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Table 1. Summary of Bioanalytical Methods for Human Studies
Bioanalytical Method Title and Assay Parameters
Section
Location
LOD Lower Upper LLOQ
Range Range

Cepheid Xpert® 53.14 0.01
Xpress SARS-CoV-22  VR-MVR-10080 FFU/mL N/A N/A N/A
Roche Elecsys 53.14 N/A N/A N/A N/A
SARS-CoV-2 VR-MVR-10081
N-Binding Antibody
Assay?
Single-plex Direct 53.14 N/A 0.002533 0.128000 1.2665
Luminex Assay for VR-MQR-10211 U/mL well U/mL well Dilution adjusted
Quantitation of SARS- concentration  concentration U/mL
CoV-2 S1-binding IgG
in Human Serum®
Single-plex Direct 53.14 N/A 0.002301 0.128000 1.1505
Luminex Assay for VR-MQR-10212 U/mL well U/mL well Dilution adjusted
Quantitation of SARS- concentration  concentration U/mL
CoV-2
RBD-binding IgG in
Human Serum®
mNeonGreen 53.14 20 N/A N/A N/A
SARS-CoV-2 VR-MQR-10214 NT50
Microneutralization
Assay®
ELISpot Assay® 5.3.5.1 N/A N/A N/A N/A

BNT 162-01,

Appendix

16.1.14

R-20-0244
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Table 1. Summary of Bioanalytical Methods for Human Studies

Bioanalytical Method Title and

Assay Parameters

Section
Location
LOD Lower Upper LLOQ
Range Range

Intracellular Cytokine  5.3.5.1 N/A N/A N/A N/A
Staining (ICS) for BNT 162-01,
BNT162b1° Appendix

16.1.14

R-20-0235
Intracellular Cytokine  5.3.5.1 N/A N/A N/A N/A
Staining (ICS) for BNT 162-01,
BNT162b2° Appendix

16.1.14

R-20-0241
a. Validation performed on method
b. Qualification performed on method
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.3 BEARBAE ZIME

BEBLIOCHECERE &

W5 - M B L TCOWRVWREELIIABOES

BLQ below the level of quantitation : & &R FE AR

BMI body mass index : FSFEEL

CDC (US) Centers for Disease Control and Prevention : KEEHER - TiE L & —

CEF MHC-class I restricted peptides originating from CMV, EBV, and flu (influenza) virus

CEFT MHC-class II restricted peptides originating from CMV, EBV, Flu (influenza) virus
and tetanus toxin

CI confidence interval : {5 #H /X [

CMV cytomegalovirus : YA F AT A LA

CoV coronavirus : X2 7 A LA

COVID-19 coronavirus disease 2019 : = 2} 7 A )L A [EYYIE 2019

CRF case report form : JiE {51375

CSR clinical study report : JEBRFRFEH 1

DMC (US Study C4591001) Data Monitoring Committee : 7 — ¥ € =% U > /' BB %

DBP diastolic blood pressure : 23 £

EBV Epstein-Barr-virus : T/ AKX A L« N—7 A )L X

ECMO extracorporeal membrane oxygenation : RZM 2R A T fifi

ELISpot enzyme-linked immuno-spot : EER R AR v k

EUA Emergency Use Authorization : 8% /2 7 Al

FACS fluorescence-activated cell sorting : ‘=% Y& M/ LA S B

FDA (US) Food and Drug Administration : K[E £ fh [ 30 5

FIH first-in-human : & k@B 5

FiO, fraction of inspired oxygen : W A &UFE 5

GMC geometric mean concentration : (AT - (A E

GMFR geometric mean-fold rise : (-1 R H A7

GMR geometric mean ratio : (i -1 b

GMT geometric mean titer : R FEIHLAAM

HBV hepatitis B virus : B TR 7 A L 2

HCV hepatitis C virus : C BIFH 7 A )L &

HCS human convalescent serum : [FIf#] B35 O i iF

HIV human immunodeficiency virus : & h R4 A LA

HLA human leukocyte antigen : & k 1 1ERHTIR

ICS intracellular cytokine staining : MIfIPN YA ~ 77 A L Yufh

ICU intensive care unit : 2£ PRI E

IFN interferon : f > Z —7 =81

IgG immunoglobulin G : #E 7 17 G

IgM immunoglobulin M : #fE7 v 7Y M

IL interleukin : { > &#—8w A F

MM Immunogenicity set, defined as all participants who received at least one dose of study
vaccine and had at least one post-baseline immunogenicity assessment : 555 JFUA:4E [

IRC (US Study C4591001) internal review committee : f-NFHIZE B &

IRR illness rate ratio : F&JE

LLOQ lower limit of quantitation : & & [l

LNP lipid nanoparticle : JE& 7/ ki1

MHC major histocompatibility complex : == ZHL A & HURE A K

modRNA nucleoside-modified messenger RNA : {Efifi X 7 L' 42 K mRNA
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.3 BEARBAE ZIME

W= - HFE BB L TOWRVWERAELIIABOER
mRNA messenger RNA : A & ¥ ¢ —RNA
NAAT nucleic acid amplification test : B FRH HE AL
N-binding SARS-CoV-2 nucleoprotein binding : SARS-CoV-2 £% 4 > /37 fiE &
P2S SARS-CoV-2 full-length, P2 mutant, prefusion spike glycoprotein : SARS-CoV-2 @
BRI, P2ER, MARIANA IR NI E
Pa02 partial pressure of oxygen, arterial : BlifJj%Ifi % 3 53+
PBMC peripheral blood mononuclear cell : A4 i BLEZ i in
RBD receptor binding domain : LR IEFES KA A
RNA ribonucleic acid : U RELE
RNA-LNP RNA lipid nanoparticle : RNA I§& 7 / ki1
RR respiratory rate : FEUE L
RT-PCR reverse transcription—polymerase chain reaction : WH#HEE R U A T — P HEH &

S glycoprotein, S

spike glycoprotein : A /A 7 JH g

SAP

statistical analysis plan : ¢ aH AT G ]

SARS severe acute respiratory syndrome : HAE PR IR SR (BERE

SARS-CoV-2 SARS coronavirus-2; virus causing the disease COVID-19 : HJE U 0N 23 9E e fE
aaF AL A2

SBP systolic blood pressure : Y ifi &

SCE summary of clinical efficacy : F& A NE

SPO; oxygen saturation as measured by pulse oximetry : /LA A F v A — & CHIE L7
EF NS

SRC (German Study BNT162-01) Safety Review Committee : ZZ2PEFEANZ B2

USA United States : K[

Th1/Th2 helper T cell type 1/type 2 : 1 B~ /LoX—T flifa, 2 B~ )L X—T fifid

VE vaccine efficacy : 7 7 F L Hhk
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

7 7 A ¥ —tt & BioNTech LIZEIECHEMFRAERAE = 1 7 (/L2 2 (SARS-CoV-2) REHEIC

LVEEEEND e T UA L ARKYYE 2019 (COVID-19) ORIE T HKWE Lizu 7 F
BRZE 2D TN D, BT OIEERY 7 F 1% COVID-19 # vt Vv — U REiEE (mRNA) U

7 F v RBR 851X BNT162b2 (BioNTech £h) 35 XUV PF-07302048 (7 7 A ¥ —%L) 1 T

HY, ZiXSARS-CoV-2 DR, P2 R, BERIANA I X 78 (P2S) Za— R

T 5 X7 LAY REAi mRNA ERRE T /K7 (LNP) ®A|IZMAEDEZT I F o TH D,

BNT162 A7 1 77 A TlE, £3 16 sl EOANZ %5 & U CHRBIF CTOBRRIE &2 1T > Tl
IR AGRDOREA B L, Z0O%IC 12~15 OB ME~DBEISTERZ4T ) TETH D, 12 Ak
MO/NRE RS ET DR RBRIT 2R LB T2 7F o OREXT7 4 b VRI TR Ty
AIVDHESL. (DU 7 F o 0@ett, HihhB X O EFEIEOMER) LT bET 5,

IM2.7.3 BEIRUAZIME)] (BLF,  TARXCE] ) T 12 EE2stg s LR OERZER 2 3
BROT — X iRt 5,

e BNTI162-01 &RBR : 2 1 4/H, b +;WlE&RS (FIH) , HEZREHAR
o (4591001 3Bk : 45 1/2/3 4, FEL /A0 MR a5
G 2 ABITEITRTH Y, AXETEHTET X 2R T 5,

Eho, EPNTHEEA MR A SRS L LTz C4591005 BRASEIT T CH Y, UikmBrRomsE &
BHF—2Z|2onT TM2.7.6 fflx DRBROE &) ITHoRrT 5,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

1. EEB L UHE
mRNA Z W20 7 F ATHBHHITH Y, O PEITERBLEA il S 72 in vivo BB EEICHE
SNTWNW5, HiJFZ o— R4 % RNA O/ BEOBFREIC L 0 i) 722 PRnHE RS L OVT M
I Z [RIRFICFEE L, PAfEIS0E 295 2 & A TE 5123, BioNTech #:i3#% RNA-LNP 7
Ty b7 F—LEFRABLTEBY, ZO5H0D—o& LT, BRGECEZIEMENRL, FURIKH
ZHERT DIEMI X 7 LAY F mRNA (modRNA) #HW=7F7 v b7 3 —LZHLTW5,
modRNA Z W= 2 F¥ED U 7 F sl (BNT162bl 38 L OV BNT162b2) % BNT162-01 iR
(FIH, H&E% TR, A Y CTHEi) B0 C4591001 A5 GREROE 1 sy, AEZR TR
Br, KIETIHEM) THEAEL,

e BNTI162bl : SARS-CoV-2 A XA T WX R EZRIEHEAS RAAL L (RBD) #a— K
-5 modRNA

e BNTI162b2 : SARS-CoV-2 DERAR, P2 R, BhAHIANA X 78 (P2S) %
o— 9% modRNA

2R B DN LR X OB MO T — & 7p b NS IERRIR B T — Z TS &, BRER
FETE23FNCKATT DU 7 F o (1 FEfH 1 &) & LCTBNTI62b2 (30 ug) %3k L7z,

C4591001 FRERODF 2/3 FHERSr CTlE, SEGIERET Y1 - (case accrual design) % JHV T BNT162b2
DOENEZTHME LTz, 77 £ AREED COVID-19 FIE R L OBIERE 1215 D 5 3 A REF] D E
AEMNEL, ZNOOUMMIRKED T, AohEE/RT 72 DIC LB E ST 43,998 51 (1 BEdD
720 21,999 #) LHEH ST, BERE OMAANERERE 2 KELSNOT LB T, TTY
Ny RAY, MaBlOm7 7V BTtk Lz, HREfiENT % 4 [B] (COVID-19 feER % 32
B, 62 {51, 92 filks LN 120 FIERER) FHEi L, KN CIXiEBRO —>HOEEHAMTH
%, 1RRU 7 FUERRIDDIRR Y 7 F 0 2 BIEEEME% 7 BRFE TIZME P ELIT T A LR
FHIZ SARS-CoV-2 JEIL RO BV TWARWIRE 121 57 7 F A9 (VE) IOV TCEE
L7z, 4 BRI OWNTINITEBNT, —2 B OB EEEHNE B O FERE A7 L
TG EIXBEER AN REND Z & & L, £z, PO 3 BIOHEET CI%, B (2
%Luhl*%ﬁ%rrfujbbf bR T 4y EBRELRRY) bEHME L, EOREEITRY LY

BITERE RIS 5 2 L & Uiz, H&EEHTIE COVID-19 FeE 7Y 164 BIEERE S 7% I F 4
5HZ LA LT,

TR, WP RIRNT OREIIC DWW CIRBRSE S G B 2 ET L7z, COVID-19 fEEF] 32 BIFEFRE
PAZFE LT e 1 B E O FfEITZ & 00w, e &b 62 41, 92 filds LU 120 il O4EFE%
FNFENTE 3 BB 2 EfiT 52 LICEE L (BETIMR) . LavL, SEFERITIE
WIZER L, 62 BIERERICFHE L Cu 7= FRRIARET I 94 BIEERER IS EE L, & Dk ITHRAEHRIT
Z B LT 164 BNV ERE STz,

HR RN OFE R, —o B OFME T EIRIE B ORI IEHEE - L, 16 UL B3V T SARS-
CoV-2 &Y TR 2 COVID-19 FJE FIAIZ BNT162b2 AR TH D Z & E&nT-, AE
TIX—2HOANEEZFANE B O F AT ORR &, 164 FIEFERICF: M LT X TOFERF
A B 3 L OEIRGHNE B (B3 2 T ik 2 fErn 7 5,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

C4591001 #RER D 2/3 FAHER TSI LT2ANEEE B ARNOT —H 13X M2.7.6 THIZ R LT,

ENTIE TEARANERER A Z XS E L7Z COVID-19 12579 5 SARS-COV-2 RNA U 7 F o D4
M, AR X OEFEME 23T 558 12 /1, 77 vRAR, EIEAL, #B2E 5
(C4591005) | NHEFTHFTH D, YiZikBROMEE & SR FMT — & 13X M2.7.6 JHIZR LT,

ALEITRR T HNE (R

AETIE, £, 23 B (BNT162-01 BRI LUV C4591001 RBR) O (BBRT VA B X
WNBBRSESE H1E) , U7 Fr0fFER L O ERIEORME FiEEEaR L, £k, GaMER
KO R D FENTRE R 2 18T 5,

T 5NN v s
RBROME (RBT VA B L OVABRE 515 (BNT162-01585%, C45910015805%) 1.178
HMED T 715 (C4591001735) 1.278

Sl R DR T 1A (BNT162-017%5k, C459100155R%) 1.318
B DR R (C459100175%) 2,178

G UM D ft R

U U T R L OHBEOER (BNT162-0173%88%, C459100175%) 22138
H2RH RN ORER (C4591001758) 2.2.21H

1.1. ERPRBAZE R E OB

BEBROME (BT V1 B L ONREREEM H1E) % 1.1.1 T8 (55 1/2 #1 BNT162-01 i&ER) BI O
1.1.2 T8 (55 1/2/3 #H C4591001 588%) (TRx L7, F£72, Wit TFEE2ELEIEORANH1EE 1.2
IH (C4591001 #BR) 12, Sk ofMi 7154 1.3 T (BNT162-01 #RBRE L UV C4591001 7
B 1R LT,

1.1.1. BNT162-01 3Bk (55 1240) : IBBRT VA B L ONEBRER S 15

BNT162-01 #&B&i% KA Y CEITHO FIH, FEEMHR, HEXERBRTHY, VI F U HHHEED
EREARFET L0, OV T U GEE, HEEZEZTERL, TRThoZets
FOSERM A CcE 2 L) T A v ani,

AIBBR T, TRBRBAAAIE 18~55 DR AN Z R & LT\, 20k, BB E4
UET L 56~85 ik DI A DM AAN B ATREL LT, B S TIX, BB ADOREOLZNES
NTEY, BREANEONTZT—HIZEHBE DL TFETH D,

AIBBRO WA F (IR (72720, MAANET 6 HEIZEMIRENLE L TWDHHE (6K
DEEREFLERBOMIIC L D AR LI L Lo Tz) 3R] L L, #BRE DL MDD
WHIRBR Y 7 F > D@V F I I3AIIEO Tl B 2 KX RO & £ IEFHPIRIEDE 1
BRON Uiz, 3T o@RIEES K ORI IR R S 5l & (2= L7z (M5.3.5.1 BNT162-01
BB E T 5 1)

AR CTITEE DO mRNA U7 F 275 » N7 4 — B3RO A TEEHO U 7 F ek & 51l L 7=
D, ALY 7 F o & LT modRNA % 7= 2 fEi¥E (BNT162b1 35 X OVBNT162b2) %
R L7726, IR Lo 72 2 FidE (BNT162al B L OVBNT162¢2) DU 7 F AGEAHIZ DN T
IEARSCETIEER L2,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

BT 7 F U ATHEZ B 72130 E U TR ICERE L7 (BSHE 126) . HEOHIIZE
MMM ZE RS (SRC) 12X AT — 2 OFMIC S X RE Lz, 18~55 D% N % %5
ELT2MEDOIBBRY 7 F o 2L FTOHET21 BRI T2 BB L7,

e BNTI62bI : 1,3, 10, 20, 30, 50, 60 pg

e BNTI62b2 : 1,3, 10,20,30,50,60 ug [{E : ipERFERSGE (PREHES) BLOARIE
VERRF DA~ b A7 BEES T 50 pg 3 L V60 ug B O T — 2 1315 5 TV

SRC (X BNT162b1 50 pg 0 2 [a] B £fH1% O 502 I 2 2 78l L7275 5L, BNT162b1 60 pg @ 2 [A1H
BEROBIE B L,

S MR O 72 O O i a kL 2 1 [ B EEfERT (N—RX T 1) , 1 EEERE% 7 BB LU21
H, 20 BEfE% 7 H, 148, 21 A, 28 H, 63 HBXON162 HOKK S TRILLT-, AXET
%, 2 Bl M 28 A (Day 50) £ COREFRPEDRER A ER LTz, SREINEIZOWTIEE
|Z SARS-CoV-2 HFIHLIRM 7 &A1 % HWTHIE L 72 EeibtiAMic kS #m L 72, &6
(2, FREMESRIEISE T v A ZHWTR—2 T A4 B LU 2 B HEER% 7 BIFO T /AL D
NT A () ZiHiiL7e GERNZ 1.3 18) |

ALEIZIEL, BNT162b1 (IZ2WWTIE 7 HEF S HE (I Yy MAT7HEEAT, 3ug BLU20 ng #
FERF DRIEFTIET — X IIEF LI TWRYY) OF —F %, BNTI62b2 IZOWTIL 7 HEY 4 HE
([RIERIZ 3 ug, 50 pg B LN 60 pg BEFRRFOSIERIMET — X 1 IfF LA TWRYY) OF —X &5
7o

1.1.2. C4591001 B (FEFMRAR, £ 12340 : BRT A B L OVEBREK Tk

C4591001 FBRIFTHEITH D 12 slh EOREEHERE 2515 L 55, % 123, EiEak, 77tk
KPR, ﬁﬂ%aﬁﬁ%fké KETHEMLZE 1 FE S TY 7 F o mmoEiR & o f&
BREL, 923 My CHMEE TN LT, 5 2/3 FIE ) CIXIRBR E R 2 ik L, 7
NBUTFr, TITUN, RAY, "MAaBIOMET 7V D OERERETHHERE 22 A
7=

T F AN e T T RRIINEN R D 2 LD BIEFERRBRE Uz, R, JRBRIEYE
i, B2 —T 4 X —F —B IR OMOEFE A % v 7 25 & L, BB SN E R <
WX, BB 7 F U ORE B I OSRT A EOLEIEEME L-, IRBRIKEE DA » 7|2kt
LTI, T —X L Ea—%FEETE5 L9, F 1T ORRY 7 F 80 T ERO
BRRE MR L7,

1.1.2.1. C4591001 ABR (5 1 45E4)

C4591001 #BrIE, FIH B CThdh 5 BNT162-01 iRER O BARZ IThEE, ZDH 1 M) TiE 18~
55 Ik DREFERC N F 721F 65~85 ik DREFER % %4212 BNT162b1 35 KUY BNT162b2 O F & % i
U Cakfli L7=, BNT162-01 R & FIER, MEREWERY (CEEREOZEL TWAFELET) %
Bl L, 1BBRD 7 F o DR E 13 A MO SR IC 28 5 T AT HEME D B B E AR ED
HIEBRA LT,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

BRAMEIZIL, COVID-19 HIE{LD A U A7 BE (Bl 21X, @iE, BERp, BrEmRE, 2k
PR, BUYBREREETLE) 2807, £, 0EAE (b MuERETA VA (HIV) &
Y, aLFazxTof FOEFEEEZZITTWEELZET] 22T 5%, HOREER, C

BIFR T A VA (HCV) G F 71X BRFR Y A VA2 (HBV) B2 69 548, eV 7 F
BERE T 24 BRI LAPNIZ ELIHEE 2 U 7 A D SARS-CoV-2 BZFRIMIEMRA (NAAT) TRt R

Nz, A7V —=2 7 KR IMIEFAMA T SARS-CoV-2 ffE 7 u 7 U v M (IgM) Hiik
itk E 7 13mE 7 a7 ) > G (IgG) FUBRBEIEOF IR LTz, T X TOBRELAER L OFRINE
YEI TV BR 2 FH B o L7 (M5.3.5.1 C4591001 1A% 3206 5t i <E 5 18)

24

TRBR U 7 F 1%, BNTI162-01 3ABR & [FIREIC, 21 ARING T2 [8BRE U7o, MY £ 72 1 Tk
O EEHWTT 5720, HNFHMEEES (RC) TREMT —Z 23t L=, FAEHEL, &
1BBRE L OVBNT162-01 i8R (K Y Tl L7258 1 M) (202 1 M E#EfE% DR &Y
7 BREIO 22T — 2 (2604 % IRC OFHlIC HESWCHRE L=,

BARRT 7 F B L OHE LT OWNT, BANS 18~55 s O IR CREfii L7 (FIff
oAl kL, FEIE 126, TTERE 3PN  65~85 WD mngERE ~DOEE (FEK %
126, 7Z78HR%3FICEERE) X, IRC 2NAEHHERE (18~557%) 123815 modRNA U 7 F
7Ty N7 A —LDIRRT 7 F A OWTRIHAEL NV EOZeMET — 2 Z5HME L, )
TR TRE LI SR ICAT o T2, FHEBETOR N, HEMEEOBIT ik X O IS
TR 5 72D OB E A ANVE BRI BT 2 5 IR FERE AT b E 2R L (M5.3.5.1
C4591001 VEBRFEMEFTEEE 4.1 IH)

B CRM LBy 7 F o L ZOHEELLTIZRT,
e BNTI162bl : 10, 20, 30, 100 pg
e BNTI162b2 : 10, 20, 30 pg

IRC [ BNT162b1 100 ug @ 1 [5] H 8% O SOSFEMEIC S &, [AHEO 2[5 B #RE O W1k 2 &)
H L7z (M5.3.5.1 C4591001 VRBRBFE @RS E 9.8 IS LUV 12.1 IH) , BNT162bl 100 pg Ol
Z0F DT EOWERA LIV 12 BNT162b1 10 pg OFEfRE A 52 172, SR # 1212 BNT162b1
100 pg OEEFEIZITO 72> T2,

SRR O 72 O O MR EE A | B B EERERT (N—RX T4 ) , 1 [RIBEERER 7 Bl L0210
A, 2@ A#ME%7H, 140, 280, 6 v H, 123 ABLU24 » ADKIETERE LT, %
I TX SARS-CoV-2 HFIFUA T » A 35 L OBHURFR R 1gG PURIRET v A [AM 7 7
7 (S1) fMEBLURBD 6] ZHWTHHME Lz GEMIZ 1.3 53H)

1.1.2.2. C4591001 XBrx (38 2/3 HHERSY)

PR SR EE ]

TRERBEAE ), 55 2/3 FHEROVITIE 18~85 i DR & A A, Flnlc L FHinkE (18~55
%) &g (56~85 %) [Tk Lz, Mg IIIERE D 40%LL ENE F D KO ISHAA

Ni-, =0, BRFERFBELZLETL, BRICSINTE 2F L 16 IZF & TIF5L e
2, FEvo EIRAZEEE L (RBRSEEEEHmELET 6 ki, 202049 H 8 H) . =512, 1R
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

FHEEGET 7 hR (2020 4 10 H 6 H) TIEFHnE A2 1B L 12~15 & DR OFEA A% FIRE
& LTo. 12~15 B OAHE OWBRE LR 2000 Bl E TE L, HrE OIRER I AR CTRA A
Nz, ZNOHEMZS X T2 2 BIOWETIX, AIBBROE 2 50 OfMAAIL (360 ) H5E4
T LTERRICERA L2 Z 0D, 25 2 FHE 7 I2IE 18~85 Ik DR E D S A AL BT,

%23 FHE Ay TIE, HHER T CTY 7 FrOEENEE SIS AHHcER A TE s XM
HANNFEREE O T, BEWRE (72720, #HAAET 6 MEICEREENLTE L TWDE
(RIROEFERAERCRBOBBEIZ LD AR Z M E Lo 72) 1EA] 12z, 1REBRHYE
AN H-S &, COVID-19 DA U R 7 (AHAZ@EERE ORI ML, ANOfEHemicy 22
NHDHEEZLNTVWDIEBIOEREREFEE L) , COVID-19 HEIE(LDEZERI A Y AT H,
SARS-CoV-2 ~DFEG U 27 OEWIREICH 2F bk & Lz, 512, @EICERMN E 72136
AWERYIZ COVID-19 &2 -4, BEE IR EICMERRE LI RHER T 7K
BRI L VDR SN E b E O, REREE [EMREEE X LT axTm
A REFFEE (R0, WAFREIRT I —CToOarFazrTosf ROMHAITZERLS) 11X
BRAh Uiz, JRBRBALA S WT HIV &Y, HBV YLE B XL OVHCV JEYLF IR LTy, 18
BRIt ECLET 6 AL (2020429 A 8 H) TIRIENZE LT\ 5 HIV Y, HBV EYE B
L OVHCV e O AN Z ATRE & LTz, X CORmPUSENER K ORI L UE XA BR 320 ) &
(2R L7z (M5.3.5.1 C4591001 155R =5 518 £ 5 1H) |

U F B

BNT162-01 #RFs OV C4591001 588k (55 1 FH56857) 2 HAG 64072 2 B H % 1 BHFE TO%
AR L OEFMEOR R, oI MEEHEABRO TEFEROFMIZESE, C4591001
RER (55 23 M 5y) CHOMEEZFHME T2V 7 F ol T D& E LT, BNTI162b230 pg %
IR L7,

BB 2 IRONTIDOIRERT 7 F BRI HIM I 1:1 THEAESIZEID (1T 7,
e BNTI162b2 (30 pg)
o IR (AHEHEK)

HEEMR T OEEE NIRRT 7 F 28 L, #1021 BB CIRERY 7 7 O % 2 1]
T (BERRLT Visit 1 3B L O Visit 2 TV, Visit 2 1% Visit 1 236 19~23 AZICRE L) o

AT Y 2 —b

T RCOYWERE D D PRI Ok 2 1 R EEMERIS L O 2 M HE#EMZ 1 4 H
(Visit3) REIZERI L7z, S 61, BENAERPEDS TEINTWAD 2 BHERE 6 » H, 12 %
ABLO24 3 ADKFEIZBWTHIMERBZEET 5 TETH S,

SARS-CoV-2 JEYMRA D T2, FMHER (FRFIT) AU 7HikZ Visit 1 38 LTV Visit 2 THRIRL
7=

B, R L O et O 2 & iR BR A 7 ¥ 2 — WTIBBR FER R EIC R L
(M5.3.5.1 C4591001 {RBR I FHEE 1.3 1)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

