)
Complicated appendicitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 46. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
Data Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase
2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95%CI9) n° (%) (95% CI9
Preferred Term
Empyema 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Escherichia urinary tract infection 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Meningitis bacterial 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Osteomyelitis 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Peritoneal abscess 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Peritonitis 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Peritonsillar abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pharyngitis streptococcal 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Postoperative wound infection 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Pyelonephritis acute 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Sepsis 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Staphylococcal infection 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Urosepsis 0 (0.0,0.0)  1(0.0) (0.0, 0.0)
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 8(0.0) (0.0,0.1) 12(0.1) (0.0,0.1)
Facial bones fracture 2(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Overdose 2(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Road traffic accident 1(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
Alcohol poisoning 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Cervical vertebral fracture 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Colon injury 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Femur fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Flail chest 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Foot fracture 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Forearm fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hip fracture 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Lower limb fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 46. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
Data Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase
2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95%CI9) n° (%) (95% CI9
Preferred Term
Multiple injuries 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Procedural haemorrhage 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Skin laceration 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Spinal cord injury cervical 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Toxicity to various agents 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Traumatic intracranial haemorrhage 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Ulna fracture 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Upper limb fracture 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
INVESTIGATIONS 2(0.0) (0.0,0.00 2(0.0) (0.0, 0.0)
Blood potassium decreased 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Cardiac stress test abnormal 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Hepatic enzyme increased 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
SARS-CoV-2 test positive 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
METABOLISM AND NUTRITION DISORDERS 2(0.0) (0.0,0.00 6(0.0) (0.0,0.1)
Hypoglycaemia 0 (0.0,0.0) 2(0.0) (0.0, 0.0)
Type 2 diabetes mellitus 0 (0.0,0.0) 2(0.0) (0.0, 0.0)
Diabetes mellitus 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Fluid retention 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Hyperglycaemia 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Hypokalaemia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)

MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 3 (0.0)  (0.0,0.0) 4(0.0)  (0.0,0.0)

Intervertebral disc protrusion 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)

Osteoarthritis 1(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)

Musculoskeletal chest pain 0 (0.0,0.0)  1(0.0) (0.0, 0.0)

Osteochondritis 1(0.0) (0.0,0.0) 0 (0.0, 0.0)

Scleroderma 0 (0.0,0.0)  1(0.0) (0.0, 0.0)
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Table 46. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
Data Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase
2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95%CI9) n° (%) (95% CI9

Preferred Term

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL 11(0.1) (0.0,0.1) 8(0.0) (0.0,0.1)
CYSTS AND POLYPS)

Invasive ductal breast carcinoma 1(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
Malignant melanoma 1(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
Acute myeloid leukaemia 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Adenocarcinoma gastric 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Adrenal gland cancer 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Bladder cancer 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Borderline serous tumour of ovary 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Breast cancer 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Chronic myeloid leukaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hepatic cancer metastatic 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Intraductal proliferative breast lesion 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Leydig cell tumour of the testis 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Meningioma 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Metastases to central nervous system 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Penile neoplasm 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Prostate cancer 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Uterine leiomyoma 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
NERVOUS SYSTEM DISORDERS 18 (0.1) (0.0,0.1) 16(0.1) (0.0,0.1)
Cerebrovascular accident 4(0.0) (0.0,0.00 1(0.0) (0.0, 0.0)
Subarachnoid haemorrhage 4(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
Syncope 1(0.0) (0.0,0.0) 4(0.0) (0.0, 0.0)
Ischaemic stroke 1(0.0) (0.0,0.0) 2(0.0) (0.0, 0.0)
Dizziness 1(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
Transient ischaemic attack 2(0.0) (0.0,0.0) 0 (0.0, 0.0)
PFIZER CONFIDENTIAL

Page 239



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

Table 46. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
Data Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase

2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95%CI9) n° (%) (95% CI9
Preferred Term
Amnesia 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Cerebral infarction 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Diplegia 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Encephalopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Haemorrhagic stroke 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Hemiplegic migraine 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Idiopathic intracranial hypertension 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Loss of consciousness 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Paraesthesia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Paraparesis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Toxic encephalopathy 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Transient global amnesia 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Uraemic encephalopathy 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 0 (0.0,0.0)0 2(0.0) (0.0, 0.0)
Abortion spontaneous incomplete 0 (0.0,0.0)  1(0.0) (0.0, 0.0)
Retained products of conception 0 (0.0,0.0)  1(0.0) (0.0, 0.0)
PSYCHIATRIC DISORDERS 3(0.0) (0.0,0.0) 5(0.0) (0.0,0.1)
Bipolar disorder 0 (0.0,0.0)  2(0.0) (0.0, 0.0)
Suicidal ideation 0 (0.0,0.0)  2(0.0) (0.0, 0.0)
Disorientation 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Mental disorder 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Psychotic disorder 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Suicide attempt 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
RENAL AND URINARY DISORDERS 6(0.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Nephrolithiasis 3(0.0)  (0.0,0.0) 1(0.0) (0.0, 0.0)
Renal colic 1(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
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Table 46. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
Data Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase
2/3 (All Subjects) — Safety Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95%CI9) n° (%) (95% CI9
Preferred Term
Acute kidney injury 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Subcapsular renal haematoma 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Urinary bladder polyp 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 2 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Breast hyperplasia 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Ovarian cyst 1(0.0) (0.0,0.0) 0 (0.0, 0.0)
Ovarian mass 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Uterine prolapse 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 7 (0.0) (0.0,0.1) 5(0.0) (0.0, 0.1)
Pulmonary embolism 2(0.0)  (0.0,0.0) 1(0.0) (0.0, 0.0)
Acute respiratory failure 2(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Interstitial lung disease 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Pneumonia aspiration 1(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
Cough 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Dyspnoea 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Hypoxia 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Pneumonitis 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Pulmonary mass 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
SURGICAL AND MEDICAL PROCEDURES 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
Hospitalisation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
UNCODED TERM 3(0.0)  (0.0,0.0) 1(0.0)  (0.0,0.0)
BILATERAL PULMONARY EMBOLISM@@ 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
JAMMED RIGHT INGUINAL HERNIA@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
LOWER BACK PAIN AND BILATERAL LOWER EXTREMITY  1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
PAIN WITH RADICULAR PARESTHESIA@@
SHORTNESS OF BREATH@@ 1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
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Table 46. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
Data Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase
2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)