52 HE D D EFR

B2 ABER Sy TIE, R 2/3 FEIER ISR A AL DT D 360 B &kt S & L CE MR X OER
PEZ2F L7z, 25 OWEBRE IXKIERY 7 F 8 (BNTI22 B L ONF T ®R) NT, 1BERE
EEFEIE CER Lo imE (18~55mk) L minkE (56~85h%) MTHM (1:1) & >L oI
W U7z, 55 2 FHER Y Okt S ikBrg 360 40> 2 [o] B 45FE1% 1 » HiFE ComERMET —% %
222TEITIR LT, E72, THD OWBREILE 3 ARGy DAl O RICH & DT,

1.2. BEMEOTEM A (C4591001 38, 55 2/3 ¥8354))

C4591001 FRBER D 2/3 FHERSY CTITJEBIERET VA » 2 W CHEIM 2 L=, 18RV 7 F
QEEEEEZOBEDOY 7 F U HME (VE) % 60%LL EEEL, VE N 30%% kRDZ &%
90% DI HH /) ZAF%FF L CTRGET A 72121, 2 [0l B 7 HRELARRIZ SARS-CoV-2 J& Y42 A
9% COVID-19 B (EEFHmEH) 23 164 HlLETH -7,

7T RO 1 FR O COVID-19 BIEH % 1.3%, 6 » HLANIZ COVID-19 #eER] (3= ZFEAMIA
H) % 164 BIERT 5 2 &, FHBIRREWERE DEIS % 20%, EIEAEIMNLEZ 111 LIRET S
&, ARIRBRIC LR FERIENE 1 BEH 72 0 FEm AT REF] 17,600 31 & 72V, BNT162b2 ~DE/EZ (L
BlE LCTI% 21,999 6T, FBREKR QBE) TIiH43998 Bl &70n, L=~ T, £9 2 DJEFIK
2B MERS CO BEESKE L, T—XFT=X I I EES (DMC) »HoBhE (ERIE
FERIE L ONR— R T A BRI M5 FA9IC SARS-CoV-2 R T & - 7488 E D EIE Z it
L7chbR) TS Efifds2 e LT,

COVID-19 DFEIEN GO D HEREIZI1E, COVID-19 DIER (JRBREME I EICHE) NENT-
LA TN TIR BRI R B L oEE U, RBRSEAE R E (2 BUE &7z COVID-19 D REHEIZ
BETENEINZLTH EERDT (122H)

1.2.1. EMEICEET %5 BB X OFHGEE
C4591001 RERDF 2/3 FHE T BT 2 A% 5 H A

o RDOTODWREEMFNFNIZEBWT, 2 [F AHfER% 7 ARLIFBEIZED b7~ COVID-
19 Fe BB I X BNT162b2 DA ZhH: % 3104 5

o IRBRY U F BRI K UMM M T OGRS (— DO RO EEHAK)

o JRBRY 7 F U EAERATR L ORI P ORGE O A E b iERE (CoROE
ZH)

ARMED IR H A

o RDOTODWRELEMFNFNIZEBWT, 2 B AHEEfERE 14 HELIBEICERD Hi7- COVID-
19 Fe BT 3T % BNT162b2 OAZh %3104 5%

o JRBRYD 7 F U BEEAERIFS K OMERR I TP OGRS 0 O R
o IRBRY U F AR S UMETR ] O RYIE O A 2 Rl o T R
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

o ROZODWBREEMFNLCIZEBNT, 2 BB 7 ARFLIRI LUV 14 AL
RO B HAE COVID-19 fETE I FE-S & BNT162b2 OA I % FEt 4 5

o JRBRD 7 F PRI K OMERE I b D Y IE D T2 PR E
o IRBRY U F AR S MBI ] O RGO A 2 Rl o T R

o DO _ODOWEEEMZNZNIZEB T, 2 FIHBEER 7 HRFLIER XV 14 HRELIRRIC
D BT COVID-19 CREEIFEH - Pk Z— (CDC) EFRIER] feEflicitox
BNT162b2 OHZh: % Ftak 35

o JRBRY 7 F U BEEAERIFS K OMERR I TP OGRS 0 WO
o IRBRY U F AR S UMETR ] O RGO A 1 2 Rl o T R

& HBOOFMGE R 1L, SEE (PEEN) AU TRBED NAAT (HF Sl EHEEE & 77 134 15 1
BHCIZH) T SARS-CoV-2 YL R X 7=, COVID-19 HEERI, HAE COVID-19 HeEEFIFH
L NCOVID-19 CKE CDC EFRIEIR) MEEHZ I ENOBRBFRAESR (B2 AFIT 1000 NF) &
L, fENTICIXIRER D 7 50 2 Bl BT 7 HEELIRE £ 7213 14 BRFLLRRICHIE L7 COVID-19 #)
BH DI ERIGE L TEDT,

FHMIE B (263 D AETINE % Table 1 128 L7=,

Table 1. Primary and Secondary Efficacy Analyses

Incidence in Participants With/Without
Infection Before and During
Vaccination Regimen

Occurring From

Efficacy Against Confirmed: (Days after Dose 2)

Primary Efficacy Endpoints

COVID-19
First primary endpoint 7 days Without
Second primary endpoint With or Without

Secondary Efficacy Endpoints

COVID-19 14 days Without
With or Without
Severe COVID-19 7 days Without
With or Without
14 days Without
With or Without
CDC-Defined COVID-19 7 days Without
With or Without
14 days Without
With or Without
PFIZER CONFIDENTIAL
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

1.2.2. A, Ex, EFHE

TRBR R EHEE (M5.3.5.1 C4591001 1RBRFZMEFTEE 8.13 TH) (2 COVID-19 23 &L HIAEIR % #L
EL, EORERDBNTHIRE L, EHIIRRIEMmERERICER L, JERIHR N5 E
WZIEATREZR PR W 30T (BEIEDD 3 HUNAEFE L) M E-idEFE ez dsri L
Tro ZOEITIL, IRBRHYERNL COVID-19 OB 2 TR 5 72 DI 4y e MR T s L O
Z O HEE CIEEUER) 7oA DR R EZIUET D Z L & Lz,

SARS-CoV-2 JEYL DREZR « JRBRTH Y [ERTIE SARS-CoV-2 #iH D 7= 8| HhJL Bl EHE R TRl 5
WHRER Y A T —VE#EHG (RT-PCR) 1A [Cepheid £, >KE MRS /A BB AT
HEFR (EUA) T CREAI] HoOSMHEE (FEFI) AU THREERINT 52 L & Lz, ER2E
D, HRE A SRR T T2 B LR IlERR =T 5 2 & & L, Hl
TERERE T NAAT OFERAZJEFIEFICTHND Z & & L7eas, FRAEMRRE COMER NS
NRWESITIE, UTOWFROMRIEEIC L K EFEEE THE L7- NAAT Oft 54 V5%
ZEEFE LR,

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

COVID-19 #EEH] : LLTFDIERD 59 B, D7p & —2003d b, TOERPBOH LN TWND
M (At 4 BREIETe) 12, SARS-CoV-2 NAAT [t (Fh gl e BE O M AT il 51 3 72 1A% R
BICRODNT-REMR) SHEINTE

FEEN, CHTTC ek E T I O, e R BRI B0k, B, TR BR
T ETIIHREOE N, R REE IR TEOHE, WEMERE, TH, i

COVID-19 CK[E CDC EFHIEIR) HeER] : EiRd COVID-19 #eER D EFET DOFEIR U A MTLA
TOREREZMZ 5,

gy, S, SPAETIETE, b

HJiE COVID-19 #EER] : COVID-19 #EEB THDHZ &, BIUOLUTD Y B, 7l b —oN
HHEILDH T &,

o HMAGMIKE A RERT D LEHEOBRAOME [ (RR) 30 [BI/4500E, D%k
125 [E/55 0 E, KR FOBEMATE OCULAFF T A—ZHIE) 93%LL T, BhifMmE:sS
s3JE (PaOy) /MR ARIEFRIEE (Fi02) 300 mmHg Aifi ]

o RS [EiTEBEREE, FHREEMEHA, B E 72 AR RN TG
(ECMO) IZ X 21pEEZMLE LT 5]

o Ta vz [WUHEHIME (SBP) 90 mmHg A, #LiEMIMAE (DBP) 60 mmHg Riili, *
TR EA OG- 2 EE T 5]
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

o AMEBBEREREE, FTHEREREE, F 73R RER EX
o HEEEE (ICU) ~D APt
o T

MEMR MEGRHnE 34 (BEFNEREAET A7 7 AP —F2 % v 7) 3, +XTD
COVID-19 235040 2 M A X N &5l L7z, NAAT Bk & B S FL 7 e fil s 2 o
HIED I FESWTHEIENG 2 HE SN2 546, EFRHMEE N ERILT —% (EH]
WhEEF =Nl M ENTT—4) ZFHEL, EERBIZEYTHNE
I VI LT, BEmAS—E L2 WEA X2 EARIC K 0 Rl 2 3R E LTz,

COVID-19 OEGRIEIR DGR 5 AL 72 W (2% L CIImyE 72 g% 2 v,

COVID-19 #EEB TIX 22\ iER#E O SARS-CoV-2 HUKFGHE : SARS-CoV-2 4 /87 5ES (N
A FUREMEDWEERE 7S SARS-CoV-2 N APk L 70 n 2 &

1.2.3. B DR EHHFE
1.2.3.1. BT T — & > b

FE AR XA R AT BRI 2 S & U CHEIE L7, 2 OEMITIRBR O LE S
7L, EELIZEI AT NIRRT T O 2 [R5 1 -9 5RE T, 2 Bl H B A AT
(ZHUE L7 (1 BB B 19~42 BUUN) 1220, TRBRS EARC X 0 {35520 G &
DO DOEKRIRHBLA 2 W S 7= F O L7z, RSB 2L, 2 [0 B #Ef% 7
A DA PERHBIE B OMENT T 2 (0] B 82FE% 7 B R, 2 [0l BEEMEH% 14 B REOAG 2 IERHIE B
DOFENTTIX 2 [BIH B 14 HIE & Uiz, ARWERHm ATeESEIC & 0 D HEBRF 1T 7 v Y X AT
WEL, HEITRETH-T,

ZOIENEEORIE, 1 HEEAA TRADMEN (BELLSh, BRY 2 T B
BT b b 1S R O 35 5 00 2 (B B B AR TR MR (IR A (L
T, TRERT 7 F L e 2 11 - s TR B xGE LT b ER L,

BRMEO FEIIHIE B ICoW T, Fimpl, AFER, BRI, MR X OVEEREMHE I E s
SEMENT 2 £ L7-, F£72, SARS-CoV-2 DRYLIE DA A [ 1o 70\ g BRE 8 O fEHT TIig,
NR—A T A WD SARS-CoV-2 JEYLIR I BINZ S oy B T % FhE L 7=,

1.2.3.2. B 2O O e EHEYT

55 2/3 RSy DA R FEM ZE RIS U CFEM LT, SO TlE, FESHF T
F— LD ) FCDMC IZ X % HREfiEdT % 4 [8] (COVID-19 fEERI 2 32 4511, 62 5], 92 f5ilF LY
120 BN ENERE I NI1%) FEi L, &EMITZ COVID-19 feEEFIAY 164 BIERE S N 7-#%I2FE
5T ETH T, L, BONSTE LRI (32 BIEERE) 13ERET, 1RBRFE
FHEEWET 9 BT, TN TELZHIBRL, D7 b 6241, 92 fild LN 120 FlOEFEH%
(AT (223 18) ZFEMT D EEICAEE Lz, &R Cixa stk o—o B o 23
HHORZFHMNT 52 & &L, T (D7 &b 164 BIERE) THIMEDO T TOFHE
HBEZMO T2 & L,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

VE OFHifiiE, 100X [1—35ERE (IRR) ] 0B HNUC L v #E L7z, IRR L BNT162b2 BED

COVID-19 FJEFR & ZAUTKIET D7 7 B REOIIERDILTH L, A X 95%(E HIXHEB LT
FHER (EOU I FURAMEN30%E ERIS, T70b5, P [VE>30%7T —%] ) (Z~—%
HOAET VARG, FANIHE Lo/ MEREOX— X iz Fainofm e LCRIB L2, 95%
E X L OFEEMERITBIIE T L, FRCREA2WIRY,, ARMEOFHMEEE X9

RTCFE LA RMT T u—F T+ 562 L & LT,

WO R ENTIRE D LR P [VE>30%|7 — % ] 25 99.5%% 8 2 7= 35 A & 7o 1 e (MR g
DFEZIEF P [VE>30%|7 — 41 73 98.6%% M 2 72355512 BNT162b2 UV 7 F o OAIMENRGRD H
nszeelim,

B 2 O FEfEST (Fend < &b 62 HlE L0 92 BIEERE) OWTT, kg

WrCU 7 F U HMEDN TR SN D FHETERD 5.0%RM DS, %7 4 v FIRRIENRNTZH
(HEZEME) , BRIk ¥ME A Z & & LT,

F7-, ARMERHEIE B BT D0 B HAET R X ON COVID-19 fEER CKE CDC EFIELR) (12

BH9~ 2 BT CTlE, VE BLUZE D 95%EHEX R (CD) % Clopper-Pearson {£IZ & D =R,
BRI CRAEE L7,

EFHRAT T IE OFEC OV TIIAEHENTEFEE (SAP) 1Z/x L7z (M5.3.5.1 C4591001 JRBR#AHE
15 Appendix 16.1.9, 5.1.1 1)

1.3. SR FE O R

1.3.1. RFEIRE ORIE

MIEH T > A

TRBRIEHEF I E CHUE U 72 SRBERF I 0008 R 2 B 3~ 2 72 0 O sk 28R EL L 72 (M5.3.5.1
C4591001 VEBRFZMEFTEIEE 1.3 TH, BNT162-01 {RERIZMEFTEFE 1.3 TH) , BNT162-01 &k L OY
C4591001 &R & & IZHRIEISE L = >DIMIEFH T v A (SARS-CoV-2 ILiFHFHuiEfh 7 » &
A, S1#EG 1gG PURIRET v &1, RBD #&& 1gG HURIRET v &A1) ZHWTEEG L7245,

PRGN T A B L ORRE 1gG FURIRET » & A BId 2 36MI% M2.7.1 W35 ki ds
K OB 2 ikl KOOl H (M5.3.1.4) (TR LT,

CD4+ 3 L N CD8+ T ff &

BNT162-01 B ClE, FEEmE AR >~ b (ELISpot) 153 L OVESEIEME L] (FACS) T
AL U721 b oA 8 (ICS) ¥ VT T MM EME S IS A 2 5l L7z, N —
AT A W (1 [EIHEFERT) BLO2 BIEEMER 7 HRFCEE LTV KEE (Day29 £T) K
(2, T MRS Z2 59 5 72 8 O IR 2 5 i L 7=,

FEE 0% AR~ b (ELISpot) {%

T 7 F o LT R E o2 iR B B S - R I A (PBMC) YA N A U RE
Bl & ELISpot ¥ CRHIEE LT,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

FINEZ IR 5, HFCA v F—7xmr (IFN) & BrREFUACa—F 17 LT

ELISpot 7' L — hZ, CD4+ F£7-1X CD8+ =7 = 7 ¥ — i 2 i L 7= PBMC & U 7 5 iR H
FXTF R (RBD £/i3e2E S X 7) &z, A——FA b~ (I8FRILIE) TA v F=
NR— |k L7z, T F R THIE SN CD4+ F721% CD8+ M2 o IFNySEEA S, 7'L— b E
DOHRIZES T 2, A v FaX— M, TL—RMNIT B IVKRAT 7 ¥ —8 TE# L7451 IFN-y
PUABS L OB E 2 MR LT, ARy M, HE—Hlg L~V TREA S7z IFN-y 1A Y
T 5, W% DT L — k% AID ELISpot Y — % —CatA 0> 7=, ELISpot {EDFEMIT /M5

(M5.3.5.1 BNT162-01 {585 # A 548k 16.1.14 GA-RB-022-01A) TR L7z,

T HfaSOE (IEN<ypEA) OR_RF~—27 L LT, DI/ FUHREOSTF KT L= & LY
I APURTHIR Lz e X L&t Uiz, U a—AHRIZIZEL FOXRT T K& Huni,

e CEF: FEHMEEAPREAER (MHC) 7 7 A TH#HEMET, 1 Ao T A LR
(CMV) , =T AHXA v « RX—=T A LA (EBV) , £ 7% (Flu) VA NVAHKD
RTFRTHDH, FT—0OKERS T CD8+ T flific 2 il L IFN-ypEAE D HIFF S5, CEF %
FNATF RTEIC CD8+ T MRz R4 %,

e CEFT : MHC 7 J Z I 3 MET, CMV, EBV, Flu VA L ABLOREER %Y 4 FlkD
RTF R THDH, FF—0OKERS T CD4+ T HilldZ Hli% L IFNyD FEAENIIF SN D,

HOUEMEAL AR (FACS) Trififb L 72fifdN A~ A e (ICS) 14

ICSEIT7u—H A h A MY —2HW=T vtA T, Mail CHRENICEEB IOEBEI N
YA NIA L EBRNT D, U7 TF R UICERE D B 15 5072 PBMC 2 HLE 96 7 = /L7 L —
MZARL, U RBD F/232RK S ¥ /37) Za— R LEEEn a2 ateAlk~<7F K CHK
L7-. PBMC Fililligis, BEAESNT-YA B A v 2N T 5 72 DIC 2 o8 7 Bkl
EHN 2B L7z, PUFERA CD4 38 X OV CD8 T Ml G Ak b+ 5 72912, MRk~ —
H—%TNF ¥ A TSN CD4 Hiikls L O CDS ik cdeta L=, £ D%, PBMC &3
FHRNVLT VT E RTHEHEL, CD4, CDSBLO\7 A L&A o TSN A M A U 4F
BPUR [IFN-y, A > Z—n A %> (IL) 2 BLWIL-4] ZHWEAT A A > Ofifan
Yttt D= DI EEIBEE 21T o 72, Y TIANKE T Liztk, V27 F oo R) 1 Al 8—T

(Th1) flifEds KOV 2 B~ L —T (Th2) HifE (CD4+ T fif) 72 & ONTHlAaEEME CD8+ T
faZENENDEET DA N OA L OEIGEHRALT D707 a—H% A M A —%—THifld%
M Lic, R F~—2121L COVID-19 7> b [EIfE L 72835 D PBMC Z H o, ICS BB LUV
02— A kA U —OFEHI NS E (M5.3.5.1 BNT162-01 {RBRFEH 5 EA 6% 16.1.14,
BNT162b1 : R-20-0235, BNT162b2 : R-20-0241) 27~ L7,

1.3.2. 2RI B3 % B L OFHMIE B

BNT162-01 #BR IS 1O C4591001 588k D 2 3Bk T A= 50 JFME DR 7 54 UL FICEiah 95,
FRIZFEHEHN R WER Y, WakBr & B2 2 b OFHli T EE AW, FRBRICIS 1T 5 0 R B
T %R A 036 K OREMIE B2 2 o B E G HEE R L7 (M5.3.5.1 BNT162-01 A%
FEhEt i 3 TEFS OV C4591001 TEBR S St M 3 IH)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

S MO MG T T v B A fR (FRFURim, S1 546 IgG HriARE, RBD A 1gG FrikiE
JE) \ZxF9 % Estimand % VA FIZR L7=,

o IRBRSESEFH M ETHE LRz 1T 2% HUARE (GMC) & 7213 & EA TG
(GMT)

HE : GMT 122V T 50%H FIHLiR s KO8 90% F Fnptikffi 2 Z5 L7, FEIZHEBET S
Estimand % 50% T FfH{R M TH D, 90%FFFLiAEMIL, & 1 FHE5 TU 7 F AR D ZE R
RIS OMBIT — 2 2 EX L TEBY, U7 F U O@BROE, LEISCHHETSZ L
%E%&Lt%@f%éo%%%ﬁﬁ%émﬁ%m¢ﬁﬁ%ﬁ@%%%%%bfnéﬁ,$
LETIEZORREEZIRR LR,

o [RERD VT BRI KRTT DR (RBRIEH G T CHE LR O ERAER
(GMFR)

. %%U&%y%@%’ﬂbf%@%(%%%%ﬁ ETHE LTRER) 245U Eo RN
D BT ERE OEE (BNT162-01 35 L TN C4591001 3RBRES 1 AHESY)

o JREREMiFEE CTHE LSBT, S1#EAR L ORBD fifA IgG FUIARIERE O %7y
(2% 9% SARS-CoV-2 IfLiEHFIHTAAN D& ¥ (GMR)  (C4591001 FREREE 1 AHE40)

1.3.3. SR MEART S RE N

BNT162-01 A5k ClriseZFiMHER IMM) 23R ICeEFEEE25 M L2, IMM 347:< &b 1
EHRBR T 7 F » D&%, _N—AT A L OREFEMETME D72 &b —2F T s
THERR LT,

C4591001 FABRCI1E, FICFHMBFTREARZERMEER (1 BIEB LV 2EIE) %G itk 2 5
i L7z, FFAM ATRE 0% MR R & 2 W BB E R & O TR R E N b -
75 AT 2R T RE s R E A 2 5t & LT BT 2 34 52 & & LT-, ZnEhno
LI E DT BRE OFUELE TRITR Lz, BBREOIER Y 7 F U BHE~OFI D 4TI, HEL
EO AT LIZIRBRY 7 F Ao T,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

1[5] B BERE M AT R 00% AR ] %WHS@A TRBR DG FEHE A 7 LIRS L S
, BEAIZEID T D NTZIERY 7 F o 018 B
@%x,lEE&@%®ﬁ@ﬁ%ﬁW(%hﬁmt
ML, 16 B#ME%19~23 HLN) ICBRILS U7z Mk
B CHIER MO AL OMEE LT-HIER A AL,
TRBRHH Y R AT X 0 IRBR S E ) © O E R il
D72\ &Y S AT R

2171 B BRI AT RE o0 R AR ﬁ%@ﬁ%%ﬁ%ﬁtLHW%méﬂ FRICHE L
T HIRINICIRES 2B D (H S T=iERY 7 5> D2
@a%@%xd-u@a&ﬁ%w~@aum) 2[al H
&@%@ﬁ@ﬁ%ﬁm(%MWﬁ'cm@E@@%

6~8H LI, F2/3F0%0 5y Tlid2lnl B HEFE#428~42 H LA
D) IR E A7 i e C g 5 D Zh O Rt iE
L7-BIERRAZA L, IRBRY ERIC XV 165k SE
B D OE KRG 220 & HF S -

1[B] B i A rTRE s U ER | BB U 0 A4 BIEAL S, 1RBRT 7 F o BfEs
m&<k%ﬂExT,Hjaﬁﬁﬁﬂjﬁﬁﬁm®%ﬁ

IZBWTHRIEFEM O OfeE LSRR 2 L
TV DR

208 H B 2R H rlRE s IR ESE MEVELAL S, 1RBRD 7 Fo8fEs b &b las
o, 20 H BRI BV CTHRIEFEME DA R OfETE L
THIERE R ZH LD D H8E

1.3.4. S0 R M DRRFHRAT

SARS-CoV-2 Mg HFnFuffli, S1f5A 1gG PrifiRE R LUV RBD 54 1gG FLAREIZ OV TIE,
GMT £721X GMC & Z D 95%E XM A H M L2, GMT BLONGMC 1%, % L7l
DI % R FE I W B s 2 = & TR U7z, Wi 95% (S HEX I, R #a U= e
EOFHMEIZ 3T 25X M % Student D t DAFICEESEHH L, FORRZFERE I xHEE
L TR L,

GMFR [ I BEFE % O E il % BEFERTOW EME TR L7= Ml & EF L7, GMFR [T 528 L 7= &
ED7E (HEffth —HEFERT) O IIE 2 JF R B 38 W % = & TR Uiz, S e X i
X, R LT EME O ZEO MBI R 25X M % Student D t pATICESE R L, *
DOFERZ RIS RIEE RS 5 L TR L,

GMR [ IR H U2 B O (B« %-455r3F D SARS-CoV-2 fLiE FFIHLA —S1 #5 4 1gG
PUARIRE F 7213 RBD #56 1gG HUAIREE) O E 2 RIS i A #d 5 2 & TR Lz,
WA RE D I, PR U 7= O 2 O SEEEI %9 25 #EIX [ % Student D t 734712 FHESD
SHEHL, ZoOfEZ2FEREIC AR T D2 L TRIHLE,

2 fIECoR S AL 5 I B 0O ERE 72 W1 95% S FE XML F 434 & W TR L 7= (Clopper-Pearson
%) 6

AT D ZEAN LA AT BT E (M5.3.5.1 C4591001 VEBRFAFE IS EA16% 16.1.9, SHEB L6 HEA
5 ONZ BNT162-01 {55 & E4T 8k 16.1.9, 6 1) 127,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

PUARM E 72 1XIRE S E & PR (LLOQ) Al & 721X E BRFMEART (BLQ) D&H, M#TIC
LLOQ @ 0.5 fFDfE A H =,

C4591001 3R H1F BN T B FMET — % OfEIRZ R ST D72, [BIEHIBE O Mg

(HCS) /3% /L % Sanguine Biosciences (Sherman Oaks, CA) , MT Group (Van Nuys, CA) X
O Pfizer Occupational Health and Wellness (Pearl River, NY) X0 AT L7z, Z® HCS /3R /LIZ
1% 18~83 5% D SARS-CoV-2 J&YL F 7213 COVID-19 8% (MEJEMEIRFD PCR A CRoMid e & L
THH 14 AL ERGE) DINE SN 8 RENZENTE Y, MIEERILEE ORIy (35/38
B) IHEGEMERGEE T, 9B 1HIEAREL TW e,

2. {2 OFBFER OEH
2.1. FRMEORR (ZEFAMRER : C4591001 3RBR, 55 2/3 FBE )

1B B OHFRfEST (v b4 7 H 2020411 A 4 A) OfER, 188U 7 F o 8faE L OB
HAM 5 > SARS-CoV-2 JEYLFEN 22 VHEER# 123U T, BNT162b2 O COVID-19 FEJE T B5%h A3 7R
ST, ZOHRENTIX COVID-19 fEEFIN D7 &b 2 FIEM I H%IZEmL, —DHD
FME L EREM I B &2 RN U7z, AT R 2 2.1 BUCER LT,

BRI (I A7 H 20204 11 A 14 B) X COVID-19 #eE B D72 < & b 164
PIER S NRICHER L, —>OAMETERHHE R B L O~ TORIREHEE A 27l L
7=o ANMED B EIFEHTRE R 2 2.1.2 THICER LTz,

o RERAT G S L OMR ETRE S 2 LU ISR L, SRR S IR Lz (M5.3.5.1
C4591001 {pBiRfE S E 10 EB XN 11 &)