System Organ Class n® (%) (95%CI9) n° (%) (95% CI9
Preferred Term

VASCULAR DISORDERS 5(.0) (0.0,0.1) 3(0.0) (0.0, 0.0)
Deep vein thrombosis 1(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
Hypertension 2(0.0)  (0.0,0.0) 0 (0.0, 0.0)
Orthostatic hypotension 0 (0.0,0.0) 2(0.0) (0.0, 0.0)
Arteriosclerosis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypertensive urgency 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)

Note: MedDRA (v23.1) coding dictionary applied.

Note: Preferred terms with @(@ denote uncoded terms.

Note: Data for subjects randomized on or after 100CT2020 are included to comprehensively show all data reported but are
subject to change with additional follow-up.

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

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

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

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 17NOV2020
(22:02)

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output

File: ./nda2_unblinded/C4591001 TA P3 2MPD2/adae_s130 sae all p23 saf
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Table 47.  Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From Dose 1 to
Data Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — 16-17
Years of Age — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=138) (N*=145)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Any event 1(0.7) (0.0, 4.0) 0 (0.0, 2.5)
INJURY, POISONING AND PROCEDURAL 1(0.7) (0.0, 4.0) 0 (0.0, 2.5)
COMPLICATIONS
Facial bones fracture 1(0.7) (0.0, 4.0) 0 (0.0, 2.5)

Note: MedDRA (v23.1) coding dictionary applied.

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

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

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

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 18NOV2020
(01:32)

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output

File: ./nda2_unblinded/C4591001 IA P3 2MPD2 LOWAGE/adae s130_ser lowage p3 saf
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Table 48.  Number (%) of Subjects Withdrawn Because of Adverse Events From Dose 1 to 1

Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects
for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95%CI9) n’ (%) (95% CI°)
Preferred Term
Any event 34 (0.2) (0.1,0.3)  25(0.1) (0.1, 0.2)
BLOOD AND LYMPHATIC SYSTEM DISORDERS 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphadenopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
CARDIAC DISORDERS 3(0.0) (0.0, 0.0) 3(0.0) (0.0, 0.0)
Acute myocardial infarction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Atrial fibrillation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Cardiac failure congestive 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Coronary artery disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery occlusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tachycardia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
EAR AND LABYRINTH DISORDERS 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 48.  Number (%) of Subjects Withdrawn Because of Adverse Events From Dose 1 to 1
Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects
for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95%CI9) n® (%)  (95% CI°)
Preferred Term
Deafness unilateral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vertigo 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
EYE DISORDERS 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eye pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
GASTROINTESTINAL DISORDERS 5(0.0) (0.0,0.1) 4(0.0) (0.0,0.1)
Diarrhoea 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Abdominal discomfort 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abdominal pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abdominal pain upper 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diverticular perforation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dysphagia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nausea 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Paraesthesia oral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
GENERAL DISORDERS AND ADMINISTRATION SITE 7 (0.0) (0.0, 0.1) 1(0.0) (0.0, 0.0)
CONDITIONS
Injection site pain 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chills 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Facial pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Fatigue 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site dermatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site swelling 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pyrexia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Swelling face 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Unevaluable event 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
IMMUNE SYSTEM DISORDERS 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 48.  Number (%) of Subjects Withdrawn Because of Adverse Events From Dose 1 to 1
Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects

for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95%CI9) n® (%)  (95% CI°)
Preferred Term
Allergy to vaccine 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 6 (0.0) (0.0,0.1) 4(0.0) (0.0, 0.1)
Exposure during pregnancy 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Maternal exposure during pregnancy 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Alcohol poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ankle fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Fall 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Flail chest 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
INVESTIGATIONS 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Heart rate irregular 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
MUSCULOSKELETAL AND CONNECTIVE TISSUE 5(0.0) (0.0,0.1) 0 (0.0, 0.0)
DISORDERS
Muscular weakness 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Muscle spasms 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Myalgia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pain in extremity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
(INCL CYSTS AND POLYPS)
Adenocarcinoma gastric 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metastases to central nervous system 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
NERVOUS SYSTEM DISORDERS 5(0.0) (0.0,0.1) 6(0.0) (0.0,0.1)
Headache 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dizziness 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Cerebral infarction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Haemorrhagic stroke 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Parkinsonism 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 48.  Number (%) of Subjects Withdrawn Because of Adverse Events From Dose 1 to 1
Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects

for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n® (%) (95%CI9) n® (%) (95% CI°)
Preferred Term
Syncope 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Transient ischaemic attack 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
PSYCHIATRIC DISORDERS 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Anxiety 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Depression 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Schizophrenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Suicide attempt 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
RESPIRATORY, THORACIC AND MEDIASTINAL 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
DISORDERS
Pulmonary embolism 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Urticaria 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Diabetic foot 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Night sweats 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
UNCODED TERM 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
FATIGUE@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
UPPER BODYRASH DUE TO VACCINE@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
VASCULAR DISORDERS 1 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Arteriosclerosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypertension 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
PFIZER CONFIDENTIAL

Page 247



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 BARICRE S 2 BEERF A

Table 48.  Number (%) of Subjects Withdrawn Because of Adverse Events From Dose 1 to 1
Month After Dose 2, by System Organ Class and Preferred Term — ~38000 Subjects
for Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)
System Organ Class n’ (%) (95%CI9) n" (%) (95% CI°)

Preferred Term

Note: MedDRA (v23.1) coding dictionary applied.

Note: Preferred terms with @@ denote uncoded terms.

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

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

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

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 18NOV2020
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Table 49.  Number (%) of Subjects Withdrawn Because of Adverse Events From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°)  n" (%) (95% CI°)
Preferred Term
Any event 37(0.2) (0.1,0.2) 30 (0.1) (0.1,0.2)
BLOOD AND LYMPHATIC SYSTEM DISORDERS 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphadenopathy 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
CARDIAC DISORDERS 4(0.0)  (0.0,0.0)  4(0.0) (0.0, 0.0)
Acute myocardial infarction 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Atrial fibrillation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Cardiac arrest 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cardiac failure congestive 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Coronary artery disease 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery occlusion 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Myocardial infarction 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Tachycardia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
EAR AND LABYRINTH DISORDERS 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Deafness unilateral 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vertigo 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
EYE DISORDERS 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eye pain 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
GASTROINTESTINAL DISORDERS 5(0.0) (0.0,0.1) 5(0.0) (0.0, 0.1)
Diarrhoea 1(0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Abdominal discomfort 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abdominal pain 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abdominal pain upper 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diverticular perforation 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dysphagia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 49.  Number (%) of Subjects Withdrawn Because of Adverse Events From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°)  n" (%) (95% CI°)
Preferred Term
Nausea 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Paraesthesia oral 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
GENERAL DISORDERS AND ADMINISTRATION SITE 7(0.0) (0.0, 0.1) 3(0.0) (0.0, 0.0)
CONDITIONS
Fatigue 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Injection site pain 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chills 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Death 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Facial pain 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site dermatitis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site swelling 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pyrexia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Swelling face 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Unevaluable event 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
IMMUNE SYSTEM DISORDERS 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Allergy to vaccine 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)

INJURY, POISONING AND PROCEDURAL COMPLICATIONS ~ 7(0.0)  (0.0,0.1)  4(0.0) (0.0, 0.0)

Exposure during pregnancy 3(0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Maternal exposure during pregnancy 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Alcohol poisoning 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ankle fracture 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Fall 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Flail chest 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
INVESTIGATIONS 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Heart rate irregular 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 49.  Number (%) of Subjects Withdrawn Because of Adverse Events From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°)  n" (%) (95% CI°)
Preferred Term
MUSCULOSKELETAL AND CONNECTIVE TISSUE 5(0.0) (0.0, 0.1) 0 (0.0, 0.0)
DISORDERS
Muscular weakness 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Muscle spasms 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Myalgia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pain in extremity 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
(INCL CYSTS AND POLYPS)
Adenocarcinoma gastric 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metastases to central nervous system 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
NERVOUS SYSTEM DISORDERS 5(0.0) (0.0, 0.1) 7(0.0) (0.0, 0.1)
Headache 3(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Dizziness 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Amnesia 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Cerebral infarction 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Haemorrhagic stroke 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Paraparesis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Parkinsonism 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
Syncope 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Transient ischaemic attack 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
PSYCHIATRIC DISORDERS 4(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Depression 2(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Anxiety 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Schizophrenia 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Suicide attempt 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
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Table 49.  Number (%) of Subjects Withdrawn Because of Adverse Events From Dose 1 to Data
Cutoff Date (14NOV2020), by System Organ Class and Preferred Term — Phase 2/3
(All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI°)  n" (%) (95% CI°)
Preferred Term
RESPIRATORY, THORACIC AND MEDIASTINAL 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
DISORDERS
Pulmonary embolism 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 3(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Urticaria 1(0.0) (0.0, 0.0) 2(0.0) (0.0, 0.0)
Diabetic foot 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Night sweats 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
UNCODED TERM 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
FATIGUE@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
UPPER BODYRASH DUE TO VACCINE@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
VASCULAR DISORDERS 1(0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
Arteriosclerosis 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypertension 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)

Note: MedDRA (v23.1) coding dictionary applied.