2.1.1. BRED FEfENT (C4591001 3RER)
2.1.1.1. AT SRER (R REIfENT)

HWED—>BOTEEFMIEH TH 5, 1RBRY 7 F AT L OB o SARS-CoV-2
JEGRIE DN I WBR #1 2 381F D COVID-19 T BB -5 < BNT162b2 DA WEDFATIZ, 2 [BIH
Beflit% 7 AIRELIRE D COVID-19 BB 2 4E5txt5 & L, 2 [a B/t 7 HRELLRTO KPR £ Tl
NAAT D £ 72 13RH TH o 7R & 1T 0 B R LT,

HRRIEATIC BT, AR EREAM FTREAE IZ & 7= B E OEI A 1L BNT162b2 BE & 7T AR EE
TRETH -7 (Table 17) o AIMEREAR FTRELE ) b ERAS L7 iiiiE 0% <1%, 0T 6
T2IBBR YD 7 F o O A 3 XTI TV Wy, FRNCHE L= HIMPNIC 2 [0 H B 4 521 C
WRWEEBRE CTH o7 (FERNCHE U7 HIRE 1] B850t 19~42 B) , 2 [Bl HEEFE# 7 B
(ZTRBRESFHE D OBERRGENH 0, A ZhMEFEN ATRESER 2> 5 RS U 7= g5 1%
BNT162b2 #£ 302 5] (1.4%) , 77 BAREE 5261 (02%) THhoTz,

HFRIFRNT IR T, 5B 7 F U ERERTER L ORI H > SARS-CoV-2 JEYLFE N 7o\ gl s
(G 2hMERHm FTRELER) D A DR EHFAIREEIT BNTI6202 BE L 77 B RBE TR TH » 7=
(Table 18) . F£7=, Z OAEZNMEFEAMM ATRELER D A DHEFH ARV RFE I U T2 SRR 6 S 4E ]
ERERTH D, 2 mBEREEMHREAEIEER E LFRETH - T,
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2.1.1.2. B EEFEEE OFEFR  (PREIENT)

2.1.1.2.1. 1RBR U 7 F U EERERTE KX OMEREHIR H O RBRGLES R E [T 5 2 B B % 7
HRFLIREICFR® b7z COVID-19 FEEFNIZE-S< BNT162b2 DA ZMME (HREAENT)

HMEEHm AT REE R 0 5 B, 2 [B] B#EfE% 7 H I E TIZ SARS-CoV-2 FRYLEE 7S 70\ VBRI 13 i i
AoHT 32,279 B (BNT162b2 Bf 16,061 5, 77 v REE 16,218 i) ToH-7= (Table 17) ,

ST B 5 C COVID-19 WeEHl1% BNT162b2 BE 4 5, 77 B AREE 90 5l Téh 7= (Table2) .
T T ORI AT REB 23 H 1 ERE B T O A CTHERR ST,

COVID-19 il EHIIZ < BNT162b2 @ VE ORI TlE, 1R5RY 7 F o Hfnit L ORI R
D SARS-CoV-2 JEYLE N 22\ B C, 2 [Bl B % 7 B RFLIRRIC COVID-19 MEEF] & HE S
TR A RS L LT,

BNT162b2 ® VE [ 95.5% T, 6N TWAET—HXIZHBWTHED VE 8 30%% bRl 5 Fh iR
99.99% 8 T -7, Z OFEEITFANCHE L7z PRI O R EhEE (99.5%#8) A= Liz,

VE @ 95%15 X [H1% 88.8%~98.4%TCH 1, Ziud, BHOHNTWVWET—HXIZBWWTED VE RN
95%DFER T Z OHPANICH D Z L ERLTWA, F£77, VE N 86.0%8 Th % HiLfERIX
99.5% T, 88.8%iH T 5 H%MFILIT5% ThH -7z,

AR ATREA MR TlX, COVID-19 MEEHIIL BNTI62b2 BE4 i, 7T ®wAREE B FHITH Y,
[F UA 0 EEEGIE B 13815 5 BNT162b2 @ VE 1% 95.7% Cd > 7~ (Table 19) .
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Table 2. 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% CI®) Pr (VE>30% |
Time® (n29) Time* (n2%) (%) data)’
First COVID-19 occurrence from 7 4 1.722 (15899) 90  1.732(16010) 95.5 (888, >0.9999
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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2.1.1.2.2. BEOE LT (FREIAET)

1BBR T 7 F LR L ORI T O SARS-CoV-2 JEYLEE N 22\ kB (5 e A 7T A

) (28175 VEIZOWT, F#nnl, PRI, AR, EiEb1F KOG ER 30 E B 2580 42 I fiEHT
ZFEhi LTz, TRTOEASEEN T VE 1% 90%% ]~ 72 (Table 3) .

2 [B] B B 2R H rTeE IR 2t 5 & U7 0 SRS S &, B 2R w] REAE [ D it
FEREFERTHY, FEHDERO VE ITERMICEMRDH 52NN LRz
(Table 20) .
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Table 3. 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* (n29) Time (n2¢9)
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)

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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2.1.1.3. ZOMOBEMEDFER (PRI

2.1.13.1. XR— R 5 A VD SARS-CoV-2 BIRIABIDOA R (HF R

2 [a] HEEfE % O COVID-19 #EEFNTHOUNT, ~_X— 2T A D SARS-CoV-2 YR A] (SARS-
CoV-2 YD F MRI|) (28K LT,

R EATEE S C, BRI RTREEE RN 1T R — & T A L HEIZ SARS-CoV-2 JEUL A BEIETH - 7=
COVID-19 feERIAN 2 il (%581 B) & EHnTW= (Table21) ,

2 [B] H R A TR A RSB W T HRIBRORER TH o 72 (RX—R T A U FFIZ SARS-
CoV-2 I Td - 7= COVID-19 MEEFNTERE | B, T OMOMEERNIE 2 [0 H Bt 7 B
i % T SARS-CoV-2 &L Lfatk Tt -7-) (Table22) .

2.1.1.3.2. EJE COVID-19 FEERNCES BEME (PRI
1 [A] B #F6 1% O FEIE COVID-19 FEEBNZHOWT, 1B BT ieEM 265 L L TEH L
7~ (BT G EE RN DWW T 2.1.1.1 THSRW)

PSRN G, 1 B H SR O EE COVID-19 e ERNIL 7 B Tdh -7~ (Tabled) . 7 BIEHIHN
TIRAREETHY, ZO9 6 SHIE 1 B HEERR% 2 Bl H MRS, 2 B11E 2 B B B#ERE% 7 B EELL
Pl Sz,

7 BlIARFINR— R T A BFIZ SARS-CoV-2 JEYLfartTh > 7=,

Table 4. 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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2.1.14. EEDO BN ROE & O

COVID-19 T EBI 13072 < & b 94 BIEERE SN 7= £l L 7= PRI Of5 5, —> B OF R
THEEMORNEELELGT- Uiz, 1B8BRY 7 T 8RR KOS 0> SARS-CoV-2 [E L7
DIRWEERE (AR rTRESER]) 128V T, BNTI162b2 @ VE 1% 95.5% T, 95%fE F X%
88.8%~984% ChH o7z, HFHNTNDHT —HIZBWTED VE N 30%% k0] 5 HE MR
99.99%# T > 7=,

— 2 B OFNMEEEFANEE O VE 1%, WL OWT O SER EEER, MR, AFE
B, BRI, 1RERFERER) 1BV TH 90%% EEY, BEERICEW®WD H 5 EITEED bk
Mol

R— 2 F A T SARS-CoV-2 YL NEMET & - 72 COVID-19 FeEBID 2 5] (BHE 1 1)
ST,

260

E=103

HIE COVID-19 #eE L 7 417, 7 F14 5601 1 5] B &% 2 B BEEfEpIc, 2 13 2 B B 50
%7 BEFDIEICH G Sz, TEIEBN 778 REETH Y, BNT162b2 BEIZ HJE COVID-19 fEE
BNIFRO BiLieinoTz, THlE H_X—Z T A D SARS-CoV-2 JERILEM:Th -7,

HHIRNT OFE R D35, SARS-CoV-2 YLD 72 gy (REM B X OHNER) B85
BNT162b2 (30 pg #4E) ¢ COVID-19 FIE TR RN RO bivlz, HIEGNTIT T B RFEDART
O bz,

2.1.2. BMMEDEAEAENT (C4591001 3RER)

C4591001 FRBR D 3 FHEB I BT DA NMET — X OFFENTIE, FRNIEREEHEECHE LT
HNEDFAMEAE LT - LT BB 2t % & UCER LT, BEMEDREEMEIT Ol ~ 47 |
1X20204E 11 A 14 B THh o7z,

HhMED EEFEMIE B 36 L OEIKGHIIE B CRHMEixEg: & 3% COVID-19 fEERIC OV TiE 1.2 1]
\ZFRIR L7,

2.1.2.1. BRMEARAT RSB (FA&ARdT)

BOREEATIC BT, AR T REEFIZ & L D9 E OEI A 13 BNT162b2 B & 77 AR EE
TR TH o7 (Table 23) , AMEFEAR FTRESER > b RS L7 iBRE 0% <1E, #0 T 6
TIBBR D 7 F o OBFEZ T XTI TR0y, FRNCHE L7=HIBNIC 2 a1 H #5251 C
WRWEERE T o 72 EERNCHIE U2 HIRIE | [ B 25t 19~42 H) , 2 [BI % 7 A
F CITIRBRSEMFTEE D OFEKRARGIN DV, GRIVERHME TR 2 & BRa U7 985 1%
BNT162b2 #£ 311 3 (1.4%) , 77 &4 60 il (0.3%) ThH-o7-, BNTI62b2 FEIZISWNTHEK
TR < DEERD 7 F L O Y] 7RI B LTk W (BNT162b2 #f 263 filickt L7 7 &
AEE2041) , BRI EEREERE (105 6) 38 L OVERBRIEHE =R IEBR Y 7 T 2 liAh L
TS R ME FAE &I L72RBR T 7 T oEfE (144 ) Th o7z,

B FRATIC I T, 2 [ H 8% 7 HIEE T2 SARS-CoV-2 JEULEE DS 2o gk R (5 20k 24 7]
AEFELH) TIX BNTI162b2 B & 7T B AREED N O EHFHE IR CTH o 72 (Table24) . £
7=, ZOBEZMERFHE FTREE R O N FHFEFH AR IIE U TR EMMT I GHEE M L AR CTh -
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Too BARNTRF D 2 [B] B BEfE A wTREA D MESR T I K OV R MR rTRE4R ] (2 [B] B Befd i
14 Elﬁ%ﬁif (CREYLIER S 22 O EBRE) O N DREEFARORREE, AR MERTAR rTRESERT (2 [R] A A
% 7 BRFE CITRYLE N 2 W EBRE) LRI TH 72,

2.1.2.2. COVID-19 O#ER L UNER
COVID-19 JEFPHIEIZOWTIZ 1.2.2 THIZER L7,

— A OA R T EIILTE B OIS L 225 72 COVID-19 HEEH] (BNT162b2 B8 15, 7T &
REE 162 1) O K OYERZ Table 25 ICEHI Lz, ZOEMHTIL, 2 [0 HBEMHR% 7 Ei ks LARE
® COVID-19 FEEF] (FBERY 7 F L HEFERTI K OBEREIE] T DGR Ao WBR ) 123860 6
Nk KOYER Zxf4t & L=, COVID-19 #EFI D% < T, Bk CIfl £ 72 138(b) 238t
Sk, TOIEh, HER X < AR LOYERITHAR IR E2E ) , BB X
DIAMESR T o 70, BYIAL Bl E 72138 k) 1377 A8 25 61 (15.4%) 1Z8E S 7223,
BNT162b2 #f TlId S e o7z,

1 [0] B 5% 0 COVID-19 Fe & (BNT162b2 Bf 50 1], 77 & REE 275 #i) IS Shi-
COVID-19 Of#frEds S OMEIR % Table 26 IZZERK L=, ZH 5D COVID-19 MEERFNZIX 1 (0] H 55
R TREA LN (RBRY 7 T L BERERTE K OBEREIIE P ORI 7o W EBR ) O E
Bl EENTND, KD OHERE N DLl Lo L OYERZHE L TR, k<
Fr BT B S K OERIE, B0 EEFHMGE B ORI REM L R TH - 7=,

1 [B] B % O FESE COVID-19 MEE B (BNT162b2 B 1 5, 77 2REE9 B) DOLEHIT, LEnks
\ZEEOREHEEEZ R THIES LOYERNSTRD Sz [FEWE 30 B/ 80, D% 125 [81/53
uL KR T ORFEAFIE SV AFX T A—ZHAIE) 93%LL T, PaOy/ FiO, 300 mmHg 4
il o 77 B REETIIMERAEBL L ONICU ~DOABENENZN 3 6] (33.3%) &G Shy-
(Table 27) .

T _TCOHMEMAT R REM I L OFEZIMERITIZIS T D COVID-19 O K OVER XA
FEHAEEITR L,

2.1.2.3. ARMEO EEFHEEE OFER (BT

—O H ORI FEFRE R TlE, 1BRY 7 F R L ORI § > SARS-CoV-2 & YL
JEMR 72\ RS 2%t 5 & LT, COVID-19 il EFIZ3-5< BNT162b2 @ VE Z3Hfli L7z, Z DOFF
fliCIE 2 [B1 B B2F1% 7 B RELARRIZ COVID-19 g EF & HIE S - w2 Eitxige s Lz, —
S HOANMETEFNIE R TlX, 1G8RY 7 F U 8ERRTER L ORI T > SARS-CoV-2 JiyL/iE
DA EEZ B WEERE 2 %5 & LT, COVID-19 HEERIZE-3< BNT162b2 @ VE % 3 L
72e ZOFHMBITY 2 [B] H RS 7 HRELIFEIC COVID-19 W BBl & HIE S - gkbn s 2 34
& L7,

HEIWEDBIRGHIE H Tk, 1RBRY 7 F 8RR L OSBRI o o SARS-CoV-2 YA 72
WHBRE B L OV O G A R D7 Wi 2 x5 & LT, COVID-19 filgEFliz 35 <
BNT162b2 @ VE Z i L7=, Z Ol Tl 2 B B % 7 BRI £ 7213 14 A ERLIREIC
COVID-19 e EF] &I E S 7o 2 5t x5 e L (1.2.15H)
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2.1.23.1. 18R U 7 F VEERERT OB N 72 W EBRE 1231F 5 2 BI B B RE% 7 A RLARRIZER Y
7z COVID-19 BEEBIZ35< BNT162b2 DE S (Bl fiEtT)

FRARAT OFERDOIE TR L2 X 912, FEMTC— 2o H O IMETEZFHMEE B 2OV CHEE 72
BHEIMENR ST, OB RN B OfENT & S0t 3° 2 St fRATIRE U 35V T COVID-19 fif
EBNE 170 BIERE SN TEY, 4i% 170 S < i 24 L FICER LT,

TRBRD 7 F L BERERTE L OBEREHA D SARS-CoV-2 JEYLE 23 22 W BR #1238\ T, COVID-19
e BB (2 0] B HEFER 7 BRELIRR) 13 BNTI62b2 BE 8 #l, 77 BAREE 16251 TH Y, BNTI162b2
® VE £ 95.0% Coh -7 (Table5) , VE ® 95%E XX 90.3%~97.6%TH Vv, ZiIfGFdh
TWDT—HIZBWT 97.5%DMHERTED VE 28 903% U ETHDHZ AR LTV,

2[5 H B 2R H nTae A MR 2 %P5 & L7284, BNT162b2 @ VE 1% 95.2% (COVID-19 f
EFIL BNT162b2 £ 8 5], 7T BAREE 165 %]) Tdh -7~ (Table28) .

Table 5. 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 n1®  Surveillance n1®  Surveillance VE 95% Pr (VE >30% |
Time® (n2%) Time® (n29) (%) CI°) data)f

First COVID-19 occurrence from 7 8 2.214(17411) 162 2222 (17511) 95.0 (903, >0.9999
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.

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 17NOV2020
(16:46)

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output

File: ./nda2_unblinded/C4591001 Efficacy FA 164/adc19ef ve cov_7pd2 wo_eval

PFIZER CONFIDENTIAL
Page 32



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

2.1.232. 18RV 7 F U BERERIORBRIEBOF B2 bR WERE BT 5 2 B HEERE% 7 BRELL
1238 BTz COVID-19 FEEFIZE-3< BNT162b2 DFE N (A& MFHT)

TOHOEMEFEEFHMGIEE T, 2 B HER% 7 HEFE TO SARS-CoV-2 YL DA M2 [
T, EERE A %tge & LT COVID-19 #EEFNZ IS % BNT162b2 @ VE %5l L7=, 2 [0l B #f
% 7 HRELLRRIZ COVID-19 FEER] & HE SN T- s 2 Eitt s & L,

1RER D 7 F L BERERTE L OBEREHA > SARS-CoV-2 JEYLRE DA HE % [ o 20 W RBRE 12 B U
T, COVID-19 feEfp] (2 [a] H #Efi% 7 HRFLIRE) 13X BNT162b2 # 9 i, 77 &R 169 il TH
D, BNT162b2 ® VE (£ 94.6% Tdh 72, ED VE N 30%% L0 5 HHHERIL 99.99%ETH 1,

DOFERITFRANTHIE LT EENE (98.6%#8) A7z L7z, VE @ 95%(5 HIX i 89.9%~
973%CTHV, ZIUIHELNTNDET —HIZTEBWT 97.5%DHERTED VE 78 89.9%LL ETH 5
ZEERLTWDS (Table6) , FHEHER 98.6%I%, HFHOHNTWNDLT —HIZBWTHED VE A
89.2%LA L7 %,

2 o] B EERE 2R A Al RE A IEEEM 235 & L7=4A, COVID-19 fEERIIT BNT162b2 #f 9 5], -
FZEREEI2BITH Y, R UCAIEFEFLE B 2315 BNT162b2 @ VE 13 94.8% ChH > 7=
(Table 29) .

Table 6. 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 n1®  Surveillance n1®  Surveillance VE 95% Pr (VE >30% |
Time® (n2%) Time® (n29) (%) CI°) data)f
First COVID-19 occurrence from 7 9 2.332(18559) 169 2.345(18708)  94.6  (89.9, >0.9999
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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2.1.2.3.3. 1 B BEFE% O COVID-19 FEEREFNCES B3hE (1 BB BEE2A A e g 2itkE
)

HWEEAM AT BeAE R & k5 & U CHEME L7-—> H OA M L EHGE B OfEHT Tl COVID-19
WEW DL L NEENR-T-, TOHBE, 2 [0 A% 7 HERNCIIE Lz, AR ]
BESE S B IR ST (CRIE LT, &2 WIXRBRY 7 F U gEfiail L OB o
SARS-CoV-2 JE Y2 L CW R ICRIE L1272 d Th o7,

1 0] B ¥ 20 AT e 24  (modified-intention-to-treat) Z %14 & LT, 188D 7 F
AT K ORI H > SARS-CoV-2 YL @ﬁﬂﬁ%%ﬁsﬁpﬁba‘, 1 [l H BEFRAZ A FIE L7297 TD
COVID-19 fife &5 % #EIFEAERFEABIIZ Table 7 (2 Z4) L7z, 1 [8] B BERE# D COVID-19 fifg & 511
BNT162b2 #£ 50 f5i, 77 &BAREE275 I T o7, HHTNE A i BNT162b2 BETIERE 53723 2
[ B REFERTICRIE L7 2 & TH D, BNTI62b2 O VE (HEEME) 1%, 1 [EHBEFE% D COVID-19
e EBNZFEDNTZIGE 13 82.0% (MM 95%(EHE X[ : 75.6%~86.9%) TV, 1[0l HEEFE 2 1]
H BEFERT O COVID-19 FEE BN FE S\ 5E 13 52.4% ([liff] 95%SHE X ] @ 29.5%~68.4%) T
HoT,

Table 7. 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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Note: "S" indicates subjects with severe COVID-19 or COVID-19 leading to hospitalization.
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2.1.2.3.4. BMEOE S EMANT (FAHFHT)

TOOAMETEEFHREF £ EUSHOWT, Filipnl, MR, AR, R L TR
I oy R F AT 2 S L 4550 22 o0 VE &3 L 72,

RER D 7 F Bt K ORI T D SARS-CoV-2 JRYLIBE N 72 W MEBRE 2 6 G2 & LT 80056
FfEdT <k, AFERID TZOM (VEIX89.3%) | BLOERBIO 772 (VEIX87.7%) | %
B, BESERD VE 13 93%% EEl~7- (Table8) . % DOERGRIOE /> EM B L OAFE
BIOHE 3 EEF D VE % Table 30 IZ/R L7z, EHTRE M E LT 65 LA EO#ERE O VE IX
94.7% CT& Y (COVID-19 fife EF11% BNT162b2 £ 1 5], 77 &ARH#E 19 5], VE O] 95%(F 5 X
1% 66.7%~99.9%) (Table8) , 75 klh LOPERFE TIX VE (£ 100% T > 7= (COVID-19 fife
FEFIIX BNT162b2 £ 0 5], 7Z&AREE S 6, VE Ol 95%(5 #E XM 1X-13.1%~100.0%)

(Table 30) .

SARS-CoV-2 JEYLIE DA M & O 72 WO EBRE 2 x5 & U= AT <, AR T2 Dfh
(VE1X782%) |, EHBlD 7720 (VEIX754%) | BILONR—RATF A D SARS-CoV-2
YD T Y (VE 1X-7.1%, COVID-19 feEFNIIARE 161 | ZBrE, K0 %EFO VE X
93%7% bk[a]> 7= (Table 31) ,

R ATREA MR 2R & L2 SBEIATRER bR TH Y, FET MO VE IZERRRY
(ZERD D 52T e o T,

U 27 REHN O REMAT (R

U 27 RRERN DB IWNEDFZ T 2 T LTz, T D OfFTTIE, AY X273 & LT, Charlson
Comorbidity Index (TR SN HKEBA D72 &b —22HT 50, B LAFEE (BMD

>30 kg/m? & EFR] R THHRE LER LT, BHAANREO2H5R D Charlson
Comorbidity ?##) % Table 32 278 L7z,

TREBR D 7 F BRI X ORI T 0> SARS-CoV-2 YN WV E TIX, AU A7 ED

VE 12 953%C, Y 27 %0D VE£94.7% CTdH -7 (Table9) . 65 mll EOWEREIZIRD &,

VEIZAY A7 ETI1.7%, Y 27 FHT100%TH->7-, IE L& FEIE TIX VEIXFERECTH - 7=
(RS = 95.4%, FEAET : 94.8%)
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Table 8. 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 n1® Surveillance VE (%) (95% CI°)
Subgroup Time® (n2%) Time (n2%)
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 5 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 1 0.508 (3848) 19 0.511 (3880) 94.7 (66.7,99.9)
Sex
Male 3 1.124 (8875) 81 1.108 (8762) 96.4 (88.9,99.3)
Female 5 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 0.165 (1502) 7 0.164 (1486) 100.0 (31.2,100.0)
All others' 1 0.160 (1405) 9 0.155 (1355) 89.3 (22.6, 99.8)
Ethnicity
Hispanic/Latino 3 0.605 (4764) 53 0.600 (4746) 94.4 (82.7,98.9)
Non-Hispanic/non-Latino 5 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 1 0.119 (1129) 8 0.117 (1121) 87.7 (8.1,99.7)
USA 1.732 (13359) 119 1.747 (13506) 94.9 (88.6,98.2)
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Table 8. 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 nl® Surveillance nl® Surveillance VE (%) (95% CI°)
Subgroup Time (n29) Time (n2¢9)

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 9. 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 n1P Surveillance VE (%) 95% CI°)
Subgroup Time® (n2%) 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)
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)
Obese®
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 9. 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 nl® Surveillance n1® 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.  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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2.1.2.4. BEOBIRFHMEEE (kM)
2.1.2.4.1. 2 [5] B #ERE 14 BEELIERICER BTz COVID-19 EERIIZ ES < A3t
1RER T 7 F L BERERTE L OB AR O YL A 20 R BR S
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e BB (2 0] B 2R 14 HERFLIRE) (X BNTI62b2 BE 8 B, 77 & AREE 139 5 TH Y, BNTI62b2
® VE 1% 94.2%Td -7 (Table 10) , E D VE 2 30%% k0]l 5 HH%HERIT 99.99%HTHV, =

DFERITFRANTHIE LT EENE (98.6%#8) Wil L=, VE @ 95%(5 HIXfH]I% 88.7%~97.2%
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Table 10.  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 n1®  Surveillance VE 95% Pr (VE >30% |
Time® (n29) Time® (n29) (%) CI9 data)’

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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B8R Y 7 F o BERET I K ORI 1 o0 GuIiE o0 A & R o 7o\ i
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Table 11.  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® (n29) (%) CI°) data)’
First COVID-19 occurrence from 14 8 1.984 (17645) 144 1.995(17746) 944  (89.1, >0.9999
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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2.1.2.4.2. BJE COVID-19 FEERFNZ IS K Ao
EIE COVID-19 FeEfF| (2 Bl HEfE% 7 BRDIRE) (K-S Ao
1RBR D 7 F L BERRRTE & OB op o0 R YL 23 70\ kB

ZOFEMEOTHEIE R T, 2 [0 RS 7 HEFE T2 NAAT Btk & 7213 RBH O 9B E 1 33T
KRN BRI LT,
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7o L35 T, ZO%OFIKEHNEBIZET 2t EIXFEM Lo -7, 72720, 8
DOFHIE B OFel B 2R LTz,

Table 12.  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 13.  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 n1® Surveillance n1® Surveillance @ VE (95% CI°) Pr (VE >30% |
Time (n2%) Time® (n29) (%) data)’
First severe COVID-19 occurrence 1 2.333 (18566) 3 2.358(18733) 66.3 (-125.5,96.3) 0.7419

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 14.  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® (n29)

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 15.  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)’
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 16.  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 nl1® Surveillance VE (95% CI°) Pr (VE >30% |
Time® (n29) Time® (029 (%) data)’
First severe COVID-19 occurrence 1 1.985(17652) 3 2.007 (17792) 663 (-125.6, 96.3) 0.7418

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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Figure 2.  Frequency and Magnitude of BNT162b2-induced CD4+ and CD8+ T-cell Responses
Across All Dose Levels (Study BNT162-01)
a
CD4' T cells CD8" T cells
» 5,000~ 99 5,000
'R 4,000~ 88 919 4,000 78 819
© 3,000 98 i
b
CD4" T cells CD8" T cells
» 5,000+ A -
& 4,000+ " - %
= gggg: 8‘?&5 1 & . o 1ug
o 1 xbe  °ge 3ug
EJ" 1.500 T = e : ;gpg
o & 0O 0g,® Hg
@ 1,000+ g 4 2 .. ® 30ug
®
2 T3
: s o4 1E
& ol 5B 2038
= T T
FL-S CEFT FL-S CEF

Peripheral blood mononuclear cell fractions obtained on Day 1 (pre-dose 1) and on Day 29 (7 d post-dose 2) were analyzed
in ex vivo INFy ELISpot. Common pathogen T-cell epitope pools CEF (CMV, EBV, influenza virus HLA class I epitopes)
and CEFT (CMV, EBYV, influenza virus, tetanus toxoid HLA class II epitopes) served to assess general T-cell reactivity, cell
culture medium served as negative control. Each dot represents the sum of normalized mean spot count from duplicate wells
stimulated with two peptide pools corresponding to the full length of the wild type S protein for one participant, after
subtraction of the medium-only control. a, Ratios above 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 protein-specific CD4+ and
CDB8+ T-cell responses in all participants with a positive response to S protein (n=22 for CD4+ and n=19 for CD8+
responses) and their baseline CEFT- and CEF-specific T-cell responses. Horizontal lines represent the median of each dose
level.