Note: Preferred terms with @@ denote uncoded terms.

Note: Data for subjects randomized on or after 100CT2020 are included to comprehensively show all data reported but are
subject to change with additional follow-up.

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

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

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

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 17NOV2020
(21:45)

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output
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%mmm®5% TBERFIEICE > T2 EFHRITB W TERB R ORE RICHKRIICERDOH 5 74
u»u &) 6“7275)’) 71:_0

5.6. FR KRR AE OO FH

BNT162-01 BRI L TN C4591001 DF 1 AHE Sy T M B M Al 2 284 U 7=, BRPRPT RAZ RS
W BIR8R T 7 F % OERRAEE R EILERD b o Tz,

5.6.1. FRRREMEOFEAE — BNT162-01 3B

BRI AE O AN O FEM 2 M5.3.5.1 BNT162-01 JEBRAFEHR S E 12 THB L OIM2.7.4 THIZ R L,
PLFICERT 5,

BNT162-01 iRER D 1 fHEH 0 CTlx, V7 FUBEHENENORHERET 1 R BERKZS L0022
(o] H SR |2 B AR MR AT A % S50 L 7=,

AR

ME AR AR ORFUTEN TH 7=, BNTI162b1 30 pg B LY 50 pg BEDOS 1 41T
Day 2 72 5 ONZ BNT162b2 1 pg B 1 51T Day 8 12 C FUGHEE A OS2 EF-M580 Hii= LIk
1%, BRRAICEROH D5 REIIRD LN o1, ZHDOBEEIL, F D% O KREIR I HLUE
EIZR Y, BRI BITRD bR Tz,

[ FHIRE

MRFHIRRAEIZER D Do FRZ X, 1B HE#fE% 1~2 BRSO b Y N ERE O —i
YD T o1, ZHHDWAIE, FD%OKEE (Day8) £ TIZHHEICEIE L, EEMZ
WRSSHLIBIEILFE O DI o T2, BRI Y VR EREL DD O BUEE X BNT162b1 |2 i
L T BNT162b2 Tl&hr o> 7=,

BNT162b1 (ZBI L C 1 pg B 1 5T Day 29 (2 U >/ Bk D EH MG S o, FRREZRO
& D MIRFHIRREE DO ZACITRD IR0 Tz, RERITIEERT 7 F 6 & B O & 5 EiR
MEROOLIAEFRLE LRI, BFET L L7 2R BHEFER 8 ARFICIHA LT,

5.6.2. BRERREME DOFEA — C4591001 FER
PR AE O FHH OFE 2 M 5.3.5.1 C4591001 {RBRAFEM S £ 12.1.5 IR L, LLUFICERNT
6 o

B RS TIE, V2 F Ui SO HER (WFERE) T 1 R EER%S 02 [EH
PR RE R A S 2 3206 L 72, 7235, BNTI162b1 100 g DEEFE %32 1 7= Fi g (18~55
%) TIE, BUSIEMED -8, IRC OPEICHE-> TRIHED 2 [Bl H ORI 34T o312 2 [B] H #4f#
IZ10pg & L, 100 pg O A I L7z,

MEAECFERE
MEAA LR EER Y ORFITENTH 72, BMAEME I BNT162b1 123D b,
BNT162b2 (2 1 F DA ALz, 10 pg FHOF G 1 FlIEO bV LV EVREE, A7
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V==V JTRHZ 7 L— K2 (PR | 1 B HEERR 1~3 BRFIZZ L— R 3 (HE) otz
D, FOH% 6~8 HEFETIZZ L— 1 (R (8P L7,

I FHIRE

MARFHIRRA TR b o F 20X, 1 BB #fE% 1~3 BRSO b Y N ERE O —i
PO [FEHEME IR (LLN) @ 0.8 f5Rii] THo7z, ZNHOEADIE, To%okKE (1[E
H Mt 6~8 HEfF) £ CIZILUEICmIE Uiz, 2REIZ U o/ ERE DD O B E 1
BNT162b1 (Zkb#E L C BNT162b2 TR, 1FEAEDENIZ L— R 1 () Fmik2 (P45
E) Tholz,

5.7. = DO L EMFHE — C4591001 FER
F DO DL EMRRAT OFE RO FEM A M2.7.4 THIZFEHE L, LLTFICERNT 5,

5.7.1. EJE COVID-19
4113 TEIZE#E L EHEICH/EY, T COVID-19 fe &R 3 L OVERER 2 3 F4f L 7=,

TR BRI N 21 = CIXESE COVID-19 MEERI D=4V o 7 & EE%ED 1 oL L CHEFNCHE
L7223, FIEEMEIZIZEL o T, BIEHIORKY-% 7 7 B REEOYERE N D772, VAED
(VAERD 25 7T0) O EF L R TN LRIy,

55 2/3 FAERSY CE N L 7= ESE COVID-19 W E B OB MR ML 4.3.1.3.2 T (PN BL W
43232 H (FAESRNT) (TR LTz,

5.7.2. iR

C4591001 REBRDF —Z FH~ A7 H (20204 11 H 14 B) WA T, B 23 flOgERE DR
TRV T — 2 _R—ACMEEN, TDHH 9 FNIIFEZFHICY 7 F oI d 1k L
Too BlEFEE, IO OWBRE OWEIRER 2B 5,

5.7.3. B is

Bt (ADR) XV 7 F U N YEHER L X L w2002 48 THLHEEZ BN
HEEREZRTHY, C4591001 FABRDFE 2/3 FHE D CTRIE LT, affllad M2.7.4 THIZFE#H LT-,
ADR OFHZ I SUSFEEDO HRE L & D,

2020 4 11 H 14 A EE, BNTI162b02 BED &% B3, BOtFUMEARAT o 524 [ T I HLAE FE H3 i
HTEHEE (10%LLE) Tho7- ADRIZUTFOLEEY TH A,

o TEHITEAIIENE - 3455/4108 (84.1%)
o JEY7 1 2585/4108 (62.9%)

o UHJA : 2265/4108 (55.1%)

o PR : 1573/4108 (38.3%)

o HZE :1312/4108 (31.9%)

o [HEIR : 968/4108 (23.6%)

o JEE\ : 582/4108 (14.2%)
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2020 4 11 H 14 HRESORZ ST ER OB ERFLT — 20D, 77 B REEOMEZ X RIC
BNTI62b2 BETIE THFE D — TR & X 57~ ADR Z FatlZ s L7,

o UL UHIE : BNT162b2 B 64/18,801 (0.3%) , 77 &R 6/18785 (0.0%)

5.8. ¥eill 2 BEEER LUK T IR T 5 L2
Rl 22 BE LRI LOMRIL TIC BT 2 L EMEOFEMIT M2.7.4 IR L, BLFIZERN LT,

5.8.1. EEE

BNT162b2 (30 ug) OISOk L OEZINED BRIRHIGIZIE 65 Ml EO#ERE DT —
MEENTND

AT O T IR TdH 5 C4591001 7RBRIL, 25 1 FHERSY O H ER%E T 65~85 i DAEHnE &
LT 65 mf % DU 2 A AN, K0 RE 725 2/3 FBERS> C 55 ik & 8 2 2 M linfE | gk
ERLA AT, MR X OVREEOT — Z NI L 0 15 b= milmE O 5 1 MRS DRk F
(53 ) IZHEWVTH 2y (543 TENEMREL, IHIZHE3IME B5H) THOLLLE

g O EE GRS L O e T — 2 2t LT,

TRTOMTEIGE & B OMICGLRMNRZENRBO LN TS, T7hbh, EiETALN
2 BOGFEMENE X 0 2 CHEMEVWEM 2 H 0, BEE RS RS b ERB I THETHL,

BT RANCHERICBEET 2 Z L mb N TS, &KE LT, BEATLTWVWAIFRK

T—HND, @EREICBTARINEET 0T 7 A VT OGARETHY, VI F D 2[H
BRI X DR GEISED T ET VANREIN TS, S5, EiEicsnTaahitto
EHIRNTCTdH 5 VE 13 90%8R TH 0 Fiing & FIFRE Th - 7=,

AHFER AT, BRT —2 2D O REE BT 5V 7 F v OREB LOAMEETH 6T
bo, LnLRns, U7 F UK DminE ORISHHEREN & S TRE TR0 E S
% WIRELS 3 DARMLIT A2,

5.8.2. /R

ARHFERE AT 16 IATH OWERE (T H51T 2 BNT162b2 D2 2MEds L OVE RIS STV 72
VY,

INBIZBIT 20 7 F o ~ORIEORHRZH 50T D720, WNREXGRE LU 7 F 185
Etl ;’C 1mmun0br1dg1ng RRICEFTHTETH D,

5.8.3. FEER L ORI OFEH

BNT162-01 BRI L OV C4591001 3Bk & & IR F 72 13 ABOSINI A wE@#s & L

BNT162-01 #BROZE 1 ABES TIL 20204 8 H 13 DT —F B v b4 7 A% CITIFIEOH I
IR T,

C4591001 REBRDF —Z FH~ A7 H (20204 11 A 14 ) WA T, B 23 HlogERE DR
TRV T — 2 _R—ACMEEN, TDHH 9 FNIIFEZFEHICY 7 F YR d 1k L
7= (5721 , BlEfex, 2D OWRE OIFIER 2B 5.
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T_RTOFRIE, SRR, BREFIIZDOMOEERIRITO) 27 26T 5, BEATF
HEERT —ENA T4 THH-D, HEIZ BNTIO2b2 28 L= U 7 F o AfE> UV A7 %
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W COAFERBRITEITR TH Y, KRHEFERELTIIE T LT ARV, A5 - 384 F R
(DART) DO#EE (L) 1220204 12 AICAFET L TETH D,

FFIHIZINT, BNTI62b2 U 7 F U B O FRIR B Fs KOV BNT162b2 & 72 13 RHA O FERE IR
RENFLITIC RIE LB D IBEN A EEH, S HICRALIC L AER L O Lo ZE4
LUBENRD D, PHERAKLE L2V 7 F AL TUL, BMEOEHEREZ DL DNRY 7 F 12
XD TR SN D EBICK L TEETH D,