CMV = Cytomegalovirus; CEF and CEFT = epitope pools; EBV = Epstein-Barr-Virus; ELISpot = enzyme-linked immuno-
spot; FL-S = Full-length spike protein; HLA = human leukocyte antigen; INF = interferon.
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BEREME I L OVRIE(REM: CD4+ F£ 7213 CD8+ T MR )&= —ICS
BNT162bl

BNT162bl @ 2 [EI#fE %52 1T 72 63 BB 3B S 7= PBMC %, U 27 F 2 Ca— Nk L7z SARS-
CoV-2RBD & teX7FF RTHIE L7-, CD4+ T HIMISUSIL Thl -4 b A T a7 7 A L%
RL, EIZIFNyEIXIL2 HDWTZFOM G REA SN (Figure3) . —77, 63 il 60 {5
DOREDBIE, Th2 A "I A v IL-4 DFERITRD bRdoT-,

Figure3. RBD-Specific CD4+ T Cells Producing the Indicated Cytokine as a Fraction of Total
Cytokine-Producing RBD-specific CD4+ T Cells — BNT162b1 (Study BNT162-01)

CD4" T cells
» 100+ A s . o 1pug
+ B o i ‘m B 3ug
e T
S = Hg
9 A ¢ 30pg
5 g 907 : : s ® 509
Eg Al m 60 g
8 2 g : : : (no boost)
g o
2 | %_ g
7|
O I I I% 1 I I@ ‘I‘ LI 1 >
& q Y& YD S h N & d N
<<$\\;\\/\\/ ge\;\\/\\/ SV \&\\(\\,\\, SNVEY SNV \&\Q\\,\\,
N = = N N N N
NS NS NS NS NS 3 3

Bar charts are arithmetic mean with 95% confidence intervals. Cytokine production was calculated by summing up the
fractions of all CD4+ T-cells positive for either IFNy, IL-2, or IL-4, setting this sum to 100% and calculating the fraction of
each specific cytokine-producing subset thereof. CD4 non-responders (<0.03% total cytokine-producing CD4+ T-cells; 1 pug
n=5, 3 pgn=1, 10 pg n=1, 20 ug n=1, 30 pg n=2, 50 pug n=1 and 60 pug n=6) were excluded from this analysis.

[FlERIZ, RBD HFFA CD8+ T MifaiL 63 il 46 T IFN«yZ BEAE L7273, IL-2 ZPEAT 5

CD8+ A DL L CDA+ T Mifid & th~MKA > 72, BNT162bl O 2 [BIEEHE 2 5 1 7= B 1236 1)
% RBD $: 5L CD4+ B L ONCD&+ A ~ A VFEA T IO SEHEIS  (2E5 CD4+ £721%
CD8+ T flifialzxt4 2E14) 1%, COVID-19 225 [R1HE Lz 15 FlOVHEIS LD b RE o7 ()
ELT, 30pug HEREHETILME) o 1 [EOHEERE L7z 60 ng BT, VA MO A U FEA T a0
PRI BRI TELS, 2 [ HEEMOEEEN R ST,

BNT162b2

BNT162b2 @ 2 [a] H Efff% 7 HRFIZ 36 il 5 408 S 4172 PBMC %, BNTI162b2 28=2— F9° %
SARS-CoV-2 2K S # /X7 & T 7 F R THIM L7, CD4+ T Hifa<)ii% Thl -4 b A
Tu 7y ANERL, EIZIFNYEILIL2 HDWIEEOWGFREAESN, Th2 A M A~
IL-4 DFEAEDN DT NIFRO Bz (Figure 4)
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Figure4.  S-specific CD4+ T-cells Producing the Indicated Cytokine as a Fraction of Total
Cytokine-Producing S-specific CD4+ T-cells — BNT162b2 (Study BNT162-01)

S subpool 1
100- o 1ug
. = A 10ug
30 % B S e 3
B o
o D N N M
5 O 5040 |0 %
20 Bl
+ o
S8 25- ﬁ
> e A
O | | |$E | | |$: | | | : | | |
9 9 K
{(e\\f\\/\\’ e\\f\\\/\v e\\f\\\/\\/ é\\4\\/\\/
& & & &

Bar charts are arithmetic mean with 95% confidence interval. Cytokine production was calculated by summing up the
fractions of all CD4+ T-cells positive for either IFNy, IL-2 or IL-4, setting this sum to 100% and calculating the fraction of
each specific cytokine-producing subset thereof. Two participants from the 1 pg dose group and 1 subject from the 10 pug
dose group were excluded from this analysis (frequency of total cytokine-producing CD4+ T-cells < 0.03%).

AIRA WS X R R CDS+ T AlAEA S O IEN-yD PEAE DS 36 Bl 32 BlICERD Hivlz,
72, CD&+ T A/ D D IL-2 PEA b S dviz, BIINZ, ASA 7 FEX X7 B R R

CD4+ B LN CD8+ T A ¥ EI A1, COVID-19 2»5[EIE L7Z 18 fl TRO LN-EHE LV
KIEZE Do 72 (B @ 30 pg $EFEE 1230 T S sub-pool 1 CD8+ T #HLD IFN-yD KL 12.5

%) .

2.2.1.1.3. MEFHKR (BNT162-01 3R5%)

HFT —X DOy A7 HRERT, S RIMEMNTE I B8 CTlE R RnfLiffiiss L O &
#MK/EEQM% ONT-HBRERIILLTO LB ThoT-,
e BNTI162bl : 5 H&EHRE 60 5] (1, 10, 30, 50 33 LT 60 pg FEA 12 41)

o BNTI162b2 : 4 HIEHE 45 61 (1 ng BE9 B, 10, 20 38 LTV 30 pg #E4 12 i)

2.2.1.1.3.1. SARS-CoV-2 50%IfLiE FFIHLisfli (BNT162-01 FRER)

BNT162b1 3 L O BNT162b2 DWW FHULIZIBW T, SARS-CoV-2 50%HFFIFLIRMI DT — 2 7 6,
BT 7 F & 2 mEMET 52 EOEEEN RSN, | EIEEMERL 21 ARFE TITb T 7%t
JEINE DR BT, 2 8] B EEREZ IZEC I P RIPUAM S BA U, 2 [0l H#ERE% 7 B

(Day 29) F CTITIR KDL E BV, 10 pg FEd L OV30 pg #£D SARS-CoV-2 50%H Fnftik
fli GMT 3 & OV GMFR (%, BNT162bl & BNT162b2 OB THEL L TV /=,
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BTEHPUEME (GMT)
BNT162b1—50% F Fa {4 {li

BNTI162b1 @ 1 [A]H #fdit, HEREZ#E U T, SARS-CoV-2 50%F FHLiR{fi> GMT IZ Day 1
76 Day 22 £ TIZHOT 2T EH- L (Figure 5) , 2 [BIH#fE#1% 7 A (Day29) IZIXS HICHE
KAFRNZ A L7 (1 BIEERO A D 60 png BEZFR<) o 60 pg FEIZFB W THRIHLAM D GMT
IMRED £ EHER L, 90 REEREAIPUA RS 2558 T 2 1O BN L ETH D Z &N
RENTZ, GMT (X 10, 30 33X V50 pg £ T Day 29 7° 5 Day 43 £ TIZh T ITIE T L7z,
BNT162b1 #%f#1% D SARS-CoV-2 50% - FifiiAfii (GMT) % Table 37 (Z/R L7,

FigureS.  Geometric Mean Titers and 95% CI: SARS-CoV-2 Serum Neutralizing Titer 50 for
Subjects Age 18-55 Years - BNT162b1 Immunogenicity Set (Study BNT162-01)

Geometric Mean Titers and 95% CI: SARS-CoV-2 Serum Neutralizing Titer 50 - BNT162b1
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1 8 222943 1 8 222943 1 8 222943 1 8 2229 43 1 8 222943

Study Day

Source: BNT162-01 CSR, Figure 14.2.1.1

BNT162b2 — 50% F Fof7 {4

BNT162b2 @ 1 [A1H 8@, 10, 20 3510830 pg BEIZH VT, SARS-CoV-2 50%F FuHift o
GMT |E Day 1 705 Day 22 £ TlZhT M2 EH L (Figure 6) , 2 [BIH#EME% 7 HF (Day 29) 12
X E SICKIEIC ERH L7z, GMT O EfElE 30 pg # TE® bz, GMT X 10, 20 BE 30 ug
#£C Day 29 5 Day 43 & 7213 Day 50 & CTIlZhH T 22K T L7z, BNT162b2 1% D SARS-
CoV-2 50% - FnHiiAffli (GMT) % Table 38 |27~k L7z,
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Figure 6.  Geometric Mean Titers and 95% CI: SARS-CoV-2 Serum Neutralizing Titer 50 for
Subjects Age 18-55 Years - BNT162b2 Immunogenicity Set (Study BNT162-01)

Geometric Mean Titers and 95% CI: SARS-CoV-2 Serum Neutralizing Titer 50 - BNT162b2
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Source: BNT162-01 CSR, Figure 14.2.2.1

BNT162b1 & BNT162b2 @ Lbi —50%F Fofiisfli (GMT)

10 pg HEF KT 30 pg HED SARS-CoV-2 50% HFIHLAAM O GMT 1% BNT162bl & BNT162b2 Tl
FEEECTdh 7= (Table 37, Table38) ., 10 ug AEIZIWT 2 [AIH % 7 HIEF (Day 29) @ GMT
X BNT162b1 T 157.6, BNT162b2 T 169.2 T ¥, Day43 TiE, TNZLI 125.8 5LV 165.6 12
RN L7z, 30 ug BEICRWTC 2 [AIH M. 7 HIFF (Day 29) @ GMT 1%, BNTI162bl T 307.8,
BNT162b2 T 312.0 TH VY, Day43 TiL, TNZ 1571 BIL 1612 IZIKTF L7z,

WEY) FEfEHR (GMFR) —50% P fuHifaAmh

SARS-CoV-2 50%HF FifiiAffic> GMFR 1, GMT (B9 5 BT —4 L —H L T\ 5,
BNT162b1 3 L TUYBNT162b2 DWW AW T S, 1 B RS 2 [5] B % 7 0

(Day29) FT® GMFR i, 1[8]H#R% 21 HFE TO GMFR & AR TKRIEIZ EH L, Day43
ETIZOT IR T L7z (Figure 7) o

BNT162b1 T, 2 [ H#fE% 7 HEEO GMFR I EEIFHITH Y, 10 ug BET 20.8 1%, 30 ug
BET 56.0 %, 50 ug BT 76.7 50 ERNZNZENED H7- (Table 39) .
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BNT162b2 Cid, 2 [o] H#f% 7 HEFO GMFR 1E, 10 ug #C 23.5 1%, 20 ng BE T 22.9 1%, 30 g
BEC 38550 EANZENZENARD b/ (Table 40)

Figure7.  Fold Increase From Baseline in Functional 50% SARS-CoV-2 Neutralizing Antibody
Titers — BNT162b1 and BNT162b2 — Immunogenicity Set (Study BNT162-01)

BNT162b1 BNT162b2

« 1004 T ® 1yg 5 1004 ® 119
2 ] 4 10 g £ ] 4 10 g
ZS 4 30ug Z.% 4 20 g
> * 50 ug > ¥ 30 g
c c

5 4 60 pg (no boost) e

£ 104 =

g 3

g ............................ g s Seroconv. =4x E Serocony. =4x
E £

§ s

T i

= E =

(G] 3 o

Day 84

» Day 224
Day 29+
Day 43+
Day 84

» Day 224
Day 29+
Day 43+
Day 504

Geometric means fold increase (GMFI) from baseline in SARS-CoV-2 serum 50% neutralizing titer with 95% confidence
intervals are shown for both BNT162b1 and BNT162b2 dose levels. Arrowheads indicate baseline (dose 1, Day 1) and dose
2 (Day 22). Dose 2 was not performed in the 60 pg dose group. The dotted horizontal line represents the threshold for
seroconversion (fold increase >4).

BNT162b1 & BNT162b2 @ ki — 50% H Fobifafh

10 pg B L O30 pg #ED SARS-CoV-2 50% F FiHLAM©> GMFR X BNT162bl & BNT162b2 T
RETH-T-, 10 pg BEIZIBWT 2 B HEEME% 7 B (Day 29) @ GMFR | BNT162bl T 15.8,
BNT162b2 T 16.9 T& Y, Day43 TlE, £NEN 12.6 BLTV 16.6 IZIKT L7z, 30 pg BElCIW
T2 [n HEEMEE 7 HEE (Day 29) @ GMFR %, BNTI162bl T 28.9, BNT162b2 T292 TH U,
Day 43 TiX, TNF 145 BL W15 IZIK T L=,

50% FFIHUAAE DS 4 FF 0L B R U - 8BRE 0FIE

BNT162bl

2 [0 A EEfEE% 7 HIEF (Day 29) % TIZ, SARS-CoV-2 50% T FIHIAAG 23— 2T A LD 4 f5L4
EER LE OBIAE, 10 ug BT 90.9% (10/11 1) , 30 ug #£3 LTV 50 ug # T 100%

(1111 41)) ToH-o7- (Figure 8, Table4l) , T SHODOETIEL, GMT |L Day43 £ TIZIKF L7
7% (Figure 5) , 4 f5LL L B5 U7o9BRE OFIS 13 Day 43 £ THEFF S 7z,

BNT162b2

2 [0 A EEREE 7 HIEF (Day 29) % TIZ, SARS-CoV-2 50%F ARG 2N_R— 2 T A LD 4 fi5L4
EER LHREOBIAE, 10ug#ET1.7% (11/12 61) , 20 ug BT 85.7% (6/7 f51) , 30 ug
BET90.0% (9/10 1)) T -7 (Figure 8, Table42) . 10 pg BEF LV 30 pg BETIE, Day43 3
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LU Day 50 lIZBW T Z OWHREEIATT 100% ThH o7, 728, 20 ug HEOT — X IIREETH -
776

Figure 8.  Frequency of Subjects with SARS-CoV-2 GMT Seroconversion - BNT162b1 and
BNT162b2 — Immunogenicity Set (Study BNT162-01)
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1004 © 1ug 100 @ 1ug
A 10 ug & 10 ug
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Seroconversion is defined as a minimum of 4-fold increase of functional antibody response as compared to baseline. Note:
At the cut-off date for this report, only limited data for the 20 pg dose level was available (7 sera evaluable for Day 29, 4
sera evaluable for Day 43).

2.2.1.1.3.2. SARS-CoV-2 i RARE S HLAIRE (BNT162-01 #5R)

S1 3B X U'RBD #64 1gG HLAIRE D GMC #F51E & LT, BNTI162bl 3 LUV BNT162b2 1T\ 974
R BARTFA 72 PUAROR 2355 L=, S1 B L U'RBD fEA IgG LIRS G DO fE F 2 JRBR R FE
WAEEITR L2 (MS5.3.5.1 BNT162-01 IGBRFEFE R ZEASC 11.2 1H)

2.2.1.1.4. FEFEMEDE L (BNT162-01 35k)

e T #IEUSG —ELISpot 3 X OV ICS % Fl W 72 3l 52> 5, BNT162b1 3 X UV BNT162b2
X, KEB OHERE T B CTEHEREME TRIE(EEME D CD4+ F 7213 CD8+ T Al St 2 355
T5HZ ENRENTZ, PBMC Za— R{EL72Hii (RBD £72132RK S ¥ 37) ZETe
TF R =L THARLT S &, 7 IFN-yI L OVIL-2 FEAE & D07 IL-4 FEA 2 i L
T HANN—T MRS ERRBO b, A oA T a7 7 A40E LT, Bif7: Thl @&
IS & DTN e Th2 I A 3R ST,

o IMIFFIISIL

e BNTI162bl 3L O'BNT162b2 DWW T4, 1[I HHE% 21 HRFE TITREO DIV &G
X T Tholon, 2 B HERMIC L PRPURMOHELH) 72 EASFHE I, 2 [E
H&‘@?& 7 BEE (Day29) £ TICHARDRIGLLRBD HNTZ, ZDOZ &b, BB
T F k2 BT H 2 EOEEEINIRINT,
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o 10 ug BERB L N30 pg BEIZHBUVT, SARS-CoV-2 50%H FIHiAMfi o> GMT 3 X T8 GMFR
I%, BNT162bl & BNT162b2 CRIFEE TH -7,

2.2.1.2. C4591001 3RBx (55 1 HEERSY)

ARSI ATRE S R RIS 351 B R A Lo, 2R AT RE S BRI J5 1 5
LIRS BT LT,

22121 WREOWNER, BT —F &y FBIOCARREF 2R (C4591001 3RBR, 5 1 84
53)
HERE OWNER (5 1 #8E49)

195 1512 — S O4FHkE (18~55 %, 65~85%) ([ZHE{EAIL L, BNTI62bl (E721x77&R)
(105 f51)) E721EBNTI62b2 (F721X 77 8AR) (90 ) OWF N Z R LT,

TR IZ BT, £HE (10, 208X W30 ug) 21561 (K124, 78R 3F) Z2HD
(7=, FEkE (18~55%) BLOEE (65~857%) OWVWTHIZBWTE, T XToOHkERE
WEN AT BITIRRY 7 F o O 252 1T 7=,

BNT162b1 100 ug # Ci%, #HpfEo 12 6153 BNT162bl O 1 [0] H 8225217 7243, 1 [8] H B8R
DEOSFEMEIZEESE, IRC 25100 pg D 2 BIBEEO R IEE#E Lz, By AT HRRT, Z
OFED 12 51 11 1173 2 [B1HIZ BNT162b1 10 pg O Z S, %5 1 Flb 0 v M4 7 BRI,
2 [ HEERE L LT BNT162b1 10 pg DEEREZ 1T 7=, FHETT 78 ARIZHIO 41T 607 3 6%
1 [ BB L2 M BT 7 v RO/ E2 % T 72, @ilifE Tl BNT162bl 100 pg OHEfEIL
1T hoT,

BNT162b1 100 pg #FEIF5E T Lo lc Z &, ZOHER EXIST 27 7 BARBHCE L T
TRBR RIS TR L, ACETITFLE L2Rvy,

fEfTT — 2y b (5 1 KRS

BNT162bl (10, 20 £721X30pg) F7/2X7 7R, BIOBNTI62b2 (10, 20 F721% 30 pg)
FRTT T EREER LT X COWEBE L, 1 BIHBS IO 2 [0 BB 2R H A REfa e LR
WZE iz,

BNT162b1 #EO &l T, 1RBRIEEMEFIEED O OBRBOT-D 10 pg ZHER L7216 (8.3%) %
1[5 36 K OY 2 [8] B BEfERTA AT RE oo R MEEE R 2> S BRAL L 72,

BNT162b2 #EO L TlX, 1RBRFEMEFEED O OBMOT-D 10 pg ZHFE L7211 (8.3%)
FOT TRz LTz 2 6 (222%) % 1B 3 KO0 2 [B] B S AT AE s R AR 70> & BR
ShUTz, Fiz, 2 [l HEERER 6~8 B UNICERIAM TN 2o 72728 30 ug ZHEFE L 72 1 41
(8.3%) % 2 [A] H BEFERTAM Al BESR MR 2 B RS L, Sl I, TRBRIZHMRTE & 5
DRMLO T8 30 pg ZHEFE L= 161 (8.3%) % 1[0 H 3 KON 2 [A] B BEFEREAM Al HE So 2 R
MO LT, F£70, 2 [BIHEERER 6~8 H LI T ool 20 pg ZHEFE L 72 1
Bl (8.3%) % 2 |81 H BEFEREAN FT B S R MR 2 B BRA LTz,
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A OREFERRE (6 1 f5845)
BNT162bl

1 [=] B BEFE AR Pl RE SIS MR EE R ISR E B L OEE oW nicB W ThH KEanAa AN (FHik
& 82.2%, =lhfE 93.2%) Td o7~ (Table43, Table 44) . 4FHiho F 9Ll L8 KB T 35.0 7%,
HEE T 685 CTh o7, MERNE, FHEE Tl 622% N BMETH Y, EinE TlX 70.5%0 &tk
ThHoT-,

BNT162b2

| [ B BEFR LA PTRE GRS IR MEAE R 1, Bl E TITREE SN A AN (85.7%) TH Y, EHipE Tlie
BINEAN (100%) THo7- (Table 45, Table46) . FHndHIEITEHRE T 36.0 1%, mlnfE T
68.0  CThH o7, MERNL, HE TIX61.9%NEMETHY, ElE it eld%nitEThoT,

2.2.1.2.2. SARS-CoV-2 FFuHLifl (C4591001 35k, F 1 #HE64%)

GMT, GMFR 3 X OWURMNA 4 500 B EH U= g8F OB S 2 fiE & LT, 2,
BNT162b1 3 L TUYBNT162b2 DWW T FULUZEBW TG, FlfEgds I OVE g O 5 ¢ 2 [0 B Bk 7
HIRFIZIET 298U Y SARS-CoV-2 HFIHUARS S 3B Hivlz, Z ORWISIL 2 [BIH % 1 »
HWFF CHERF L7z, SARS-CoV-2 FAIHUALIGE, B L CTHlE & thlg L sl g Togw B H 23 3R
O BT,

SATEHUEM (GMT)

BNT162b1 3 L TN BNT162b2 DWW HLICEBWT G, FHlER L OVE i E Ol 5 ¢ SARS-CoV-2
50%FFIPLIARMO GMT 1X 1 [ B #5f% 21 HRFE Th3 M BEH- L, 2 [BIE#EM% 7 HRFIZKIE
W EH U, FAETERE S ESEEO GMT ik Lz & &, HIER SO RERSIC BT Eln
J& TRV ME [ 2355 BTz,

BNT162bl

F 8 D SARS-CoV-2 50%F FIFLAM D GMT (X 1 [B] B #2FEt% 21 HEF (Day 21) £ THTNnIC
EH L, 2B A% 7 B (Day 28) [ZKIEIC EF- L7=, GMT (% 10 pg BER L0820 png B & L
L 30 ug BECrminno7z (Figure 9, Table47) . 9~ COMERETGMT 1% 2 B H#F#% 14 A
IKF (Day35) I[C& B2 EA L, 2[R EEEMEE 1 5 HF (Day52) IZIKFL7Z, LaL, £
GMT (Day 52) %, k2R & LT 1 FIEEM% 21 AR (Day21) X0 & RIEIZEN>T,

ek T, BEL CRBROMEmATRD Hivlz, 20 pg #E¥ LT 30 pg #EIZI510 T SARS-CoV-2
50% P FNFUAM O GMT 13 2 [BIH #:f#1% 7 HF (Day 28) LARE CRIEIC B L7- (Figure 10,
Table 48) . L722L, 10 ug BETIZOT R EH TH -T2,

7 & CoHlin)E & milnE O GMT Z i L7z & &, B L Talinfg TR o7z,
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Figure 9.  Geometric Mean Titers and 95% CI: SARS-CoV-2 Neutralization Assay - NTS0 — Phase 1, 2 Doses, 21 Days Apart — 18-55 Years of
Age — BNT162b1 — Evaluable Immunogenicity Population
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Figure 10. Geometric Mean Titers and 95% CI: SARS-CoV-2 Neutralization Assay - NT50 — Phase 1, 2 Doses, 21 Days Apart — 65-85 Years of
Age — BNT162b1 — Evaluable Immunogenicity Population
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BNT162b2

FtiJE D SARS-CoV-2 50%F FIFLAMMN D GMT (X 1 [8] H#2fE 1% 21 ARF (Day 21) £ THT NI
BH L, 2mAEERER 7 B (Day 28) (ZKIEIC EF-L7=, GMT (% 10 ug BE & el L 20 ug BER
L O30 pg HETHED o7 (Figure 11, Table49) . GMT (2[5l H % 14 HIF (Day 35) B &
U2 [l HEEMER 1 5 HRE (Day 52) I F L7228, £ 50 GMT 13KIRE LC 1 [0l B #2 %
21 HIFF (Day21) XV HKRIBIZHE ST,

it JE O SARS-CoV-2 50% RN > GMT 1% 2 [B] B #2fi1% 7 HIF (Day 28) I KI&IZ E&H L

2o GMT L 10 ug BEE 20 ug BECRIFRE TH Y, 30 pg BETIX, TNOLWEEL D HE-oT2
(Figure 12, Table 50) , 2 [BEIHEE#% 1 » A (Day 52) (28T, GMT (X T X TOMHERET

KR L7235, 2160 GMT KSR & LT 1 [BIHBEfE% 21 HFF (Day21) LV HEhoT,

20 pg FEIZFBUNT, SARS-CoV-2 50% R FFLIAAT > GMT |37 HmE & Fhlik L &g CRIE A%
MoT=i3, 30 ug BEIZRBWCIE 2 [0 H BEfE% 14 BFE (Day35) X1 » HEF (Day 52) (2
g L EknE IR D, miE TR T,
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Figure 11. Geometric Mean Titers and 95% CI: SARS-CoV-2 Neutralization Assay - NTS0 — Phase 1, 2 Doses, 21 Days Apart — 18-55 Years of
Age — BNT162b2 — Evaluable Immunogenicity Population
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Figure 12. Geometric Mean Titers and 95% CI: SARS-CoV-2 Neutralization Assay - NT50 — Phase 1, 2 Doses, 21 Days Apart — 65-85 Years of
Age — BNT162b2 — Evaluable Immunogenicity Population
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JfTFEH LRGSR (GMFR)

BNT162b1 3 X TOYBNT162b2 DWW FHICEB W T, FiER L OVEEE O J7 T SARS-CoV-2
50% U FH LA O GMFER 1%, 1[0 H 8% 21 AW S tel U 2 [0 H#:5E1% 7 B B CRIFICE D -
7=, AR CHEEE - EEO GMFR Z i L7z & &, L CaEing TR o 72,

BNT162bl

FiliJE D SARS-CoV-2 50%F FIHiL iRl GMFR [JE5& Y 7 F L 8RR S 2 0] H BEfEf: 7 HEF

(Day28) FTJ %, | [EIE&HE% 21 HRFE el L 2 [BIH #2461% 7 AR CRIBICE D>, H
BREOH T 30 ug BEA I b E2 > 72, GMFR 13 2 [BlHERE% 1 » ARFIIK T L7222, =0
GMFR |88 & LC 1 a1 HEEFE% 21 AFREL D &> 72 (Table 51)

i JE O SARS-CoV-2 50%H FifLiffiid> GMFR [JEBR T 7 5 L HERERGA D 2 [0] H 851 7 H IR

(Day28) F£CJ I%, 20 ug BERB L O30 pg BETIE 1 [0 HEERER 21 HEE & bhl L 2 (0] H $5FE1% 7
A CRIEICE D>, HEHOHR TIE 20 pg AR > 7, 20 pg B LTV 30 pg FEICIHB W
T, 2 HEEREE 1 5 ABF (Day 52) @ GMFR IZESRE LC 1 [0l HEERET% 21 BEF L D L @En-o
7= (Table 52) .