5.84. HEAREE ~DOEFE

EIEREOREEIZH D F 71T mZMHEEEZZ T CTODEE, U7 T I L5 0 IREN
BT 522355, FEMERBRTH D C4591001 RERITIE, EFHRGBERDIREEE 7-130
EEHIRIE DR 2 AT 5 BEDHEAANAREE Lz (5.5.1 1H) 7%, KHFERET, YZhE
ERICBIT DTV F o OLEMICET AT —Z IR LTS,

585 ZDMOREMICET2EESEE
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C4591001 FABRTIE, 24 FEILANIC 30 ug B X DIRER Y 7 F 2 OB 1T - e SR I &R 5
T L7z (REMEI M5.3.5.1 C4591001 1R F2hi it 8.4 A S M) o IR OAPUEFRIC X
0, 52 BlOWEERE N T B 2B 2 72 BNT162b2 O 43217 7= (BNT162b2 O T/ & 30 pg

TIE72< S8 pug M) . 20 ORERE CROGSRME E 72138 EFLOEINITERD bt/
776

HELAH, BEDUERR L OKBEERSR
ML
H BhBLIEER S X OSBRI 0§~ 2 B & 1o 1M RE D [ E

H 8 HE L3 L ORI EIC 55 BNT162b2 OB T80 LDy, FEFIT/hSNnEE %
SY IR

5.9. ZEMDOkE R
5 1 ARE Sy

FIH i8R Td 5 BNT162-01 IREROE | FHER SN OEONT-FER LV, 18~55 MmOt AICE
VT BNT162b1 36 XUV BNT162b2 13RO BRMEITFFAFIIETH D, THIL WLtk A
LR IR D> 72, BNT162b2 O &N WSS L OE EHGOBBUBE 72 6 ONT
HEAEE N BRI 83EO Siviz, KOSFEMEOBEIEEDITE A CITBRENLREETH Y,
BREL IR (BEREML 1~2 BLAN) TIERL, AEFHS T 07 7 A VB X OERBR AL R
5 b ZEMOBESITIRIB SR o T,
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C4591001 FABROE 1 FHE DN OHELNTFER T, FHhE (18~55) B L OEEE (65~85
%) 12V T BNT162b1 38 K TYBNT162b2 (322 D BB MITHFARETH Y, T LWL
MR RITRRD Do o, BOBEMER KO EHGUI RIS E & buls LT mEinE ok
FEDORBIMEE BIE<, E-2AL LT BNT162b2 O BN IEEMEE 23 54 57
DHrHITz, BOSFEYEDIZ & A EITRED G HREE Ch » #ifEtz, IR THA L., AEF
G707 7 AN LLEEEDBRSITIRBR SN o T2, BERRAEOANCIX, 1[5 H %I
TRTOERBEL LOHERETY VRO — @O 2338 H=2%, # 1HEBCEkL,
ZOMIZERRABEEIL /2 <, BRPICERO D DL EITEZ LN ho T,

RNA DU FUFIBA v =T xa 8T 52 E0NMbNTEYS, [Hf 2 —T
XY REROBIEERZRET L, F72, UV BRO—iBMEOBEIR L OESAMIZEE LT 524,
UL RERD Z OR#R ) N KT, UL RERBAEET 5 2 & 72 < R b — R BB
L, WOFRRE TITMEIc R > T\ b,

% 2 HRELSY

C4591001 FRERODEF 2 FHERSr D 360 Fl> HAF ST REFR TIL, 18~85 DK AIZFR T
BNT162b2 30 pg i34 CERRMITFFRATRETH -7, MIGHFEMEB L O EFZOREELE B LV
FEEBE XK, F8mmE SSULT) S L CElpiE (56 bl |) TR
7o BOSHEMOEIEEDIZE A EITRENLHEETH Y, BEEZOEHMTHA L GEBL
HOHRYEIIBREE S 1~3 B THY, BEAND 1~3 BRICHELE) . AEFR o774
NS EEMICET D ERRESIIRE SN R hoTz, T—X v bA7H (EAEEE, D
2 ey 2 HHOBHGAEZ KB £ TOREMEORBRETIE, 16BRY 7 F 8/ L BED &
LEEDHERGORIIT /L, AEFRICLD2HIE LD oz, T—X Ty b4 T HOR
ST, BNTI162b2 BED EilinfE TIRER Y 7 F U4/ L B#E D72 W BT (Mg L) 23 1 G ST
W5, B2MAESOREEORRIT, B 1S OREEORKE (BB XOERER) & —
H LT\,

55 3 FHER Y
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DOWERE]T O LNT-RER TIEL, BNTI162b2 30 ug 1% 16 ik LL EOHBRE B W TLZETH Y 2
RHETFFAERE Th oo, RIGHEMR L OEEFROEEE I L ORBUHE IX 2K,
FitinlE (55 LA T) & UCElinig (56 ikl k) TR o7, BOSEMED FHAE T i E X
FOVEHE & DTN G HEETH V HHIF CHK Lz GEBLH O IENEREZE 1~3
A, Z8% 1~2 ARICIER) . £, AFFELT 07 7 A A0 LEEMHICET BRI RS S
Nighnotz, EERATERB IO TCORIIL, MAANONT-WREREEET DL LD
WEEZBN, TORBBEEITIBNTIRR fEL 7T B REECRIRE ThHoTm, BEFRIZLD
Wk OBEE © SRR, BNTIRD2 BEE 77 v AR CRIRE Th-oT-, ZoreM7n 7y
AV, 2R BEREL D72 &S 2 » AMOBERGREE 2 SEh L 72858 # ) 19,000 1] & FIEET
BT,

T—H v A7 H Q0204 11 A 14 A) WS T 44,000 Bl 25 AL, 1RERD 7 F L Hefth
DB 2R & 70 BRE Dy B DI LM OFERIE, BEL TR 38,000 i35 XKUY 19,000 4]
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QEHEMEZ DR LS 2 3 HOBWGREELZF LI-WRE) OFEFERL T 7 7 AL LR
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Figure 12. Geometric Mean and 95% CI: SARS-CoV-2 Serum Neutralizing Titer 50 — BNT162b1 — Immunogenicity Set
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Figure 13. Geometric Mean and 95% CI: SARS-CoV-2 Serum Neutralizing Titer 50 — BNT162b2 — Immunogenicity Set
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Figure 14. Fold Increase from Baseline in Functional 50% SARS-CoV-2 Neutralizing Antibody
Titers — BNT162b1 and BNT162b2 — Immunogenicity Set
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Geometric mean fold increase (GMFI) from baseline in 50% SARS-CoV-2 neutralizing antibody titers
with 95% Cls. Arrowheads indicate baseline (Dose 1, Day 1) and Dose 2 (Day 22). The 60 ng BNT162b1
group did not receive Dose 2. Dotted horizontal line represents seroconversion threshold (fold increase
>4).

Figure 15. Frequency of Participants with >4-Fold Rise in SARS-CoV-2 GMT - BNT162b1 and
BNT162b2 — Immunogenicity Set
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Seroconversion is defined as a >4-fold increase of functional antibody response compared to baseline.
Note: at the time of the cut-off date for this report, only limited data for the 20 pg dose level were
available (7 sera evaluable for Day 29, 4 sera evaluable for Day 43).
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Figure 16. Geometric Mean and 95% CI: SARS-CoV-2 Serum Neutralizing Titer 50 — Phase 1 — 18 to 55 Years of Age, BNT162b1 — Evaluable
Immunogenicity Population
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Abbreviations: GMT = geometric mean titer; NT50 = 50% neutralizing titer; SARS-CoV-2 = sewvere acute respiratory syndrome coronavins 2.
Wote: Dotz present individual antibody levels.

Mate: Murnber within each bar denotes geometiic mean.

PFIZER. CONFIDENTIAL EDTM Creation: 173EP2020 (22:01) Sowree Data: adwa Table Generation: 1723EP2020 (23:29)

(Cutoff Date: 24 ATG2020, Enapshot Date: 173EP2020) Output File: /mda®/C4591001_TA Pl Serclogyfadva_f002_sars 50 18 bl pl
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Figure 17. Geometric Mean and 95% CI: SARS-CoV-2 Serum Neutralizing Titer 50 — Phase 1 — 65 to 85 Years of Age, BNT162b1 — Evaluable
Immunogenicity Population
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Time Point
Abbreviations: GMT = geometric mean titer; NT50 = 50% neutralizing titer; SARS-CoWV-2 = sewvere acute respiratory syndrome coronavins 2.
Wote: Dotz present individual antibody levels.
Wote: Mumber within each bar denotes geometric mean.

PFIZER CONFIDENTIAL SDTM Creation: 173EP2020 (22:01) Source Data: adwa Table Generation: 173EP2020 (23:29)
(Cutoff Date: 24 ATG2020, Enapshot Date: 173EP2020) Output File: /mda®/C4591001_TA Pl Serclogyfadva_f002_sars 50 65 bl pl
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Figure 18. Geometric Mean and 95% CI: SARS-CoV-2 Serum Neutralizing Titer 50 — Phase 1 — 18 to 55 Years of Age, BNT162b2 — Evaluable
Immunogenicity Population
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Time Point
Abbreviations: GMT = geometric mean titer; NT50 = 50% neutralizing titer; SARS-CoWV-2 = sewvere acute respiratory syndrome coronavins 2.
Wote: Dotz present individual antibody levels.
Wote: Mumber within each bar denotes geometric mean.

PFIZER CONFIDENTIAL SDTM Creation: 173EP2020 (22:01) Source Data: adwa Table Generation: 173EP2020 (23:29)
(Cutoff Date: 24 ATG2020, Enapshot Date: 173EP2020) Output File: /mda®/C4591001_TA Pl Serclogyfadva_f002_sars 50 18 b2 pl
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Figure 19. Geometric Mean and 95% CI: SARS-CoV-2 Serum Neutralizing Titer 50 — Phase 1 — 65 to 85 Years of Age, BNT162b2 — Evaluable
Immunogenicity Population
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Time Point
Abbreviations: GMT = geometric mean titer; NT50 = 50% neutralizing titer; SARS-CoWV-2 = sewere acute respiratory syndrome coronavims 2.
Woate: Dotz prezent individual antibody lewvels.
Wote: Mumber within each bar denotes geometric mean.