T RTOHEMZ1E LT, GMFR IIHE L CTHEE & bl L Eiinfg i o 72,
BNT162b2

FinfE D SARS-CoV-2 50% 1 FifiiAffic> GMFR [1RER Y 7 F BRI O 2 [0l H BERE% 7 B I

(Day28) E£TJ 1%, T XCOMERT 1 [0 HE#H% 21 ARFE g L 2 [0 @ 8fE % 7 BRF TR
MEIZEm o7, HEREOH TIX 20 ng #f & 30 ug FENFRRE TR b @72, 2 M BEREEZ 1 »
AR (Day 52) @ GMFR 3R E LT 1 BIHEERER 21 HRFXL D b @ho72 (Table 53) .

iR D SARS-CoV-2 50%HFifLiAfMic> GMFR [{RER T 7 F L BffiRi2> 5 2 [0 H M@t 7 A &F

(Day28) Tl 1%, T XCOHERT I [FIHEFER 21 AFRFE g L 2 7 B 6% 7 ARFCR
Mmoo, HEEEOHF TIL 30 pg BRI b mo7c, 2 BIHHERER% 1 » HIF (Day 52) @
GMFR |88 & LC 1 [alH R 21 AREL D &0 -7 (Table 54)

10 pg #¥ & 20 pg BETIE, GMFR A g & bl U siiinfg T2 o 72, LLR3 D, 30 ug B
TiX 2 BB EAE% 14 AFF (Day 35) 35X O2 I #F6E% 1| » HEF (Day 52) ¢ GMFR [ X4 lin/E
&g U EilknfE CrEinro 7o,

RIS 4 50 F R U - BRE 0BRSS
AEIIZ, BNT162b1 38 K TOVBNT162b2 DWW T AW TG, 2 [ BEEM% 7 HERICE B X

ONE i O 5 TR DBEBREI1Z SARS-CoV-2 50% T FIHUAMl D 4 200 Ed FFH-23580 51
72 L2 L, BNTI162bl 10 ug BEO @EE CIERRO Lo iz,
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BNT162bl

it = T SARS-CoV-2 50% T FIPUAMIIC 4 0L E oo 258D B /-wbrE i, 1168 %
21 BRI 2o 723, 2 I HERL 7 BRFZIZZ LS 20, Z0E 532 R H#EME% 1 » H
Bf £ CHEFRF & Tuh/= (Table 55)

iR T SARS-CoV-2 50%H FHUAAMIZ 4 5 LA LD EF-AFRD S7-#ERE 1L 1 5] B BEfE# 21
ARFZIZ 30 pg BED 1 FlDOAHRTo o7, 2 B HEFEZ OKRRTIE, 10 pg FETIID R0 o70%
DD, 20 pg BEFB LV 30 pg BETITZ < OPERFE T 4 520 LD EH 35880 A7z (Table 56) .

BNT162b2

Fi & T SARS-CoV-2 50%F FuHiiARMilZ 4 (500 B EFH-23G586 B =9 1%, 1 0] B g%
21 HERZIZ D Ze oo 7273, 2 BB EEftL 7 HEFERB X OV » ARFCIX T _XCTogERE T4 501 1
O EFANED 7z (Table 57) o

B E T EOHEREIZRBW T 1 [ B #EE% 21 HFFIZ SARS-CoV-2 50%HH FIHTIAAm I 4 % L4
Lo ERABRD DN HERE 1T W e o7, 2 BB 7 BRRZ 4 50 B0 ER AR S
WeBRE OEIAIL 10 pg B, 20 ug BEBS L OV30 ug BET, ZNEH 83.3%, 81.8%F L 11 90.9% T
bole, TNHDOEIGIE, 20 ug BETITEDORILT L7225, 10 pg #£TIX 2 [0 H ££76E1% 14 AR
(2, 30 ug BECIX 2 [0l BB 14 ARFERS KOV » ARFIZ 100% T > 7= (Table 58)

2.2.1.2.3. SARS-CoV-2 fiFFRAKES 1gC HUAREE (C4591001 3B, % 1 HHE5)

BNT162bl1 % SARS-CoV-2 @ RBD %, BNT162b2 X SARS-CoV-2 D P2S #ZnZFh=a2— KL T
W5, ARIHTIX BNT162b1 (% RBD #5 4 1gG BUSIZ DWW T, BNTI162b2 1% S1 #6546 1gG BUGNZ D
W, ENENERT 5,

GMC, GMFR I X UOWUFRFRAVRE A 1gG PURIREED 4 500 E EH L7-#RFE OBIG 2 fiE L L
T, BNTI162bl 3L TUIBNTI162b2 DWFHICEBWT S, 2 [BI A% 7 B ERICHUR A RARE S
IgG HUARREICRIEZe ERANRD Hiviz, ZONE Day 52 £ THEFF S 7,

BATEHTUARE (GMC)

ARRHIZ, BNT162bl B X TOVBNT162b2 DWW HICEBWT Y, FHlnER X OV lE O 7 ¢
RBD 35 XU ST A 1gG LRI D GMC 1 1 [l B B4 21 BRFCRIEIC B5- L, 2 BB B
%7 HEFZESBICER Lz, RAETERE L SImED GMC Zitig L=t %, L THElnE T
By 7=,

BNT162bl

ZilnE O RBD #5464 1gG HURIRE D GMC (X 1 [0 B #fE% 21 Al (Day21) ([ZKIEIZEHL, 2
Bl B EfE#% 7 AF (Day 28) ICE& HIZ EH L7z, GMC 1T 10 pg #EFS LTV 20 pg #F & FLig L 30 pg
B CmNro7- (Figure 13, Table47) ., 2 [EIH#FE% 1 » ARF (Day 52) @ GMC %, &K & LT
1[5 B #fi% 21 AFF (Day21) £V & KIEICEN>T,
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s O RBD #E4 1gG PUAIREE D GMC 1% 1 [0 B BT 21 BRF (Day 21) ICKIEIZ EAL, 2
Bl H%fd1% 7 AFRF (Day 28) (& HIZ EF- L7z, GMC L 10 pg #F & He~ 20 pg ##36 LUV 30 pg
B Cmo7- (Figure 14, Table48) ., 2 [EIH#FE% 1 » AFRF (Day 52) @ GMC %, &K & LT
1 |5l 0 #2ft% 21 HIFF (Day 21) KV & KIEICE -T2,

FIHECTHERE & ElfE o GMC # ik L7z &%, L TElnE TR - 72,

S1 #5E IgG FUAIREE O GMC 1%, kg KOGk E O W T IV TH RBD A 1gG HrikiE
FED GMC DOfE R L FRETH o 7= (Table 47, Table 48) .
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Figure 13. Geometric Mean Concentrations and 95% CI: SARS-CoV-2 RBD-binding IgG Level Assay — Phase 1, 2 Doses, 21 Days Apart — 18-
55 Years of Age — BNT162b1 — Evaluable Immunogenicity Population
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Figure 14. Geometric Mean Concentrations and 95% CI: SARS-CoV-2 RBD-binding IgG Level Assay — Phase 1, 2 Doses, 21 Days Apart —
65-85 Years of Age, BNT162b1 — Evaluable Immunogenicity Population
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BNT162b2

gD S1 A 1gG PR D GMC 1% 1 Bl H#fE% 21 HFE (Day 21) (ZKRIEIZ EF-L, 214
HEfE % 7 B (Day 28) ICE& HIZ B L7c, GMC 1% 10 pg #f & el L 20 pg B3 KOV 30 pg
FECminro7- (Figure 15, Table49) ., 2 BB+ 1 » HFRF (Day 52) @ GMC %, &k&R & LT
1 [ B BEfE# 21 B (Day21) KV & KEEIZE»-> 72,

ElinfE D S1 FEA 1gG PUAIRE D GMC T b [AERZ2 B 235580 b7z, GMC 1L 10 pg B L O
20 ug BEE LR 30 pg BETEA o 7= (Figure 16, Table 50) . EilinE D S1 54 1gG HLiA GMC
%, BEL CHRE L i UKo 72,

RBD &5 IgG HLiRIRE D GMC 1, FHhnfEd X ONEREOWTIZBW TS ST #E6 1gG Huk
GMC DOfEHR L ARk T > 7= (Table 49, Table 50) .
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Figure 15. Geometric Mean Concentrations and 95% CI: SARS-CoV-2 S1-binding IgG Level Assay — Phase 1, 2 Doses, 21 Days Apart — 18-55
Years of Age — BNT162b2 — Evaluable Immunogenicity Population
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Figure 16. Geometric Mean Concentrations and 95% CI: SARS-CoV-2 S1-binding IgG Level Assay — Phase 1, 2 Doses, 21 Days Apart — 65-85
Years of Age — BNT162b2 — Evaluable Immunogenicity Population
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JfTFEH LRGSR (GMFR)

BNT162b1 3 K TUVBNT162b2 DWW HIZEBW T, HlER X OEkE O )7 ¢ SARS-CoV-2

PURFF FLAIHE S 1gG PUAIRE O GMFR 1%, 1[0l HBEFE% 21 HERFE el U 2 [0 H B 7 HIRF
(Day 28) TRIEIZEm A >7c, GMFR X2 [EIHHFE% 7 ARFE71T 14 ARflcE—2 20, £

D% 2 BIABEMES 1 » AR T L7222, £ GMFRIZEIRE LT 1 [ A% 21 ALY

ol
BNT162bl

EIE B L O RE O VTR T b RBD f4 1gG FLikiiE o GMFR 1 1 1] F #2Hf% 21 A
IRf & bhig U 2 [B] B efit: 7 HIF (Day 28) TKIEICHEA»> 72 (Table 51, Table 52) . GMFR % 2
] B EEfEf: 7 BRFE 7213 14 BEfICE— 27 L2po 7o, 58 O GMFR 13 10 pg B8 L 0820 g Bf
CLEER L 30 pg BECTED - 7228, EilinfE O GMFR (X 10 pg B & LB L 20 pg FERS KOV 30 pg BET
Fo T2, 10 pg BB L OV30 pg #EClE, GMFR L& EE L 0 EHlE CTE2 - 72728, 20 ug BETC
X L i CED o T,

S1 f&A 1gG PLAREE © GMFR & [FIER 72123588 HAv7= (Table 51, Table 52)
BNT162b2

FiE R X OEEE O W T IICBW T ST EE 1gG HUIAREEEE O GMFR 1 1 [B] H B 21 H
bR L 2 Bl HEERET 7 HRFCRIRIZ R A > 72 (Table 53, Table 54) . i@ L ONEiknfE O
] 7 C GMFR [ K0 ORFAT 10 pg BERB LN 20 pg BE L Il L 30 pg BECRavno 72, RIAHET
FilniE L il E O GMFR Zbig L7- &=, L CTHEimE TRro T,

RBD &% IgG HLiRIEEE D GMFR & FIER 72 2338 H a7 (Table 53, Table 54)

FURRF RIS 1gG TURRED 4 5L L LR L #BRE OFl&
BNT162b1

FE R X OEEEOWTIIZEB W T, 20 ug #E0 2 [BIHERER 7 B (Bl O 91.7%) %
BRNT, 2 [ HEERZ O T X CTORERR T, &HEHO2H]IZ RBD 54 1gG HURRE D 4 1%
YL ED EHDFEO G/ (Table 55, Table 56) , S1#&6 1gG HriRIREEIZ 4 5L Lo A 2358
SINTZHEBRF IOV T H RO 238D Hi7z (Table 55, Table 56)

BNT162b2

%#Fﬁ;(ﬁﬁfﬁ“)ﬂmﬁﬂ IZBWTS, 2 AEMEZEOT N TORER KT, & HERO 2

Z S1 A5 1gG FURIREE D 4 f5LL B EH 3588 17z (Table 57, Table 58) . RBD #4 IgG
WM;%F@ 4 5L ED ER DGR ST WEBRE TNV T H REEOME B 238D H 7= (Table 57,
Table 58)
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2.2.1.2.4. fE 4 IgG HUAEEIZH T % SARS-CoV-2 & HRIFUAMD LM EHE (GMR)
(C4591001 3RER, 25 1 HE58%)

SARS-CoV-2 FUEURF BIUFE A 1gG HLARIR %35 SARS-CoV-2 Il FFIHLIAM D GMR 1%, 4%
T 0 F A L OFARRRIE N O B L UL TOHURK RAVHEA 1gG PUARRE IS U THE s
T BERERY RN IAMG O HIFEIE CTh 5,

Af%HIIZ, BNT162b1 33 L OV BNT162b2 % # L 7= #85R#E 123\ C, RBD F7213 S1 4 1gG #t
RIEFEIZ %% SARS-CoV-2 50% FFIHTAAl > GMR 725, FRFIFLAAh & kil LT, K v jiEfd7e
RBD 721 SI f56 IgG HLIREE 2 ZE O DAL, TIUISFERBEN THEEL L T\,

BNT162bl

10 ug £, 20 pug #Ed L OV30 ug BEICEBWC, 1 [BIHBERE% 21 HFFO SARS-CoV-2 HLRE R ARE
A 1gG HURIRE T2 SARS-CoV-2 MiEHFIFTAATO GMR 1%, #£linfE T 0.035 LT, milinE
TO.I83 LAFThH o7z, 20l HEEFEM 14 HFFO GMR X HE T 0.032 LLF, MEilfE T 0.018 LL
FTTdh -7 (Table 59, Table 60) .

BNT162b2

TRTOHERICBWT, 1 [BIHBRER% 21 A RO SARS-CoV-2 PR RAJFEA 1gG PUREEIC

%4 % SARS-CoV-2 MLif AT D> GMR 1%, #5#iE T 0.035 LLF, EiiE T0.124 LT T

oo, 2 [FIH % 14 HRFO GMR 1T ERE T 0.040 LLT, &k T0.037 L FThoTo
(Table 61, Table 62) .

22125 GBEFEHOE L (C4591001 3RBR, 1 FHEH )

BRI, FIEFPERSIE 2 DU 7 F A THEEL L Tuie, 5 2/3 MRSy O H & A 3R
THEEOERIL, FHIELY A7 BEWERE TO SARS-CoV-2 HFIFUAS S DR KILTH >

72o BNT162b230 ug & 2 HIEEME L 72 & &, HiEl L OmEEOWT UV T H iR 2
JSERFRD BTz,

e BNTI162bl 3 L O BNT162b2 #FEH:> SARS-CoV-2 HFAIFLAMM (GMT) 1%, 1[5 B #fE% 21
HEFE Tlch Iz AL, 2 B EEMR% 7 BRI RIEIC EH L7,

o PURKES IgG PUAIREE X 1 [0 B #2FE% 21 ARFE CICKIBIC EF- L, 2 [BIH MR 7 AREE
TIZES BIZ EF- L7z, BNT162b2 #Ff1% D S1 #5A 1gG FURIREN G, 30 pg O HEZEINT
HZEBME LT,

2213. B 1HEHZOEL D (V7 F U EMOBRE X UOHEBRIROIRHL)

C4591001 BRI L OVBNT162-01 i BR D 1 FHE 0> B 1F BT aE R T — 2 8 b,
BNT162b2 30 pg #5FHIC K 0, HiislE 3 K OVE g O W U280 T h ) 7 g S & O FFE
IRENT, BAEHINCE 23 M TCRAT T 2 U 7 F Bl & LT BNT162b2 30 pg 334K L 7=,

e (4591001 sRBRDF 1 FHEL4Y Ti, BNTI62b1 38 L UVBNTI162b2 DWFHICEB W T, b
J& ¥ L OE#E O )¢, GMT/GMC, GMFR, HFIHLAAfis L OWUFFF BRAVFE S 1gG Bk
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FEIEN 4 200 E ER U2 gBRE 0BG 235 L U<, 587172 SARS-CoV-2 FRIHLAF L O
R BAORE B 1gG LA Z 75 E LT,

BNT162b1 3 X OYBNTI162b2 DWFTHIZBWNTH, T X TOHEB L OMERE 28T
T, 2 HEEMERZICHFRPUARMEE X OWUEE G 1gG PURIRE O Kig7 FR- 2R L,

e COVID-19 HJE/L Y A7 | Einss (EilsfE) 12380V T, BNT162b2 (Z2x9 5 HFnHt
RAfIE 20 ug & BT 30 ug TEIL, B 2/B FERS T30 ug ZRINT 2 Z E IR s
7=,

e BNTI162-01 #ERCTi%, BNTI162bl 3 L U'BNT162b2 DWW T, 2 [0 HEFE%
(2 T AIEMERIE N E SN, PURGEEM: IFN-yD PE T Thl CD4+ 38 OV CD8+ #ilig o
FRELNRE T,

e BNTI162-01 iRBR O FMET — 2 1%, L CEERERCTH D C4591001 FRBRODOFEF & —
B LTV, 28 BHEfE%IZ SARS-CoV-2 FRIFLIRM IS L OWLERE & 1gG Lk DK
g 78 B 572 5 ONTHETER) T AR S E IR A 0378 D BT,

222, S FEHEDFE R (C4591001 RBR, 55 2 FHE )

2221 #BREDONR, BT —2 kv B XOAOBKHFZRRM (C4591001 3B, 52 FHER
)

BBRE DGR

52 AHER T ISR BT B 1D 360 4l & ¥%5 12 BNT162b2 BER L OV 7 B AR BRI E1E 41
L7 (%HE180 ) ., BNTI162b2 BEDOHERE D 5 5, 88 B E g (18~5571%) , 92 Bl Ein
B (56~85 %) Td-o7- (Table63) .

| Bl ZRE, SWERENIBEBRY 7 F o OB % 2 [B152 1T 72, 2 [BIOBEFEZ 52 1T IR s - R X
BNT162b2 FifisfE o 1 #1C, 1[0l 0% 23 HRFICRBE L-EERAERS (FimE) o)1
o] H 2%, 2 [0l HBEMERTICIRBR 2 Ik L=,

T — S v b
1RBRY 7 F o HefRT L OO0 2 [BIHEE 1 v A REFORIERIET — 2 3G o T D,

2 [8] B R B W CHREFYEDO A2 0O E LI HIERE R 24 L T2 7 41 (BNT162b2 BE
3B, 7T AREE4H) % 2B HERE SR A AR FEEM 2 H RSN Uiz, 2 [B] B #2FER G AT
eSO JE MR ITIRBR Y 7 F o O % % 1 -4k (EVEALBIZ %9 % E1A 13 BNT162b2
£ 93.9%, 77 BREE92.8%) &Iz, BRFMEHIL Table 63 1278 L7=,

N—Z T A %I SARS-CoV-2 G DG N R S v 2 Bl b3 67 2 [l HHERE% 1 4 A
RED G FME T — 2 1%, 1RBR I 5 =3 K O AT BB =2 0EV 2 [8) H S EEA A] RE fo %
JEEER 2t & LT AT D DB IERSN LT,
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A O B3 S Rt
2[5 H BEFE AN AT RE S AR Y, B 52.1%, FAA 84.8%, BAFIIT 7V AZRT AU D

AN10.1%, B A= 7% 10.7%, FhiOFEAE 56 ik (EEPFH : 18~85 %) THIKIN TS
(Table 64) .

2.2.2.2. SARS-CoV-2 FFIFLEAfF L Ot S1 fEA 1gG HiiRRE (C4591001 35, 45 2 FBER%)

2 [B] B BERE A ] RE SRy R ME R 61T B S it T — # O R AR+ 5, N—RA T A
R A2 A L TN 8BRE (Visit 1 @ SARS-CoV-2 N #E & HUARBE £ 7213 NAAT Bitk) @
F— NI S BRI L2 o 7=, 2 [5] B EEfE A 1 AT Be sa s R M4 2 6 1 T 2 s i 7 — &
OFFNTFERIL, 2 [B] B BEFEREAM rT e oS RMEE RN BT DTG R L RIkE CTH - 7=,

BT PURM, SATESERE (GMT/GMC)

BNT162b2 |, SARS-CoV-2 50%HFififAfti (GMT) (Figure 17) X O SI fEA 1gG Bl
(GMC)  (Figure 18) #Z#5tE & LT, 2 [BIHEHER% 1 » HIRFIZ987)72 SARS-CoV-2 Sl )& %

P L7z, GMT BLO'GMC iZ@kiE (56~85 %) & bk LA5HE (18~557%) Trnr-o7z
(Table 65) .

A AT RE SRS RMEEE F OB I 3 L OVE R E O W ICB W T, 2 BIEEES 1 5 H O 50%
HFRIHLIAAG O GMT I L HCS /3% /LD GMT L [RfEE Th 7= (FfE GMT : 399.4, &g o
GMT : 255.0, HCS /XL ®D GMT : 319) , HCS /SR /UT 134 TH TRl L= b D TH 5 )% 38 fi
RS BRIRIIARRE LT,

RMTFEH ERER (GMFR) —HuAfl,/ HFiiERE

SARS-CoV-2 50%H AP iAffizs L O S1 ft 4 1gG HUiA#EEE O GMFR 1%, BNT162b2 @ 2 [a] H BfE
%1 % HRIZEEZ < L7z, GMFR (Z&linfE & ol U g CrRinr > 72 (Table 66)
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Figure 17. Geometric Mean Titers: SARS-CoV-2 Neutralization Assay - NT50 — Evaluable Immunogenicity Population (Study C4591001,
Phase 2)
GMTs and 95%% CI - NT50 — Phase 2 — Dose 2 Evaluable Inmunogenicity Population
1000000 = BrT162b2 (30 ug) 1855 BNT162b2 (30 pg) 56-85 BNT162b2 (30 pg) 18-85 Placebo 18-85
100000 |
10000 | . .
% LY ] L
n . ' . "
£ 1000+ ! . " -H )
= ey . . - H E . - - ' ' L. -
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] E - E -
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Time Point

Abbreviations: GMT = geometric mean titer; NT50 = 50% neutralizring titer; SARS-CoW-2 = sewvere acute respiratory syndrome coronavirus 2.
Note: Dots present individual antibody lewels.

Mote: Number within each bar denotes geometric mean.
PFIZER. CONFIDENTIAL SDTM Creation: 02MNOW2020 (19:23) Source Data: adva Table Generation: 1202020 (00:12)

{Cutoff Date: 120CT2020, Snapshot Date: 02MOV2020) Output File: /nda2_unblinded/C4591001_IA P2 BSerology/adva_fl02_sars_50_p2
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Figure 18. Geometric Mean Concentrations: SARS-CoV-2 S1-binding IgG Level Assay — Evaluable Immunogenicity Population (Study
C4591001, Phase 2)

GMCs and 95%0 CI - S1-Binding IzG — Phase 2 — Dose 2 Evaluable Inmmunogenicity Population
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2.2.2.3. SARS-CoV-2 FFIHLAEMI L U S1 /54 1gG uBRE, ~—XF A VD SARS-CoV-2
RBRYLRHLA] (C4591001 3B, 4 2 FHEHS)

FIEFMEIC DN T, N—RA T A D SARS-CoV-2 YRR (GERBRYD 7 F L HEFERTIC LT 2
I ETNLT A VAR SARS-CoV-2 [ HERR S LT BRE, 72 13MERE S 720 - 7o 9Bk
F) ICHER LT, N—AT A D SARS-CoV-2 JEYLFGIE & 1%, Visit 1 TN fEATUADEEME,
Visit 1 O NAAT 25051 £ 7213 COVID-19 OJREFIA Ttk &L B Lz, N—ZX T A VKD
SARS-CoV-2 f2E & 1%, Visit 1 TN fEAHUAD 2R KOV NAAT 23 f2 ik & e LTz,

B PLRM, SATESERE (GMT/GMC)

2 [v] B BERERTAM rT AR SR RMESERIZIE, ~N— R T A “IFIZ SARS-CoV-2 YL TH - 7= 9
DEHIEGEENT W, 2D L, JBEBRY 7 F AT OGERMET — 2 M3 5TV S ik
X9 (BNTI62b2 BES B, 77 BREE46]) T, 2 [ BEM% 1 » AREOGEFEET — % 0315
BTV DRI 761 (BNT162b2 BE3 5, 7T AREE46]) THo7=, ZiL5HD SARS-
CoV-2 JEYLGERBRF I Z OV T, FEVERERE & 13RI fENT L7= (Table 67) , BNT162b2 £ T
I, 2 [l HEERE% 1 0 HIRED SARS-CoV-2 50% - FIHUAfN (GMT) 35 KT S1 #EA 1gG HrikiE
(GMC) 1%, EtEgBrg (163 #1) it L, BtEgEE G 6 CEEmIcEm»- 7=
(Table 67) ., FEMEHERE D SARS-CoV-2 50%HFIHLIAM (GMT) L OS1 #EH 1gG HrikRE
(GMO) 1%, a7 —% (R—=2 T A VGRS X O osRE 2 0F) CTOME L FEEET
& -7- (Figure 17, Figure 18, Table 65) .

WEY FEfER (GMFR) —Huifflh, /S s

GMFR % 2 [B| H it 1 % H D SARS-CoV-2 JEYLIRI THR/EEMMEHT L7 FE S (Table 68)
BNT162b2 % Bl L 72 4¢84 @ SARS-CoV-2 50% T FPTiAffiFs L O S1 K5A 1gG Pk o
GMFR 1%, FET —% (R—R T A UIFICGMER KO oEaE 2 05) @ GMFR & FEET
7= (Table 66) .

2224, EFMEDE L6 (C4591001 3RBR, % 2 HHEESY)

C4591001 FXBREE 2 FHE 7y 0 360 Bl O FERE R 225, BNT162b2 (30 pg) O 2 [A] B #2f 1%

1 » HIRFIZ, 587172 SARS-CoV-2 FFHUASIGF L OV ST S 1gG FUASIL DFFENFTRD b,
Z ORERITH LI TRO DN R L AR TH o 7o, FRIZIERT &R E LT, SARS-
CoV-2 PRI X E g & bhl LB inE Canotz, £/, 2 B HEERRE 1| » OB
X OEEE O GMT 1L, HCS X3 /Uinb 35072 GMT E[REE CTh o725, Sl #E6 IgG Piik
GMC (%, BEL CrEtinhg & i LEifE cm<, B 1O OBRE—B LT,

2.2.3. R OREE (C4591001 3RBR, 2 3 HHE %)
C4591001 FRER D 3 FHE 0 ClEE FIMEITERRFHMIEE Th 5728, ALETIEHRI 2V,

2.2.4. BNT162b2 OREFEHDOFRERDOE & &

e BNTI62b2 (30pg) # 21 HMfRC2 A L7z & &, kA (18~555%) 35 X OE K
A (56~85 %) DWTHIZE W TH, SARS-CoV-2 FRIFLIAMIR L O ST #EE 1gG HUkRE
DR EREZFHE LT,
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e  SARS-CoV-2 50% T FnHiiifli (GMT) (%, 1[BB#FER% 21 A E TIIR—Z2 T4 b
M ERL, 2 B HBERE% 7 A Tl RIEIC R L7,

o SIfEA IgG PUAEE (GMC) X 1 Bl HEERER 21 HEFE CICRIEIC EH L, 2 [0 H8ER% 7
HIRFE Tl BbIZ ER/ LT,

e SARS-CoV-2 HFIHUAMNIS L OV S1 A5 A 1gG HiARE A FEfE & LC, 2 B B#EfE% 1 » AR
F TRV R R LT,

e SARS-CoV-2 FFufiiAfli (GMT) B LU SI FEA 1gG HUikIEE (GMC) 1%, HEL CrEiilsr
F I B E TR o T,

o HEHTARXELLT, BHimwiE X OEmERE O SARS-CoV-2 FFiHiAM (GMT)
X, HCS 7%V GMT & [RfREU ETHh -7,

e SARS-CoV-2 [2VERERT & Lz U, BHMERRE TlL GMT 38 KON GMC 3o Mz @m o
72o AR E b FarEgERE & GMT 38 X OGMC 1% 2 [B] B #:ff1% 1 » H R Kig iz 5
L, BEPEWERE ClIF D ERNEEE THh-7-, BNTI62b2 I L 0, B D OIS
BINE TR o= 2 E DRI EINT-,

e BNTI162-01 3Bk TiL, 587 T MBEMERIEFH SN /R Z 72, BNT162b2 @ 2 [B] H BEFE& (2L
R IFN-y2SPEAE 41, Thl CD4+ 35 X O CD8+ Ml D FEHANVR STz,

3. 2B A E L CORRED R & RN

AL

4. {ERAE - AEICET 2 BRIRIEROMHT

SARS-CoV-2 mRNA U 7 F > O&IR, HEAERHE L OEME 2 30k % 2 sl (BNT162-01 58
BRI L UM C4591001 5RER) DS MET — 213 2.2.1 THIZRCHL L 7=,

5. ZhROFHE, MM

C4591001 FABRCTIL, 1RBAD 7 F o 2 [ml HBEFETL 6, 12, 24 » ARFOERER TP FIHUAMR X Ot
JRR BARE S 1gG PURIRE 23+ 23t CH 5, ZNHDOT—XIZoWNWTIB LN ThHHE
92,

F7-, 1GBRY 7 F o 2 [BI BB 24 » ABF £ T COVID-19 BIERMABIGEEL, Zhbo
F— R IR THRICE L DD TETH D,
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6. <&
C4591001 3REX (2D HRIFENT)

Table 17.  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
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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)

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

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)



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

Table 17.  Efficacy Populations — Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo Total
n? (%) n? (%) n? (%)
Did not receive all vaccination(s) as randomized or did not receive Dose 2 3038 (14.0) 3035 (14.0) 6073 (14.0)
within the predefined window (19-42 days after Dose 1)
Had other important protocol deviations on or prior to 7 days after Dose 2 302 (1.4) 52(0.2) 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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Table 18.  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® (%)
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)
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Table 18. 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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Table 19.  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 — Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=16463) (N*=16426)
Efficacy Endpoint n1P Surveillance n1P Surveillance VE (%) (95% CI°) Pr (VE >30% | data)'
Time® (n2%) Time (n29)
First COVID-19 occurrence from 7 days after Dose 2 4 1.761 (16298) 93 1.748 (16213) 95.7 (89.3, 98.5) >0.9999

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 20.  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 — Dose 2 All-Available Efficacy Population — Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N?=16463) (N?=16426)
Efficacy Endpoint n1P Surveillance n1® Surveillance VE (%) 95% CI°)
Subgroup Time® (n2%) Time® (n2%)
First COVID-19 occurrence from 7 days after Dose 2
Overall 4 1.761 (16298) 93 1.748 (16213) 95.7 (88.7,98.9)
Age group (years)
16 to 55 2 0.975 (9217) 70 0.968 (9156) 97.2 (89.4,99.7)
>55 2 0.785 (7081) 23 0.780 (7057) 91.4 (65.0, 99.0)
Sex
Male 2 0.893 (8320) 41 0.874 (8138) 95.2 (81.6,99.4)
Female 2 0.867 (7978) 52 0.874 (8075) 96.1 (85.3,99.5)
Race
White 4 1.513 (13771) 88 1.505 (13708) 95.5 (88.0, 98.8)
Black or African American 0 0.125 (1281) 4 0.125 (1285) 100.0 (-50.8, 100.0)
All othersf 0 0.122 (1246) 1 0.119 (1220) 100.0 (-3708.9, 100.0)
Ethnicity
Hispanic/Latino 1 0.471 (4499) 35 0.464 (4437) 97.2 (83.3,99.9)
Non-Hispanic/non-Latino 1.279 (11702) 58 1.274 (11678) 94.8 (84.2,99.0)
Country
Argentina 0 0.275 (2516) 29 0.269 (2477) 100.0 (86.7, 100.0)
Brazil 0 0.087 (878) 2 0.087 (881) 100.0 (-433.0, 100.0)
USA 4 1.395 (12702) 62 1.389 (12656) 93.6 (82.7,98.3)
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Table 20.  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 — Dose 2 All-Available Efficacy Population — Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N?=16463) (N*=16426)
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 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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Table 21. COVID-19 Occurrence From 7 Days After Dose 2, by Prior SARS-CoV-2 Status — Evaluable Efficacy Population (7 Days) — Interim
Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18380) (N*=18618)
Efficacy Endpoint n? nP
Subgroup
COVID-19 occurrence from 7 days after Dose 2
Prior SARS-CoV-2 Status
Positive at baseline® 1 1
Negative at baseline but positive on or prior to 7 days after Dose 2¢ 0
Negative prior to 7 days after Dose 2¢ 4 90

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein—binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.
Note: Subjects whose prior SARS-CoV-2 status cannot be determined due to missing N-binding antibody or NAAT at Visit 1 or Visit 2 were not included in the analysis.

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

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

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

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

e. Negative N-binding antibody at Visit 1, negative NAAT at Visit 1 and Visit 2, and negative at unscheduled visit, if any, prior to 7 days after Dose 2.
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Table 22. COVID-19 Occurrence From 7 Days After Dose 2, by Prior SARS-CoV-2 Status — Dose 2 All-Available Efficacy Population —
Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18868) (N*=18877)
Efficacy Endpoint n® n®
Subgroup
COVID-19 occurrence from 7 days after Dose 2
Prior SARS-CoV-2 Status
Positive at baseline® 1 1
Negative at baseline but positive on or prior to 7 days after Dose 2¢ 0
Negative prior to 7 days after Dose 2¢ 4 93

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein—binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.
Note: Subjects whose prior SARS-CoV-2 status cannot be determined due to missing N-binding antibody or NAAT at Visit 1 or Visit 2 were not included in the analysis.

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

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

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

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

e. Negative N-binding antibody at Visit 1, negative NAAT at Visit 1 and Visit 2, and negative at unscheduled visit, if any, prior to 7 days after Dose 2.
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C4591001 FREX (B ZMEDEALAET)

Table 23.  Efficacy Populations
Vaccine Group (as Randomized)
BNT162b2 (30 pg) Placebo Total
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
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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)
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Table 23.  Efficacy Populations

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
n? (%) n® (%)

Total
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 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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Table 24.  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 24. 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 png) 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 25. Summary of Signs and Symptoms for 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 Total
(N*=8) (N*=162) (N*=170)
Signs and Symptoms n®(%) n®(%) n®(%)
Subjects with specific signs and symptoms of COVID-19
Fever 2(25.0) 76 (46.9) 78 (45.9)
New or increased cough 3(37.5) 114 (70.4) 117 (68.8)
New or increased shortness of breath 0 (0.0) 25 (15.4) 25 (14.7)
Chills 2(25.0) 57(35.2) 59 (34.7)
New or increased muscle pain 1(12.5) 81 (50.0) 82 (48.2)
New loss of taste or smell 5(62.5) 43 (26.5) 48 (28.2)
Sore throat 3(37.5) 68 (42.0) 71 (41.8)
Diarrhea 1(12.5) 18 (11.1) 19 (11.2)
Vomiting 2(25.0) 6(3.7) 8(4.7)
Subjects with specific number of signs and symptoms
1 1(12.5) 24 (14.8) 25 (14.7)
2 3(37.5) 46 (28.4) 49 (28.8)
3 4 (50.0) 34 (21.0) 38 (22.4)
4 0 (0.0) 33 (20.4) 33 (19.4)
5 0(0.0) 16 (9.9) 16 (9.4)
>5 0(0.0) 9 (5.6) 9(5.3)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein—binding; NAAT = nucleic acid amplification test; SARS-COV-2 = severe acute respiratory syndrome coronavirus 2.
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 with COVID-19 occurrence from 7 days after dose 2 in the specified group. This value is used as the denominator for the percentage calculations.
b. n=Number of subjects with the specific criteria meeting the definition. A subject can have more than 1 symptom.
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Table 26. Summary of Signs and Symptoms for COVID-19 Occurrence After Dose 1 — Dose 1 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo Total
(N*=50) (N*=275) (N*=325)
Signs and Symptoms n"(%) n"(%) (%)
Subjects with specific signs and symptoms of COVID-19
Fever 20 (40.0) 122 (44.4) 142 (43.7)
New or increased cough 22 (44.0) 186 (67.6) 208 (64.0)
New or increased shortness of breath 4 (8.0) 44 (16.0) 48 (14.8)
Chills 10 (20.0) 86 (31.3) 96 (29.5)
New or increased muscle pain 12 (24.0) 121 (44.0) 133 (40.9)
New loss of taste or smell 24 (48.0) 91 (33.1) 115 (35.4)
Sore throat 18 (36.0) 111 (40.4) 129 (39.7)
Diarrhea 4 (8.0) 35(12.7) 39 (12.0)
Vomiting 5(10.0) 11 (4.0) 16 (4.9)
Subjects with specific number of signs and symptoms
1 16 (32.0) 44 (16.0) 60 (18.5)
2 14 (28.0) 82 (29.8) 96 (29.5)
3 11 (22.0) 63 (22.9) 74 (22.8)
4 5(10.0) 40 (14.5) 45 (13.8)
5 2 (4.0) 31 (11.3) 33(10.2)
>5 2 (4.0) 15 (5.5) 17 (5.2)

a. N = number of subjects with COVID-19 occurrence after dose 1 in the specified group. This value is used as the denominator for the percentage calculations.

b. n=Number of subjects with the specific criteria meeting the definition. A subject can have more than 1 symptom.
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Table 27.  Summary of Signs and Symptoms for Severe COVID-19 Occurrence After Dose 1 — Dose 1 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg)  Placebo Total
ON*=1) (N*=9) (N*=10)
Signs and Symptoms (%) n"(%) n"(%)
Subjects with specific signs and symptoms of severe COVID-19
Clinical signs at rest indicative of severe systemic illness (RR >30 breaths per minute, HR >125 beats per minute, SpO2 <93% 1 (100.0) 9(100.0) 10 (100.0)
on room air at sea level, or PaO2/FiO2 <300 mm Hg)
Respiratory failure (defined as needing high-flow oxygen, noninvasive ventilation, mechanical ventilation, or ECMO) 0(0.0) 3(33.3) 3 (30.0)
Significant acute renal, hepatic, or neurologic dysfunction 0(0.0) 1(11.1) 1(10.0)
Admission to an ICU 0(0.0) 3(33.3) 3 (30.0)
Subjects with specific number of signs and symptoms
1 1 (100.0) 5(55.6)  6(60.0)
2 0(0.0) 2(222)  2(20.0)
3 0(0.0) 1(11.1) 1(10.0)
5 0(0.0) 1(11.1) 1(10.0)

Abbreviations: DBP = diastolic blood pressure; ECMO = extracorporeal membrane oxygenation; FiO2 = fraction of inspired oxygen; HR = heart rate; ICU = intensive care unit;

PaOz = partial pressure of oxygen, arterial; RR = respiratory rate; SBP = systolic blood pressure; SpO2 = oxygen saturation as measured by pulse oximetry.

a. N =number of subjects with severe COVID-19 occurrence after dose 1 in the specified group. This value is used as the denominator for the percentage calculations.

b. n=Number of subjects with the specific criteria meeting the definition. A subject can have more than 1 symptom.
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Table 28.  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 n1P Surveillance VE (%) (95% CI°) Pr (VE >30% | data)'
Time (n2%) Time® (n2%)
First COVID-19 occurrence from 7 days after Dose 2 8 2.266 (17852) 165 2.244 (17746) 95.2 (90.6, 97.7) >0.9999

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 29.  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 n1P Surveillance n1® Surveillance VE (%) (95% CI) Pr (VE >30% | data)f
Time® (n2%) Time® (n29)
First COVID-19 occurrence from 7 days after Dose 2 9 2.389 (19049) 172 2.370 (18971) 94.8 (90.2,97.4) >0.9999

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 30.  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 n1P Surveillance n1P Surveillance VE (%) (95% CI°)
Subgroup Time® (n2%) 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)
12to 15 0 0.000 (14) 0 0.000 (13) NE (NE, NE)
16to 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 (53.1, 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 30.  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 n1® 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.
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Table 31.  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 n1® Surveillance n1P Surveillance VE (%) (95% CI°)
Subgroup Time (n2%) Time (n2%)
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 6 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 1 0.530 (4044) 19 0.532 (4067) 94.7 (66.8, 99.9)
Sex
Male 4 1.183 (9457) 85 1.170 (9342) 95.3 (87.6, 98.8)
Female 5 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 0.187 (1758) 7 0.188 (1758) 100.0 (30.4, 100.0)
All others' 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 6 1.681 (13380) 114 1.693 (13509) 94.7 (88.1,98.1)
Country
Argentina 1 0.366 (2664) 36 0.367 (2684) 97.2 (83.5,99.9)
Brazil 2 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)
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 2t 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)
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Table 31.  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 n1® Surveillance VE (%) (95% CI°)
Subgroup Time* (n2¢9) 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.

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.

i.  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 2.
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Table 32.  Baseline Charlson Comorbidities — Phase 2/3 (All Subjects) — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo Total

(N*=21720) (N*=21728) (N*=43448)
Charlson Comorbidity Index Category n® (%) n® (%) n® (%)
Subjects with any Charlson comorbidity 4559 (21.0) 4419 (20.3) 8978 (20.7)
AIDS/HIV 99 (0.5) 98 (0.5) 197 (0.5)
Any Malignancy 808 (3.7) 753 (3.5) 1561 (3.6)
Cerebrovascular Disease 227 (1.0) 194 (0.9) 421 (1.0)
Chronic Pulmonary Disease 1730 (8.0) 1713 (7.9) 3443 (7.9)
Congestive Heart Failure 108 (0.5) 97 (0.4) 205 (0.5)
Dementia 7 (0.0) 11 (0.1) 18 (0.0)
Diabetes With Chronic Complication 112 (0.5) 125 (0.6) 237 (0.5)
Diabetes Without Chronic Complication 1692 (7.8) 1676 (7.7) 3368 (7.8)
Hemiplegia or Paraplegia 15(0.1) 22 (0.1) 37 (0.1)
Leukemia 14 (0.1) 10 (0.0) 24 (0.1)
Lymphoma 25(0.1) 36 (0.2) 61 (0.1)
Metastatic Solid Tumor 4(0.0) 3(0.0) 7 (0.0)
Mild Liver Disease 145 (0.7) 112 (0.5) 257 (0.6)
Moderate or Severe Liver Disease 1 (0.0) 2 (0.0) 3(0.0)
Myocardial Infarction 220 (1.0) 216 (1.0) 436 (1.0)
Peptic Ulcer Disease 62 (0.3) 81 (0.4) 143 (0.3)
Peripheral Vascular Disease 144 (0.7) 132 (0.6) 276 (0.6)
Renal Disease 139 (0.6) 145 (0.7) 284 (0.7)
Rheumatic Disease 75 (0.3) 65 (0.3) 140 (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.

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 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 33.  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 n1P Surveillance n1® Surveillance VE (%)  (95% CI°
Time (n2%) Time (n29)
First COVID-19 occurrence based on CDC-defined symptoms from 7 days after Dose 2 8 2.213 (17399) 165 2.220 (17495) 95.1 (90.2,97.9)

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 (09:48) Source Data: adc19ef Table Generation: 18NOV2020 (07:39)
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Table 34.  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 n1® Surveillance n1P Surveillance VE (%) 95% CI°)
Time (n2%) Time (n29)
First COVID-19 occurrence based on CDC-defined symptoms from 7 days after Dose 2 9 2.330 (18544) 172 2.343 (18690) 94.7 (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 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 35.  Vaccine Efficacy — First COVID-19 Occurrence Based on CDC-Defined Symptoms 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 n1P Surveillance n1® Surveillance VE (%) (95% CI°)
Time® (n29) Time (n2%)
First COVID-19 occurrence based on CDC-defined symptoms from 14 days after Dose 2 8 1.886 (16600) 141 1.891 (16647) 94.3 (88.5,97.6)

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 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. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
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Table 36.  Vaccine Efficacy — First COVID-19 Occurrence Based on CDC-Defined Symptoms 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 n1P Surveillance n1P Surveillance VE (%) (95% CI°)
Time® (n2%) Time® (n29)
First COVID-19 occurrence based on CDC-defined symptoms from 14 days after Dose 2 8 1.983 (17630) 146 1.993 (17727) 94.5 (88.9,97.7)

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. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
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Table 37.  Descriptive Statistics of SARS-CoV-2 Serum 50% Neutralizing Titer for Subjects Age 18-55 Years - BNT162b1 — Immunogenicity
Set (Study BNT162-01)
Assay Visit 1pg 10 pg 30 ng 50 ng 60 ng
(N=12) (N=12) (N=12) (N=12) (N=12)
SARS-CoV-2 Serum Neutralizing Titer 50 Baseline n 12 12 11 12 12
Mean (SD) 10.0 (0.0) 10.0 (0.0) 10.0 (0.0) 10.0 (0.0) 10.0 (0.0)
GMT (95% CI) 10.0 (-) 10.0 (-) 10.0 (-) 10.0 (-) 10.0 (-)
Min 10.0 10.0 10.0 10.0 10.0
Med 10.0 10.0 10.0 10.0 10.0
Max 10.0 10.0 10.0 10.0 10.0
Day 8 n 12 12 12 12 12
Mean (SD) 10.0 (0.0) 10.0 (0.0) 10.0 (0.0) 10.0 (0.0) 10.0 (0.0)
GMT (95% CI) 10.0 (-) 10.0 (-) 10.0 (-) 10.0 (-) 10.0 (-)
Min 10.0 10.0 10.0 10.0 10.0
Med 10.0 10.0 10.0 10.0 10.0
Max 10.0 10.0 10.0 10.0 10.0
Day 22 n 12 11 12 11 11
Mean (SD) 14.5 (11.6) 32.7(32.2) 453 (58.9) 43.1 (37.9) 22.1(12.8)
GMT (95% CI) 12.4 224 28.0 30.9 18.7
(8.9,17.1) (12.3, 40.5) (15.2,51.4) (17.2,55.4) (12.3,28.4)
Min 10.0 10.0 10.0 10.0 10.0
Med 10.0 21.2 27.4 325 23.4
Max 48.2 110.3 222.0 125.9 42.7
Day 29 n 12 11 12 11 12
Mean (SD) 56.8(50.4)  207.7(146.8)  564.2 (944.8) 767.0 (575.5) 24.1 (14.5)
GMT (95% CI) 36.0 157.6 307.8 577.6 20.1
(18.2,71.1)  (89.5,277.5)  (165.1,573.8)  (330.5,1009.5)  (13.4,30.4)
Min 10.0 33.6 97.8 133.6 10.0
Med 39.8 181.7 251.9 598.8 27.2
Max 161.3 513.0 3508.2 1915.3 543
Day 43 n 12 11 12 11 12
Mean (SD) 96.3 (89.0) 197.3(162.2)  253.8(325.0) 507.0 (519.9) 20.6 (13.3)
GMT (95% CI) 62.3 125.8 157.1 3334 17.2
(31.5,123.0)  (57.2,276.5) (85.9, 287.6) (176.3,630.6)  (11.7,25.4)
Min 10.0 10.0 48.6 86.0 10.0
Med 70.0 139.1 125.6 276.0 15.2
Max 326.0 555.1 1218.0 1764.1 47.8

Geometric mean titer (GMT) with associated 95% confidence interval (CI) are shown. SD and ClIs are only calculated if values of at least 3 subjects are

available.
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Table 37.  Descriptive Statistics of SARS-CoV-2 Serum 50% Neutralizing Titer for Subjects Age 18-55 Years - BNT162b1 — Immunogenicity
Set (Study BNT162-01)

Assay Visit 1pg 10 pg 30 png 50 pg 60 pg
N=12 N=12 N=12 N=12 N=12

N = number of subjects in the analysis set; n = number of subjects with data available; SD = standard deviation; - = not estimable.
Laboratory sources: Pfizer Pearl River, University of Texas

Cutoff Date: 13AUG2020
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Table 38.
Set (Study BNT162-01)

Descriptive Statistics of SARS-CoV-2 Serum 50% Neutralizing Titer for Subjects Age 18-55 Years - BNT162b2 — Immunogenicity

Assay Visit 1pg 10 ng 20 pg 30 pg
(N=9) (N=12) (N=12) (N=12)
SARS-CoV-2 Serum Neutralizing Titer 50 Baseline n 7 12 12 10
Mean (SD) 10.0 (0.0) 10.0 (0.0) 10.0 (0.0) 10.0 (0.0)
GMT (95% CI) 10.0 () 10.0 (-) 10.0 () 10.0 ()
Min 10.0 10.0 10.0 10.0
Med 10.0 10.0 10.0 10.0
Max 10.0 10.0 10.0 10.0
Day 8 n 8 12 12 12
Mean (SD) 10.0 (0.0) 10.0 (0.0) 10.0 (0.0) 10.0 (0.0)
GMT (95% CI) 10.0 () 10.0 (-) 10.0 () 10.0 ()
Min 10.0 10.0 10.0 10.0
Med 10.0 10.0 10.0 10.0
Max 10.0 10.0 10.0 10.0
Day 22 n 8 10 11 10
Mean (SD) 10.0 (0.0) 25.6 (13.5) 35.7 (69.8) 24.3 (18.9)
GMT (95% CI) 10.0 () 22.0 17.2 18.9
(14.3,33.9) (8.9,33.4) (11.2,31.9)
Min 10.0 10.0 10.0 10.0
Med 10.0 25.8 10.0 15.3
Max 10.0 473 244.8 65.1
Day 29 n 7 12 7 12
Mean (SD) 40.2 (52.9) 235.1(139.9) 228.9 (210.4) 396.1 (244.9)
GMT (95% CI) 222 169.2 151.8 312.0
(8.0, 61.5) (84.9,337.2) (56.7, 406.0) (183.3,531.2)
Min 10.0 10.0 23.1 36.9
Med 10.0 254.4 155.2 405.1
Max 152.7 484.3 606.2 958.5
Day 43 n 5 10 5 11
Mean (SD) 47.8 (38.5) 191.9 (95.6) 103.3 (80.1) 186.0 (90.8)
GMT (95% CI) 32.1 165.6 81.7 161.2
(8.2, 125.5) (106.0, 258.5) (31.3,213.2) (107.6, 241.5)
Min 10.0 45.8 30.1 61.1
Med 45.6 188.3 93.9 213.1
Max 91.3 321.2 236.4 3124
Day 50 n --- 10 --- 11
Mean (SD) --- 167.0 (80.6) --- 166.7 (97.5)
GMT (95% CI) --- 147.6 --- 143.3
(98.9, 220.2) (97.2,211.4)
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Table 38.  Descriptive Statistics of SARS-CoV-2 Serum 50% Neutralizing Titer for Subjects Age 18-55 Years - BNT162b2 — Immunogenicity
Set (Study BNT162-01)
Assay Visit 1pg 10 ng 20 pg 30 pg
(N=9) (N=12) (N=12) (N=12)
Min - 50.0 - 62.0
Med - 156.3 - 133.5
Max —-- 328.3 —-- 377.7

Geometric mean titer (GMT) with associated 95% confidence interval (CI) are shown. SD and CIs are only calculated if values of at least 3 subjects are

available.

N = number of subjects in the analysis set; n = number of subjects with data available; SD = standard deviation; - = not estimable.

Laboratory sources: Pfizer Pearl River, University of Texas
Cutoff Date: 13AUG2020
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Table 39.  Descriptive Statistics of Fold Increase from Baseline in Serum 50% Neutralizing Titer for Subjects Age 18-55 Years - BNT162b1
Immunogenicity Set (Study BNT162-01)
Assay Visit 1pg 10 pg 30 png 50 pg 60 pg
(N=12) (N=12) (N=12) (N=12) (N=12)
SARS-CoV-2 Serum Neutralizing Titer 50 Fold Rise Day8 n 12 12 11 12 12
Mean (SD) 1.0 (0.0) 1.0 (0.0) 1.0 (0.0) 1.0 (0.0) 1.0 (0.0)
GMFR (95% CI) 1.0 (-) 1.0 (-) 1.0 (-) 1.0 (-) 1.0 (-)
Min 1.0 1.0 1.0 1.0 1.0
Med 1.0 1.0 1.0 1.0 1.0
Max 1.0 1.0 1.0 1.0 1.0
Day22 n 12 11 11 11 11
Mean (SD) 1.5(1.2) 33(3.2) 4.6 (6.2) 4.3 (3.8) 2.2(1.3)
GMEFR (95% CI) 1.2 2.2 2.7 3.1 1.9
0.9, 1.7) (1.2,4.1) (1.4,5.4) (1.7,5.5) (12,2.8)
Min 1.0 1.0 1.0 1.0 1.0
Med 1.0 2.1 2.4 33 2.3
Max 4.8 11.0 222 12.6 43
Day29 n 12 11 11 11 12
Mean (SD) 57(5.0)  20.8(14.7)  56.0 (99.1) 76.7 (57.5) 2.4 (1.4)
GMEFR (95% CI) 3.6 15.8 28.9 57.8 2.0
(1.8,7.1)  (9.0,27.8)  (14.7,56.7)  (33.1,100.9)  (1.3,3.0)
Min 1.0 34 9.8 13.4 1.0
Med 4.0 18.2 23.0 59.9 2.7
Max 16.1 513 350.8 191.5 5.4
Day43 n 12 11 11 11 12
Mean (SD) 9.6(8.9)  19.7(162)  24.3(33.8) 50.7 (52.0) 2.1(1.3)
GMEFR (95% CI) 6.2 12.6 14.5 333 1.7
(3.1,123)  (5.7,27.6)  (7.6,27.6) (17.6,63.1)  (1.2,2.5)
Min 1.0 1.0 4.9 8.6 1.0
Med 7.0 13.9 12.3 27.6 1.5
Max 32.6 55.5 121.8 176.4 4.8

Geometric mean fold rise from baseline (GMFR) with associated 95% confidence interval (CI) are shown. SD and Cls are only calculated if values of at least 3

subjects are available.