PFIZER. CONFIDENTIAL EDTM Creation: 173EP2020 (22:01) Sowree Data: adwa Table Generation: 1723EP2020 (23:29)
(Cutoff Date: 24 ATTG2020, Snapshot Date: 173EP2020) Cutput File: /mda®/C4591001 1A Pl Serclogyfadva {002 sars 50 65 b2 pl
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Figure 20. Geometric Mean and 95% CI: SARS-CoV-2 RBD-Binding IgG Levels — Phase 1 — 18 to 55 Years of Age, BNT162b1 — Evaluable
Immunogenicity Population
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Time Point

Abbreviations: GMC = geometric mean concentration; g5 = immunoglobulin &; EBD = receptor-binding domain.

Wote: Dotz present individual antibody levels.

Wote: Mumnber within each bar denotes geometiic mean.

PFIZER CONFIDENTIAL SDTM Creation: 173EP2020 (22:01) Sowrce Data: adwa Table Generation: 173EP2020 (23:29)

(Cutoff Date: 24 ATG2020, Enapshot Date: 178EP2020) Output File: /nda?/C4591001_TA Pl Serology/adva_f002_1bd 18 bl _pl
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Figure 21. Geometric Mean and 95% CI: SARS-CoV-2 RBD-Binding IgG Levels — Phase 1 — 65 to 85 Years of Age, BNT162b1 — Evaluable
Immunogenicity Population
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Time Point
Abbreviations: GMC = geometric mean concentration; IgG = immunoglobulin &; EBD = receptor-binding domain.
Mote: Dotz prezent individual antibody lewvels.
Wote: Mumber within each bar denotes geometric mean.
PFIZER. CONFIDENTIAL EDTM Creation: 173EP2020 (22:01) Sowree Data: adwa Table Generation: 1723EP2020 (23:29)
(Cutoff Date: 24 AT7G2020, Snapshot Date; 173EP2020) Cutput File: /mdad/C4591001_IA Pl Serclogyfadva {002 1bd 65 bl pl
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Figure 22. Geometric Mean and 95% CI: SARS-CoV-2 S1-Binding IgG Levels — Phase 1 — 18 to 55 Years of Age, BNT162b2 — Evaluable
Immunogenicity Population
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Abbreviations: GMC = geometiic mean concentration; [g5 = immunoglobulin &; 21 = spike protein 51 subunit.

Wote: Dotz present individual antibody levels.

Wote: Mumber within each bar denotes geometric mean.

PFIZER CONFIDENTIAL SDTM Creation: 173EP2020 (22:01) Source Data: adwa Table Generation: 173EP2020 (23:29)

(Cutoff Date: 24 ATG2020, Bnapshot Date: 173EP2020) Output File: /mda?/C4591001_[A Pl Serclogyfadva_f002_s1 18 b2 pl

PFIZER CONFIDENTIAL
Page 273



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.5 WARICBE S 2 BESAF A

Figure 23. Geometric Mean and 95% CI: SARS-CoV-2 S1-Binding IgG Levels — Phase 1 — 65 to 85 Years of Age, BNT162b2 — Evaluable
Immunogenicity Population
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Abbreviations: GMC = geometric mean concentration; [g5 = immunoglobulin &; 31 = spike protein 81 subunit.

Wote: Dotz present individual antibody levels.

Wote: Mumnber within each bar denotes geometiic mean.

PFIZER CONFIDENTIAL SDTM Creation: 173EP2020 (22:01) Sowrce Data: adwa Table Generation: 173EP2020 (23:29)

(Cutoff Date: 24 ATG2020, Bnapshot Date: 173EP2020) Output File: /mda?/C4591001_[A Pl Serclogyfadwva_f002_s1 65 b2 pl
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Figure 24. Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Phase 1 — 18 to 55 Years of Age,
BNT162b1 — Safety Population
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Mote: Number abowe each bar denotes percentage of participants reporting the reaction with any severity.
PFIZER. CONFIDENTIAL SDTIM Creation: 28 AT1G2020 (16:29) Source Data: adfacewd Table Generation: 20AU0G2020 (00:52)
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Figure 25. Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Phase 1 — 65 to 85 Years of Age,
BNT162b1 — Safety Population
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Figure 26. Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Phase 1 — 18 to 55 Years of Age,
BNT162b2 — Safety Population
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Figure 27. Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Phase 1 — 65 to 85 Years of Age,
BNT162b2 — Safety Population
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Figure 28. Participants Reporting Systemic Events, by Maximum Severity, within 7 Days After Each Dose — Phase 1 — 18 to 55 Years of Age,
BNT162b1 — Safety Population
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Figure 29. Participants Reporting Systemic Events, by Maximum Severity, within 7 Days After Each Dose — Phase 1 — 65 to 85 Years of Age,
BNT162b1 — Safety Population
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Figure 30. Participants Reporting Systemic Events, by Maximum Severity, within 7 Days After Each Dose — Phase 1 — 18 to 55 Years of Age,
BNT162b2 — Safety Population
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Figure 31. Participants Reporting Systemic Events, by Maximum Severity, within 7 Days After Each Dose — Phase 1 — 65 to 85 Years of Age,
BNT162b2 — Safety Population
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