N = number of subjects in the analysis set; n = number of subjects with data available; SD = standard deviation; - = not estimable.

Laboratory sources: Pfizer Pearl River, University of Texas
Cutoff Date: 13AUG2020
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Table 40.  Descriptive Statistics of Fold Increase from Baseline in Serum 50% Neutralizing Titer for Subjects Age 18-55 Years - BNT162b2

Immunogenicity Set (Study BNT162-01)

Assay Visit 1pg 10 pg 20 pg 30 png
(N=9) (N=12) (N=12) (N=12)
SARS-CoV-2 Serum Neutralizing Titer 50 Fold Rise Day 8 n 6 12 12 10
Mean (SD) 1.0 (0.0) 1.0 (0.0) 1.0 (0.0) 1.0 (0.0)
GMFR (95% CI) 1.0 () 1.0 (-) 1.0 (-) 1.0 ()
Min 1.0 1.0 1.0 1.0
Med 1.0 1.0 1.0 1.0
Max 1.0 1.0 1.0 1.0
Day22 n 6 10 11 9
Mean (SD) 1.0 (0.0) 2.6(1.4) 3.6 (7.0) 22(1.9)
GMFR (95% CI) 1.0(-) 22 1.7 1.7
(14,3.4) (0.9,3.3) (1.0, 3.0)
Min 1.0 1.0 1.0 1.0
Med 1.0 2.6 1.0 1.0
Max 1.0 4.7 24.5 6.5
Day29 n 5 12 7 10
Mean (SD) 24(2.1) 23.5(14.0) 22.9(21.0) 38.5(26.3)
GMFR (95% CI) 1.8 16.9 15.2 29.2
(0.6, 4.9) (8.5,33.7) (5.7, 40.6) (15.3,55.7)
Min 1.0 1.0 2.3 3.7
Med 1.0 254 15.5 36.2
Max 5.9 48.4 60.6 95.9
Day43 n 3 10 5 10
Mean (SD) 4.6 (3.6) 19.2 (9.6) 10.3 (8.0) 17.3 (8.5)
GMFR (95% CI) 3.3 16.6 8.2 15.1
(0.2,49.7) (10.6, 25.9) (3.1,21.3) (9.9, 23.0)
Min 1.0 4.6 3.0 6.1
Med 4.6 18.8 9.4 19.4
Max 8.2 32.1 23.6 26.7
Day50 n - 10 - 9
Mean (SD) 16.7 (8.1) 14.7 (7.6)
GMFR (95% CI) --- 14.8 - 13.0
(9.9, 22.0) (8.6, 19.6)
Min --- 5.0 --- 6.2
Med --- 15.6 --- 12.8
Max --- 32.8 --- 25.3

Geometric mean fold rise from baseline (GMFR) with associated 95% confidence interval (CI) are shown. SD and Cls are only calculated if values of at least 3

subjects are available.
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Table 40.  Descriptive Statistics of Fold Increase from Baseline in Serum 50% Neutralizing Titer for Subjects Age 18-55 Years - BNT162b2
Immunogenicity Set (Study BNT162-01)

Assay Visit 1pg 10 pg 20 pg 30 png
N=9 N=12 N=12 N=12

N = number of subjects in the analysis set; n = number of subjects with data available; SD = standard deviation; - = not estimable.
Laboratory sources: Pfizer Pearl River, University of Texas

Cutoff Date: 13AUG2020
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Table 41.  Frequency of Subjects with Seroconversion (Serum 50% Neutralizing Titer) for Subjects Age 18-55 Years - BNT162b1
Immunogenicity Set (Study BNT162-01)

Assay Visit 1pg 10 pg 30 png 50 pg 60 ng
(N=12) (N=12) (N=12) (N=12) (N=12)
SARS-CoV-2 Serum Neutralizing Titer 50 Day 8 nn 12 12 11 12 12
n (% (95% CI)) 0(0.0 (0.0-26.5))  0(0.0(0.0-26.5)) 0 (0.0 (0.0-28.5)) 0 (0.0 (0.0-26.5)) 0 (0.0 (0.0-26.5))
Day 22 nn 12 11 11 11 11
n (% (95% CI)) 1(8.3(0.2-38.5)) 3(27.3(6.0-61.0)) 4(36.4 (10.9-69.2)) 3(27.3(6.0-61.0))  1(9.1(0.2-41.3))
Day 29 nn 12 11 11 11 12
n (% (95% CI)) 6 (50.0 (21.1-78.9)) 10 (90.9 (58.7-99.8)) 11 (100.0 (71.5-100.0)) 11 (100.0 (71.5-100.0)) 1 (8.3 (0.2-38.5))
Day 43 nn 12 11 11 11 12

n (% (95% CI)) 8 (66.7 (34.9-90.1)) 10 (90.9 (58.7-99.8)) 11 (100.0 (71.5-100.0)) 11 (100.0 (71.5-100.0)) 2 (16.7 (2.1-48.4))

Seroconversion is defined as a minimum of 4-fold increase of functional antibody response as compared to baseline. Number and percentage with exact 95%
Clopper-Pearson confidence intervals (Cls) of subjects with data available are given. The denominator for the percentage calculation is nn. Cls are only
calculated if values of at least 3 subjects are available.

N = Number of subjects in the analysis set; nn = number of subjects with data available; n = number of subjects with seroconversion; - = not estimable.
Laboratory sources: Pfizer Pearl River, University of Texas

Cutoff Date: 13AUG2020
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Table 42.  Frequency of Subjects with Seroconversion (Serum 50% Neutralizing Titer)for Subjects Age 18-55 Years - BNT162b2 —
Immunogenicity Set (Study BNT162-01)
Assay Visit 1pg 10 pg 20 pg 30 pg
(N=9) (N=12) (N=12) (N=12)
SARS-CoV-2 Serum Neutralizing Titer 50 Day 8 nn 6 12 12 10
n (% (95% CI)) 0 (0.0 (0.0-45.9)) 0 (0.0 (0.0-26.5)) 0 (0.0 (0.0-26.5)) 0 (0.0 (0.0-30.8))
Day 22 nn 6 10 11 9
n (% (95% CI)) 0 (0.0 (0.0-45.9)) 2(20.0 (2.5-55.6)) 1(9.1(0.2-41.3)) 1 (11.1(0.3-48.2))
Day 29 nn 5 12 7 10
n(% (95%CI)  1(20.0(0.5-71.6))  11(91.7(61.5-99.8)) 6 (85.7 (42.1-99.6)) 9 (90.0 (55.5-99.7))
Day 43 nn 3 10 5 10
n (% (95%CI))  2(66.7(9.4-99.2)) 10 (100.0 (69.2-100.0)) 4 (80.0 (28.4-99.5)) 10 (100.0 (69.2-100.0))
Day 50 nn - 10 - 9
n (% (95% CI)) 10 (100.0 (69.2-100.0)) 9 (100.0 (66.4-100.0))

Seroconversion is defined as a minimum of 4-fold increase of functional antibody response as compared to baseline. Number and percentage with exact 95%
Clopper-Pearson confidence intervals (CIs) of subjects with data available are given. The denominator for the percentage calculation is nn. Cls are only

calculated
if values of at least 3 subjects are available.

N = Number of subjects in the analysis set; nn = number of subjects with data available; n = number of subjects with seroconversion; - = not estimable.
Laboratory sources: Pfizer Pearl River, University of Texas

Cutoff Date: 13AUG2020
CONFIDENTIAL
Table Generation: 28SEP2020 (11:22)

Output File: ./bnt162-01/csr_augl3/adva_sero b2 (modified)
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C4591001 FRBX (55 1 #BERSy, SREIRME)

Table 43. Demographic Characteristics — Phase 1, 2 Doses, 21 Days Apart — 18-55 Years of Age — BNT162b1 — Dose 1 Evaluable
Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo Total
N*=12) N*=12) N*=12) (N*=9) (N*=45)
n® (%) n® (%) n® (%) n® (%) n® (%)
Sex
Male 7 (58.3) 9(75.0) 6 (50.0) 6 (66.7) 28 (62.2)
Female 5(41.7) 3(25.0) 6 (50.0) 3(33.3) 17 (37.8)
Race
White 8 (66.7) 11 (91.7) 10 (83.3) 8(88.9) 37 (82.2)
Black or African American 1(8.3) 1(8.3) 0 0 2 (4.4)
Asian 3 (25.0) 0 2 (16.7) 1(11.1) 6 (13.3)
Ethnicity
Hispanic/Latino 1(8.3) 0 1(8.3) 0 2 (4.4)
Non-Hispanic/non-Latino 11 (91.7) 12 (100.0) 10 (83.3) 9 (100.0) 42 (93.3)
Not reported 0 0 1(8.3) 0 1(2.2)
Age at vaccination (years)
Mean (SD) 29.4 (6.39) 44.8 (8.33) 35.8(9.96) 37.7 (10.93) 36.9 (10.34)
Median 26.5 49.0 335 37.0 35.0
Min, max (24, 42) (30, 54) (23, 52) (22, 54) (22, 54)

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.

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:27) Source Data: adsl Table Generation: 17SEP2020 (23:16)

(Cutoff Date: 24AUG2020, Snapshot Date: 17SEP2020) Output File: ./nda3/C4591001_IA P1_Serology/adsl s005 demo_dleva 18 bl pl
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Table 44.  Demographic Characteristics — Phase 1, 2 Doses, 21 Days Apart — 65-85 Years of Age — BNT162b1 — Dose 1 Evaluable

Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo Total
(N*=11) N*=12) N*=12) (N*=9) (N*=44)
n® (%) n® (%) n® (%) n® (%) n® (%)
Sex
Male 4 (36.4) 4 (33.3) 4 (33.3) 1(11.1) 13 (29.5)
Female 7 (63.6) 8 (66.7) 8 (66.7) 8 (88.9) 31 (70.5)
Race
White 11 (100.0) 11 (91.7) 10 (83.3) 9 (100.0) 41 (93.2)
Black or African American 0 1(8.3) 0 0 1(2.3)
Asian 0 0 2 (16.7) 0 2 (4.5)
Ethnicity
Hispanic/Latino 0 0 0 1(11.1) 1(2.3)
Non-Hispanic/non-Latino 11 (100.0) 12 (100.0) 12 (100.0) 8 (88.9) 43 (97.7)
Age at vaccination (years)
Mean (SD) 69.6 (5.66) 70.6 (4.94) 69.9 (3.55) 68.2 (2.95) 69.7 (4.39)
Median 68.0 69.0 69.0 68.0 68.5
Min, max (65, 82) (65, 81) (65,77) (65, 73) (65, 82)

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.

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:27) Source Data: adsl Table Generation: 17SEP2020 (23:16)

(Cutoff Date: 24AUG2020, Snapshot Date: 17SEP2020) Output File: ./nda3/C4591001 IA P1_Serology/adsl s005 demo dleva 65 bl pl
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Table 45. Demographic Characteristics — Phase 1, 2 Doses, 21 Days Apart — 18-55 Years of Age — BNT162b2 — Dose 1 Evaluable

Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo Total
(N*=11) (N*=12) (N*=12) N*=T) (N*=42)
n® (%) n® (%) n® (%) n® (%) n® (%)
Sex
Male 4(36.4) 6 (50.0) 3(25.0) 3(42.9) 16 (38.1)
Female 7 (63.6) 6 (50.0) 9 (75.0) 4(57.1) 26 (61.9)
Race
White 10 (90.9) 10 (83.3) 9 (75.0) 7 (100.0) 36 (85.7)
Black or African American 0 2 (16.7) 1(8.3) 0 3(7.1)
Asian 19.1) 0 2 (16.7) 0 3(7.1)
Ethnicity
Hispanic/Latino 0 1(8.3) 0 0 1(2.4)
Non-Hispanic/non-Latino 11 (100.0) 11 (91.7) 12 (100.0) 7 (100.0) 41 (97.6)
Age at vaccination (years)
Mean (SD) 38.0 (12.07) 37.6 (10.07) 37.3(9.85) 29.3 (9.66) 36.2 (10.60)
Median 39.0 38.0 36.5 25.0 36.0
Min, max (21, 53) (23,53) (23, 54) (19, 44) (19, 54)

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.

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:27) Source Data: adsl Table Generation: 17SEP2020 (23:16)

(Cutoff Date: 24AUG2020, Snapshot Date: 17SEP2020) Output File: ./nda3/C4591001 IA P1_Serology/adsl s005 demo dleva 18 b2 pl
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Table 46. Demographic Characteristics — Phase 1, 2 Doses, 21 Days Apart — 65-85 Years of Age — BNT162b2 — Dose 1 Evaluable

Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo Total
(N*=12) (N*=12) (N*=11) (N*=9) (N*=44)
n® (%) n® (%) n® (%) n® (%) n® (%)
Sex
Male 2 (16.7) 5(41.7) 6 (54.5) 4 (44.4) 17 (38.6)
Female 10 (83.3) 7 (58.3) 5(45.5) 5(55.6) 27 (61.4)
Race
White 12 (100.0) 12 (100.0) 11 (100.0) 9 (100.0) 44 (100.0)
Ethnicity
Non-Hispanic/non-Latino 12 (100.0) 12 (100.0) 11 (100.0) 9 (100.0) 44 (100.0)
Age at vaccination (years)
Mean (SD) 68.0 (2.89) 71.0 (5.82) 68.5 (2.94) 70.0 (3.84) 69.3 (4.14)
Median 67.0 68.5 68.0 69.0 68.0
Min, max (65, 73) (65, 81) (65,74) (65,77) (65, 81)

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.

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:27) Source Data: adsl Table Generation: 17SEP2020 (23:16)

(Cutoff Date: 24AUG2020, Snapshot Date: 17SEP2020) Output File: ./nda3/C4591001_IA P1_Serology/adsl s005 demo_dleva 65 b2 pl
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Table 47. Summary of Geometric Mean Titers/Concentrations — Phase 1, 2 Doses, 21 Days Apart — 18-55 Years of Age —- BNT162b1 —
Evaluable Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMT/GMC*® n® GMT/GMC*® n® GMT/GMC*® n® GMT/GMC*®
Sampling (95% CI°) (95% CI) (95% CI°) (95% CI°)
Time Point*
SARS-CoV-2 neutralization assay - NT50 (titer) 1/Prevax 12 10.0 12 10.0 12 10.0 10.0
(10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (10.0, 10.0)
1/Day 7 12 10.0 0 NE 12 10.0 10.0
(10.0, 10.0) (NE, NE) (10.0, 10.0) (10.0, 10.0)
1/Day 21 12 12.7 12 12.5 12 28.6 10.0
(9.6, 16.8) (9.0, 17.5) (17.1,47.9) (10.0, 10.0)
2/Day 7 12 167.9 12 160.3 12 267.1 10.0
(111.2,253.5) (80.1, 320.9) (172.9, 412.7) (10.0, 10.0)
2/Day 14 12 180.1 12 202.9 12 437.0 10.0
(107.2, 302.5) (123.4,333.4) (302.6, 631.1) (10.0, 10.0)
2/1 Month 12 68.5 12 161.2 12 180.5 10.0
(41.8,112.0) (102.5, 253.4) (108.4, 300.7) (10.0, 10.0)
SARS-CoV-2 neutralization assay - NT90 (titer) 1/Prevax 12 10.0 12 10.0 12 10.0 10.0
(10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (10.0, 10.0)
1/Day 7 12 10.0 0 NE 12 10.0 10.0
(10.0, 10.0) (NE, NE) (10.0, 10.0) (10.0, 10.0)
1/Day 21 12 10.0 12 10.0 12 11.9 10.0
(10.0, 10.0) (10.0, 10.0) 9.1, 15.6) (10.0, 10.0)
2/Day 7 12 56.8 11 67.0 12 121.6 10.0
(35.2,91.4) (40.3,111.3) (78.8, 187.6) (10.0, 10.0)
2/Day 14 12 76.5 12 110.4 12 188.1 10.0
(44.4,131.6) (71.4,170.5) (126.4,279.8) (10.0, 10.0)
2/1 Month 12 37.0 11 40.1 11 62.0 10.0
(24.6, 55.5) (25.0, 64.3) (35.5,108.3) (10.0, 10.0)
S1-binding IgG level assay (U/mL) 1/Prevax 12 0.8 12 0.8 12 0.8 1.0
(0.5, 1.1) (0.6, 1.0) (0.6, 1.1) (0.5,2.0)
1/Day 7 12 0.8 0 NE 12 0.9 1.0
(0.5, 1.1) (NE, NE) 0.5, 1.4) (0.5,2.2)
1/Day 21 12 294.2 12 204.1 12 852.7 0.8
(126.8, 682.8) (57.5,723.9) (479.5, 1516.4) (0.4, 1.6)
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Table 47. Summary of Geometric Mean Titers/Concentrations — Phase 1, 2 Doses, 21 Days Apart — 18-55 Years of Age — BNT162b1 —
Evaluable Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Assay Dose/ n? GMT/GMC* nP GMT/GMC* nP GMT/GMC* n? GMT/GMC*
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)
Time Point*
2/Day 7 12 3868.2 12 3243.1 12 23516.5 9 1.2
(2052.5, 7290.0) (689.9, 15244.1) (16552.7, 33409.8) (0.5,2.7)
2/Day 14 12 5120.2 12 7480.5 12 13940.1 9 0.9
(3529.2, 7428.5) (4670.8, 11980.2) (9746.7, 19937.5) (0.5,1.9)
2/1 Month 12 2530.8 12 5329.2 12 8095.2 9 0.9
(1684.3, 3802.5) (3789.4, 7494.7) (5563.4,11779.1) (0.5,1.7)
RBD-binding IgG level assay (U/mL) 1/Prevax 12 0.8 12 1.2 12 0.9 9 0.8
(0.5, 1.3) (0.6, 2.6) (0.5, 1.6) 0.4, 1.5)
1/Day 7 12 0.9 0 NE 12 0.8 6 0.9
(0.5, 1.6) (NE, NE) (0.5, 1.5) 0.4,2.1)
1/Day 21 12 534.4 12 362.5 12 1535.9 9 0.8
(244.1, 1169.6) (89.5, 1468.4) (938.1,2514.6) (0.5, 1.6)
2/Day 7 12 4813.1 12 4033.8 12 27871.8 9 0.9
(2479.5, 9343.1) (832.8, 19538.0) (19430.0, 39981.4) (0.5,1.5)
2/Day 14 12 5880.4 12 6376.7 12 16165.9 9 0.7
(4249.8, 8136.8) (4314.0, 9425.7) (11013.3, 23729.2) (0.5, 1.0)
2/1 Month 12 3674.2 12 6215.2 12 9489.6 9 0.7
(2595.4, 5201.4) (4312.8, 8956.8) (6258.7, 14388.4) 0.4,1.3)

Abbreviations: GMC = geometric mean concentration; GMT = geometric mean titer; [gG = immunoglobulin G; LLOQ = lower limit of quantitation;
NE = not estimable; NT50 = 50% neutralizing titer; NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit;

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

Note: Dose 1 evaluable population was used for time points from Day 1 to before Dose 2 and Dose 2 evaluable population was used for time points after Dose 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 concentration 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: 17SEP2020 (22:01) Source Data: adva Table Generation: 17SEP2020 (23:32)
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Table 48. Summary of Geometric Mean Titers/Concentrations — Phase 1, 2 Doses, 21 Days Apart — 65-85 Years of Age — BNT162b1 —

Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMT/GMC*® n® GMT/GMC*® n® GMT/GMC*® GMT/GMC*®
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)
Time Point*
SARS-CoV-2 neutralization assay - NT50 (titer) 1/Prevax 11 10.0 12 10.0 12 10.0 10.0
(10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (10.0, 10.0)
1/Day 21 11 11.2 12 10.0 12 12.5 10.0
(8.7, 14.4) (10.0, 10.0) 9.0, 17.4) (10.0, 10.0)
2/Day 7 11 19.9 12 178.7 12 100.8 10.0
(11.7,33.9) (94.5,337.7) (45.7,222.3) (10.0, 10.0)
2/Day 14 11 28.5 12 104.7 12 105.5 10.0
(13.7,59.2) (43.7,250.5) (50.0, 222.6) (10.0, 10.0)
2/1 Month 11 22.7 12 125.3 12 144.7 10.0
(11.3,45.3) (74.7,210.0) (70.3, 298.1) (10.0, 10.0)
SARS-CoV-2 neutralization assay - NT90 (titer) 1/Prevax 11 10.0 12 10.0 12 10.0 10.0
(10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (10.0, 10.0)
1/Day 21 11 10.0 12 10.0 12 10.0 10.0
(10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (10.0, 10.0)
2/Day 7 11 12.1 12 73.7 12 47.6 10.0
(9.0, 16.3) (34.6, 157.1) (22.1,102.3) (10.0, 10.0)
2/Day 14 11 16.5 12 49.0 11 50.3 10.0
(9.6, 28.1) (25.0,95.9) (25.4,99.5) (10.0, 10.0)
2/1 Month 11 14.2 12 48.4 12 59.9 10.0
(9.0,22.4) (26.0,90.2) (30.4, 118.0) (10.0, 10.0)
S1-binding IgG level assay (U/mL) 1/Prevax 11 1.0 12 0.8 12 0.7 1.1
(0.5, 1.9) (0.6, 1.0) (0.6, 0.8) (0.6,2.2)
1/Day 21 11 34.1 12 125.1 12 86.3 1.1
(9.7, 120.2) (56.2,278.4) (27.7,269.2) (0.6,2.3)
2/Day 7 11 860.7 12 10622.7 12 6579.6 1.3
(372.4,1989.3) (5607.8,20122.3) (2827.6,15310.2) 0.5,3.2)
2/Day 14 11 1436.6 12 6399.4 12 4798.4 0.9
(760.1, 2715.0) (3481.6, 11762.3) (2209.3, 10421.9) 0.5, 1.7)
2/1 Month 11 1089.8 12 5138.2 12 4151.0 1.2
(556.7, 2133.4) (2788.0, 9469.5) (1872.9, 9200.2) (0.6, 2.6)
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Table 48.  Summary of Geometric Mean Titers/Concentrations — Phase 1, 2 Doses, 21 Days Apart — 65-85 Years of Age — BNT162b1 —
Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMT/GMC* n? GMT/GMC* n? GMT/GMC* n® GMT/GMC*
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)
Time Point*
RBD-binding IgG level assay (U/mL) 1/Prevax 11 1.4 12 0.6 12 0.6 9 1.2
(0.4, 4.4) (0.6, 0.6) (0.5,0.7) (0.4, 4.0)
1/Day 21 11 61.2 12 234.4 12 99.2 9 1.2
(17.1,218.9) (102.9, 533.9) (30.3,324.3) (0.4, 3.6)
2/Day 7 11 1283.5 12 12932.8 12 7527.5 9 1.4
(535.2,3078.4) (7091.0, 23587.3) (3564.2, 15897.7) (0.4, 5.0)
2/Day 14 11 1771.9 12 6983.1 12 6006.5 9 1.4
(947.6,3313.3) (3878.5,12573.1) (2821.3, 12787.6) 0.4,4.2)
2/1 Month 11 1495.4 12 5641.9 12 4488.5 9 1.2
(825.3,2709.5) (3114.1,10221.3) (2131.3,9452.6) (0.4, 4.0)

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

NTS50 = 50% neutralizing titer; NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit;

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

Note: Dose 1 evaluable population was used for time points from Day 1 to before Dose 2 and Dose 2 evaluable population was used for time points after Dose 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% CIs were calculated by exponentiating the mean logarithm of the titers or concentration 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: 17SEP2020 (22:01) Source Data: adva Table Generation: 17SEP2020 (23:32)
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Table 49. Summary of Geometric Mean Titers/Concentrations — Phase 1, 2 Doses, 21 Days Apart — 18-55 Years of Age - BNT162b2 —
Evaluable Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMT/GMC*® n® GMT/GMC*® n® GMT/GMC*® GMT/GMC*®
Sampling (95% CI°) (95% CI) (95% CI) (95% CI°)
Time Point*
SARS-CoV-2 neutralization assay - NT50 (titer) 1/Prevax 11 10.0 12 10.0 12 10.0 10.0
(10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (10.0, 10.0)
1/Day 21 11 16.6 12 18.9 12 14.4 10.0
(9.8,27.9) (11.1,32.3) (10.1,20.4) (10.0, 10.0)
2/Day 7 11 169.0 12 362.5 11 360.9 10.0
(102.7,278.2) (256.9, 511.6) (237.4, 548.6) (10.0, 10.0)
2/Day 14 11 108.8 12 292.1 9 161.6 10.0
(54.7,216.5) (179.3,475.7) (109.3, 238.8) (10.0, 10.0)
2/1 Month 11 105.3 11 251.7 11 143.6 10.0
(65.1, 170.6) (143.5,441.4) (103.8, 198.6) (10.0, 10.0)
SARS-CoV-2 neutralization assay - NT90 (titer) 1/Prevax 11 10.0 12 10.0 12 10.0 10.0
(10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (10.0, 10.0)
1/Day 21 11 10.9 12 10.7 12 10.8 10.0
(9.0, 13.2) (9.2, 12.5) (9.1, 12.8) (10.0, 10.0)
2/Day 7 11 70.1 12 142.2 11 122.8 10.0
(42.7,115.0) (103.3, 195.7) (79.2,190.4) (10.0, 10.0)
2/Day 14 11 46.6 12 112.7 9 54.3 10.0
(25.1, 86.5) (73.9,171.8) (37.5,78.6) (10.0, 10.0)
2/1 Month 11 34.4 11 60.0 11 54.7 10.0
(18.3, 64.7) (33.3,108.2) (41.2,72.6) (10.0, 10.0)
S1-binding IgG level assay (U/mL) 1/Prevax 11 0.6 12 0.9 12 0.6 0.6
(0.6, 0.6) (0.5, 1.4) (0.6, 0.6) (0.6, 0.6)
1/Day 21 11 611.7 12 546.7 12 1264.8 0.6
(332.0, 1126.8) (346.3, 863.1) (912.6, 1753.1) (0.6, 0.6)
2/Day 7 11 6014.0 12 12464.0 11 9136.4 0.6
(4061.6, 8904.9) (9249.2, 16796.1) (6385.0, 13073.3) (0.6, 0.6)
2/Day 14 11 47577 12 7366.9 9 7639.4 0.6
(2926.8, 7733.9) (4774.3, 11367.4) (6308.6, 9251.1) (0.6, 0.6)
2/1 Month 11 3098.6 11 5784.7 11 5296.0 0.8
(2088.1, 4598.0) (4131.4, 8099.8) (4139.6, 6775.4) (0.5,1.2)
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Table 49. Summary of Geometric Mean Titers/Concentrations — Phase 1, 2 Doses, 21 Days Apart — 18-55 Years of Age — BNT162b2 —
Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ n? GMT/GMC* n® GMT/GMC* n® GMT/GMC* n® GMT/GMC*
Sampling (95% CI°) (95% CI) (95% CI) (95% CI°)
Time Point®
RBD-binding IgG level assay (U/mL) 1/Prevax 11 0.7 12 0.6 12 1.1 7 0.8
(0.5,0.9) (0.5,0.7) (0.6, 1.7) (0.5, 1.3)
1/Day 21 11 338.9 12 347.2 12 862.3 7 0.9
(172.6, 665.4) (223.0, 540.4) (581.2, 1279.5) (0.5, 1.6)
2/Day 7 11 4926.8 12 12258.1 11 7759.7 7 0.9
(3239.2,7493.7) (8875.8, 16929.4) (5537.3, 10874.0) (0.5, 1.6)
2/Day 14 11 3984.8 12 6383.2 9 6825.6 7 0.9
(2278.2,6969.9) (4422.7,9212.7) (5103.5,9129.0) (0.5, 1.7)
2/1 Month 11 2612.6 11 4183.7 11 5059.8 7 1.0
(1711.1, 3989.0) (3011.7,5811.6) (3974.2, 6442.0) (0.5,2.3)

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

NTS50 = 50% neutralizing titer; NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit;

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

Note: Dose 1 evaluable population was used for time points from Day 1 to before Dose 2 and Dose 2 evaluable population was used for time points after Dose 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% CIs were calculated by exponentiating the mean logarithm of the titers or concentration and the corresponding ClIs (based on the Student t
distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.

PFIZER CONFIDENTIAL SDTM Creation: 17SEP2020 (22:01) Source Data: adva Table Generation: 17SEP2020 (23:32)
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Table 50. Summary of Geometric Mean Titers/Concentrations — Phase 1, 2 Doses, 21 Days Apart — 65-85 Years of Age — BNT162b2 —
Evaluable Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMT/GMC*® n® GMT/GMC*® n® GMT/GMC*® GMT/GMC*®
Sampling (95% CI) (95% CI°) (95% CI°) (95% CI)
Time Point*
SARS-CoV-2 neutralization assay - NT50 (titer) 1/Prevax 12 10.0 12 10.0 11 10.0 10.0
(10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (10.0, 10.0)
1/Day 21 12 10.0 12 10.0 11 12.0 10.0
(10.0, 10.0) (10.0, 10.0) 9.0, 16.0) (10.0, 10.0)
2/Day 7 12 79.3 11 79.3 11 155.7 10.0
(50.6, 124.5) (40.9, 153.5) (80.4,301.7) (10.0, 10.0)
2/Day 14 11 111.1 11 73.7 11 214.1 10.0
(81.0, 152.3) (32.8, 165.6) (105.9, 433.2) (10.0, 10.0)
2/1 Month 12 69.6 11 49.6 11 1523 10.0
(43.0,112.7) (23.1, 106.6) (81.2,285.6) (10.0, 10.0)
SARS-CoV-2 neutralization assay - NT90 (titer) 1/Prevax 12 10.0 12 10.0 11 10.0 10.0
(10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (10.0, 10.0)
1/Day 21 12 10.0 12 10.0 11 10.0 10.0
(10.0, 10.0) (10.0, 10.0) (10.0, 10.0) (10.0, 10.0)
2/Day 7 12 40.0 11 334 11 53.5 10.0
(26.5, 60.3) (18.1, 61.4) (26.1,109.4) (10.0, 10.0)
2/Day 14 11 56.0 11 293 10 60.3 10.0
(35.4, 83.6) (16.3, 52.6) (25.2,144.1) (10.0, 10.0)
2/1 Month 12 20.2 11 24.6 11 50.9 10.0
(12.1,33.7) (12.9,47.0) (28.3,91.6) (10.0, 10.0)
S1-binding IgG level assay (U/mL) 1/Prevax 12 0.8 12 0.8 11 0.6 0.8
(0.6, 1.0) (0.5, 1.3) (0.6, 0.6) (0.6, 1.1)
1/Day 21 12 172.0 12 80.9 11 283.2 0.8
(92.0, 321.7) (31.7,206.8) (115.7, 693.2) (0.6, 1.2)
2/Day 7 12 3203.3 11 2734.2 11 7547.9 0.9
(2314.5, 4433.4) (1211.8,6169.3) (4224.0, 13487.6) (0.6, 1.5)
2/Day 14 11 3560.2 11 25227 11 5844.0 0.8
(2282.4, 5553.5) (1182.4,5382.1) (3620.4, 9433.3) (0.6, 1.1)
2/1 Month 12 2350.5 11 1491.5 11 4592.4 0.8
(1787.1,3091.7) (682.0, 3262.0) (2874.1, 7337.9) (0.5, 1.3)
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Table 50. Summary of Geometric Mean Titers/Concentrations — Phase 1, 2 Doses, 21 Days Apart — 65-85 Years of Age — BNT162b2 —
Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMT/GMC* n® GMT/GMC* n? GMT/GMC* n® GMT/GMC*
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)
Time Point®
RBD-binding IgG level assay (U/mL) 1/Prevax 12 0.9 12 0.8 11 0.6 9 0.8
(0.6, 1.5) (0.5, 1.4) (0.5,0.8) (0.5, 1.4)
1/Day 21 12 83.6 12 50.9 11 198.6 9 1.0
(26.6, 262.6) (16.7,155.2) (67.6, 583.5) (0.5,2.1)
2/Day 7 12 2521.8 11 2567.2 11 5877.3 9 1.1
(1642.3, 3872.3) (979.5, 6728.1) (3426.5, 10080.9) (0.5,2.6)
2/Day 14 11 2941.7 11 1734.0 11 5642.0 9 1.0
(1915.7,4517.2) (775.0, 3879.8) (3344.2,9518.5) 0.5,2.2)
2/1 Month 12 2214.5 11 1272.1 11 3468.6 8 0.9
(1631.6,3005.7) (540.7,2993.2) (1998.4, 6020.4) 0.4, 1.9)

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

NTS50 = 50% neutralizing titer; NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit;

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

Note: Dose 1 evaluable population was used for time points from Day 1 to before Dose 2 and Dose 2 evaluable population was used for time points after Dose 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% CIs were calculated by exponentiating the mean logarithm of the titers or concentration 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: 17SEP2020 (22:01) Source Data: adva Table Generation: 17SEP2020 (23:32)
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Table 51. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21 Days
Apart — 18-55 Years of Age — BNT162b1 — Evaluable Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMFR® n® GMFR® n® GMFR® GMFR®
Sampling 95% CI° (95% CI9 95% CI° (95% CI9
Time Point*
SARS-CoV-2 neutralization assay - NT50 1/Day 7 12 1.0 0 NE 12 1.0 1.0
(titer) (1.0, 1.0) (NE, NE) (1.0, 1.0) (1.0, 1.0)
1/Day 21 12 1.3 12 1.3 12 2.9 1.0
(1.0, 1.7) (0.9, 1.8) (1.7, 4.8) (1.0, 1.0)
2/Day 7 12 16.8 12 16.0 12 26.7 1.0
(11.1,25.3) (8.0,32.1) (17.3,41.3) (1.0, 1.0)
2/Day 14 12 18.0 12 20.3 12 43.7 1.0
(10.7, 30.3) (12.3,33.3) (303, 63.1) (1.0, 1.0)
2/1 Month 12 6.8 12 16.1 12 18.1 1.0
(4.2,11.2) (10.3,25.3) (10.8,30.1) (1.0, 1.0)
SARS-CoV-2 neutralization assay - NT90 1/Day 7 12 1.0 0 NE 12 1.0 1.0
(titer) (1.0, 1.0) (NE, NE) (1.0, 1.0) (1.0, 1.0)
1/Day 21 12 1.0 12 1.0 12 1.2 1.0
(1.0, 1.0) (1.0, 1.0) (0.9, 1.6) (1.0, 1.0)
2/Day 7 12 5.7 11 6.7 12 12.2 1.0
(3.5,9.1) (4.0, 11.1) (7.9, 18.8) (1.0, 1.0)
2/Day 14 12 7.6 12 11.0 12 18.8 1.0
(4.4,13.2) (7.1,17.1) (12.6, 28.0) (1.0, 1.0)
2/1 Month 12 3.7 11 4.0 11 6.2 1.0
(2.5,5.5) (2.5, 6.4) (3.5,10.8) (1.0, 1.0)
S1-binding IgG level assay (U/mL) 1/Day 7 12 1.0 0 NE 12 1.1 0.8
(1.0, 1.0) (NE, NE) (0.8,1.3) (0.5, 1.4)
1/Day 21 12 387.6 12 271.3 12 1027.5 0.9
(182.9, 821.1) (77.3,951.6) (543.5, 1942.4) 0.7, 1.1)
2/Day 7 12 5095.8 12 4311.2 12 28336.5 1.3
(2819.1, 9211.0) (899.3, 20668.6) (17881.6, 44904.3) (0.9, 1.8)
2/Day 14 12 6745.2 12 9944.3 12 16797.3 1.0
(4430.5, 10269.0) (5315.2, 18604.8) (10604.5, 26606.6) (0.9, 1.0)
2/1 Month 12 3333.9 12 7084.4 12 9754.4 0.9
(2382.9, 4664.5) (4443.5,11295.0) (5820.9, 16346.0) (0.8, 1.0)
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Table 51.  Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21 Days
Apart — 18-55 Years of Age — BNT162b1 — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMFR® n® GMFR® n? GMFR® n? GMFR®
Sampling (95% CI°) (95% CI) (95% CI°) (95% CI)
Time Point*
RBD-binding IgG level assay (U/mL) 1/Day 7 12 1.1 0 NE 12 1.0 6 1.0
(0.8, 1.4) (NE, NE) (0.9, 1.0) (0.6, 1.7)
1/Day 21 12 640.7 12 292.9 12 1763.1 9 1.1
(321.9, 1275.0) (71.9, 1193.1) (930.9, 3339.4) (0.8, 1.6)
2/Day 7 12 5770.9 12 3258.8 12 31996.2 9 1.1
(2945.0, 11308.3) (646.1, 16436.3) (16410.0, 62386.2) (0.7, 1.8)
2/Day 14 12 7050.6 12 5151.7 12 18558.1 9 0.9
(4405.1, 11284.8) (2469.6, 10747.0) (9354.8, 36815.6) 0.7, 1.2)
2/1 Month 12 4405.3 12 5021.3 12 10893.9 9 1.0
(2727.7,7114.7) (2410.1, 10461.6) (5125.4,23154.7) (0.8, 1.1)

Abbreviations: GMFR = geometric mean fold rise; [gG = immunoglobulin G; LLOQ = lower limit of quantitation; NE = not estimable;

NTS50 = 50% neutralizing titer; NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit;

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

Note: Dose 1 evaluable population was used for time points after Dose 1 and before Dose 2 and Dose 2 evaluable population was used for time points after Dose 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 ClIs (based on the Student t
distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.

PFIZER CONFIDENTIAL SDTM Creation: 17SEP2020 (22:01) Source Data: adva Table Generation: 17SEP2020 (23:32)
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Table 52. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21 Days
Apart — 65-85 Years of Age — BNT162b1 — Evaluable Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMFR® n® GMFR® n® GMFR® n® GMFR®
Sampling (95% CI) (95% CI°) (95% CI°) (95% CI°)
Time Point*
SARS-CoV-2 neutralization assay - NT50 1/Day 21 11 1.1 12 1.0 12 1.2 9 1.0
(titer) 0.9, 1.4) (1.0, 1.0) 0.9, 1.7) (1.0, 1.0)
2/Day 7 11 2.0 12 17.9 12 10.1 9 1.0
(1.2,3.4) (9.5, 33.8) (4.6,22.2) (1.0, 1.0)
2/Day 14 11 2.8 12 10.5 12 10.5 9 1.0
(1.4,5.9) (4.4,25.0) (5.0,22.3) (1.0, 1.0)
2/1 Month 11 2.3 12 12.5 12 14.5 9 1.0
(1.1, 4.5) (7.5,21.0) (7.0,29.8) (1.0, 1.0)
SARS-CoV-2 neutralization assay - NT90 1/Day 21 11 1.0 12 1.0 12 1.0 9 1.0
(titer) (1.0, 1.0) (1.0, 1.0) (1.0, 1.0) (1.0, 1.0)
2/Day 7 11 1.2 12 7.4 12 4.8 9 1.0
(0.9, 1.6) (3.5,15.7) (2.2,10.2) (1.0, 1.0)
2/Day 14 11 1.6 12 4.9 11 5.0 9 1.0
(1.0, 2.8) (2.5,9.6) (2.5,10.0) (1.0, 1.0)
2/1 Month 11 1.4 12 4.8 12 6.0 9 1.0
(0.9,2.2) (2.6, 9.0) (3.0, 11.8) (1.0, 1.0)
S1-binding IgG level assay (U/mL) 1/Day 21 11 344 12 162.6 12 124.8 9 1.0
(7.3, 161.9) (81.8,323.1) (41.4,376.3) (1.0, 1.1)
2/Day 7 11 868.3 12 13807.8 12 9516.4 9 1.2
(276.9, 2722.5) (7573.0, 25175.6) (4262.5,21246.3) (0.9, 1.6)
2/Day 14 11 1449.3 12 8318.2 12 6940.3 0.8
(521.4, 4028.2) (4793.1, 14435.8) (3323.6, 14492.3) (0.6, 1.1)
2/1 Month 11 1099.4 12 6678.8 12 6003.8 1.1
(364.6, 3314.9) (3844.9, 11601.5) (2793.3, 12904.6) (0.9, 1.4)
RBD-binding IgG level assay (U/mL) 1/Day 21 11 44.4 12 407.4 12 159.6 1.0
(9.3,212.1) (178.8,928.2) (49.1,518.9) (0.9, 1.0)
2/Day 7 11 931.4 12 22482.1 12 121153 1.1
(217.9, 3982.1) (12326.8, 41003.5) (5507.4,26651.4) 0.9, 1.4)
2/Day 14 11 1285.8 12 12139.3 12 9667.2 1.1
(329.7, 5015.2) (6742.2,21856.7) (4456.0, 20972.9) (0.8, 1.5)
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Table 52.  Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21 Days
Apart — 65-85 Years of Age — BNT162b1 — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMFR® n® GMFR® n? GMFR® n® GMFR®
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)
Time Point®
2/1 Month 11 1085.2 12 9807.7 12 7224.1 9 1.0
(274.9, 4283.7) (5413.5,17768.4) (3355.8,15551.5) (0.9, 1.1)

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

NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit;

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

Note: Dose 1 evaluable population was used for time points after Dose 1 and before Dose 2 and Dose 2 evaluable population was used for time points after Dose 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 Cls (based on the Student t
distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.

PFIZER CONFIDENTIAL SDTM Creation: 17SEP2020 (22:01) Source Data: adva Table Generation: 17SEP2020 (23:32)
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Table 53. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21 Days
Apart — 18-55 Years of Age — BNT162b2 — Evaluable Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMFR® n® GMFR® n® GMFR® GMFR®
Sampling (95% CI) (95% CI) (95% CI) (95% CI°)
Time Point*
SARS-CoV-2 neutralization assay - NT50  1/Day 21 11 1.7 12 1.9 12 1.4 1.0
(titer) (1.0, 2.8) (1.1,3.2) (1.0,2.0) (1.0, 1.0)
2/Day 7 11 16.9 12 36.3 11 36.1 1.0
(10.3,27.8) (25.7,51.2) (23.7,54.9) (1.0, 1.0)
2/Day 14 11 10.9 12 29.2 9 16.2 1.0
(5.5,21.7) (17.9, 47.6) (10.9, 23.9) (1.0, 1.0)
2/1 Month 11 10.5 11 25.2 11 14.4 1.0
(6.5,17.1) (143, 44.1) (10.4, 19.9) (1.0, 1.0)
SARS-CoV-2 neutralization assay - NT90  1/Day 21 11 1.1 12 1.1 12 1.1 1.0
(titer) (0.9, 1.3) 0.9,1.2) 0.9, 1.3) (1.0, 1.0)
2/Day 7 11 7.0 12 14.2 11 12.3 1.0
(4.3, 11.5) (10.3, 19.6) (7.9, 19.0) (1.0, 1.0)
2/Day 14 11 4.7 12 11.3 9 5.4 1.0
(2.5,8.7) (74,17.2) (3.8,7.9) (1.0, 1.0)
2/1 Month 11 34 11 6.0 11 5.5 1.0
(1.8,6.5) (3.3, 10.8) (4.1,7.3) (1.0, 1.0)
S1-binding IgG level assay (U/mL) 1/Day 21 11 965.9 12 636.8 12 1997.4 1.0
(524.4,1779.4) (296.9, 1365.6) (1441.1, 2768.4) (1.0, 1.0)
2/Day 7 11 9497.1 12 14516.5 11 14427.7 1.0
(6413.9, 14062.2) (9188.0, 22935.3) (10082.9, 20644.7) (1.0, 1.0)
2/Day 14 11 7513.2 12 8580.1 9 12063.8 1.0
(4621.9, 12213.0) (5164.3, 14255.0) (9962.2, 14608.8) (1.0, 1.0)
2/1 Month 11 4893.1 11 6553.4 11 8363.2 1.2
(3297.4,7261.0) (3787.8, 11338.5) (6537.1, 10699.5) (0.8,1.9)
RBD-binding IgG level assay (U/mL) 1/Day 21 11 516.9 12 557.1 12 821.1 1.2
(230.3, 1160.4) (347.7, 892.7) (456.9, 1475.9) (0.7, 1.8)
2/Day 7 11 7514.3 12 19671.3 11 8442.8 1.1
(4609.8, 12249.0) (12848.3,30117.6) (4885.5, 14590.4) (0.6,2.1)
2/Day 14 11 6077.6 12 10243.4 9 8213.0 1.2
(3328.1, 11098.6) (6509.5, 16119.2) (5507.4, 12247.7) (0.8, 1.7)
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Table 53. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21 Days
Apart — 18-55 Years of Age — BNT162b2 — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMFR® n® GMFR® n® GMFR® n® GMFR®
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)
Time Point®
2/1 Month 11 3984.7 11 6665.1 11 5505.3 7 1.3
(2412.4, 6581.7) (4292.1, 10350.2) (3394.8, 8927.8) 0.7,2.3)

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

NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit;

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

Note: Dose 1 evaluable population was used for time points after Dose 1 and before Dose 2 and Dose 2 evaluable population was used for time points after Dose 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 Cls (based on the Student t
distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.
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Table 54. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21 Days
Apart — 65-85 Years of Age — BNT162b2 — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMFR® n® GMFR® n® GMFR® n® GMFR®
Sampling (95% CI°) (95% CI) (95% CI°) (95% CI°)
Time Point*
SARS-CoV-2 neutralization assay - NT50 (titer) 1/Day 21 12 1.0 12 1.0 11 1.2 9 1.0
(1.0, 1.0) (1.0, 1.0) (0.9, 1.6) (1.0, 1.0)
2/Day 7 12 7.9 11 7.9 11 15.6 9 1.0
(5.1,12.4) (4.1,15.3) (8.0, 30.2) (1.0, 1.0)
2/Day 14 11 11.1 11 7.4 11 214 9 1.0
(8.1, 15.2) (3.3, 16.6) (10.6, 43.3) (1.0, 1.0)
2/1 Month 12 7.0 11 5.0 11 15.2 8 1.0
(4.3,11.3) (2.3, 10.7) (8.1, 28.6) (1.0, 1.0)
SARS-CoV-2 neutralization assay - NT90 (titer) 1/Day 21 12 1.0 12 1.0 11 1.0 9 1.0
(1.0, 1.0) (1.0, 1.0) (1.0, 1.0) (1.0, 1.0)
2/Day 7 12 4.0 11 3.3 11 53 9 1.0
(2.7, 6.0) (1.8,6.1) (2.6, 10.9) (1.0, 1.0)
2/Day 14 11 5.6 11 2.9 10 6.0 9 1.0
(3.5, 8.9) (1.6,5.3) (2.5, 14.4) (1.0, 1.0)
2/1 Month 12 2.0 11 2.5 11 5.1 8 1.0
(1.2,3.4) (1.3,4.7) (2.8,9.2) (1.0, 1.0)
S1-binding IgG level assay (U/mL) 1/Day 21 12 223.5 12 98.2 11 447.2 9 1.0
(112.1, 445.8) (36.4,265.2) (182.6, 1094.7) (1.0, 1.1)
2/Day 7 12 4162.5 11 3240.5 11 11919.3 9 1.2
(2679.8, 6465.4) (1349.3,7782.7) (6670.3,21299.0) (0.9, 1.6)
2/Day 14 11 4545.1 11 2989.8 11 9228.6 9 1.0
(2529.5, 8166.6) (1255.2,7121.5) (5717.2, 14896.6) (0.9, 1.1)
2/1 Month 12 3054.4 11 1767.7 11 7252.1 8 1.0
(2015.9, 4627.9) (700.5, 4460.6) (4538.7,11587.7) (0.6, 1.7)
RBD-binding IgG level assay (U/mL) 1/Day 21 12 89.6 12 62.9 11 316.3 9 1.2
(30.5, 263.0) (17.4,227.0) (116.5, 858.6) (0.7,2.2)
2/Day 7 12 2703.3 11 3070.3 11 9357.1 9 1.4
(1629.0, 4486.1) (905.7, 10408.5) (6075.0, 14412.3) (0.7,2.8)
2/Day 14 11 3017.9 11 2073.9 11 8982.5 9 1.2
(1697.6, 5364.9) (698.9, 6153.9) (5966.6, 13522.8) (0.6, 2.6)
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Table 54. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21 Days
Apart — 65-85 Years of Age — BNT162b2 — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ n® GMFR® n® GMFR® n? GMFR® n? GMFR®
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)
Time Point®
2/1 Month 12 23739 11 1521.5 11 55223 8 1.3
(1454.3,3875.1) (511.7, 4523.9) (3610.4, 8446.6) (0.6, 2.8)

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

NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit;

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

Note: Dose 1 evaluable population was used for time points after Dose 1 and before Dose 2 and Dose 2 evaluable population was used for time points after Dose 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 Cls (based on the Student t
distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.
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Table 55. Number (%) of Subjects Achieving a >4-Fold Rise From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21
Days Apart — 18-55 Years of Age — BNT162b1 — Evaluable Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Assay Dose/ NP n® (%) Nb n® (%) Nb n® (%) NP n® (%)
Sampling (95% CI1Y) (95% CI1Y) (95% CIY) (95% CIY)
Time Point?
SARS-CoV-2 neutralization assay - NT50 (titer) 1/Day 7 12 0(0.0) 0 0 (NE) 12 0(0.0) 6 0(0.0)
(0.0, 26.5) (NE, NE) (0.0, 26.5) (0.0, 45.9)
1/Day 21 12 0 (0.0) 12 1(8.3) 12 3 (25.0) 9 0 (0.0)
(0.0, 26.5) (0.2, 38.5) (5.5,57.2) (0.0, 33.6)
2/Day 7 12 11 (91.7) 12 11 (91.7) 12 12 (100.0) 9 0 (0.0)
(61.5,99.8) (61.5,99.8) (73.5, 100.0) (0.0, 33.6)
2/Day 14 12 11 (91.7) 12 12 (100.0) 12 12 (100.0) 9 0 (0.0)
(61.5,99.8) (73.5, 100.0) (73.5, 100.0) (0.0, 33.6)
2/1 Month 12 10 (83.3) 12 12 (100.0) 12 11 (91.7) 9 0 (0.0)
(51.6,97.9) (73.5, 100.0) (61.5,99.8) (0.0, 33.6)
SARS-CoV-2 neutralization assay - NT90 (titer) 1/Day 7 12 0(0.0) 0 0 (NE) 12 0(0.0) 6 0(0.0)
(0.0, 26.5) (NE, NE) (0.0, 26.5) (0.0, 45.9)
1/Day 21 12 0 (0.0) 12 0 (0.0) 12 0 (0.0) 9 0 (0.0)
(0.0, 26.5) (0.0, 26.5) (0.0, 26.5) (0.0, 33.6)
2/Day 7 12 10 (83.3) 11 9 (81.8) 12 11 (91.7) 9 0 (0.0)
(51.6,97.9) (48.2,97.7) (61.5,99.8) (0.0, 33.6)
2/Day 14 12 10 (83.3) 12 11 (91.7) 12 12 (100.0) 9 0 (0.0)
(51.6,97.9) (61.5,99.8) (73.5, 100.0) (0.0, 33.6)
2/1 Month 12 5(41.7) 11 6 (54.5) 11 7 (63.6) 9 0 (0.0)
(15.2,72.3) (23.4, 83.3) (30.8, 89.1) (0.0, 33.6)
S1-binding IgG level assay (U/mL) 1/Day 7 12 0 (0.0) 0 0 (NE) 12 0 (0.0) 6 0 (0.0)
(0.0, 26.5) (NE, NE) (0.0, 26.5) (0.0, 45.9)
1/Day 21 12 12 (100.0) 12 11 (91.7) 12 12 (100.0) 9 0 (0.0)
(73.5, 100.0) (61.5,99.8) (73.5, 100.0) (0.0, 33.6)
2/Day 7 12 12 (100.0) 12 11 (91.7) 12 12 (100.0) 9 0 (0.0)
(73.5, 100.0) (61.5,99.8) (73.5, 100.0) (0.0, 33.6)
2/Day 14 12 12 (100.0) 12 12 (100.0) 12 12 (100.0) 9 0 (0.0)
(73.5, 100.0) (73.5, 100.0) (73.5, 100.0) (0.0, 33.6)
2/1 Month 12 12 (100.0) 12 12 (100.0) 12 12 (100.0) 9 0 (0.0)
(73.5, 100.0) (73.5, 100.0) (73.5, 100.0) (0.0, 33.6)
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Table 55. Number (%) of Subjects Achieving a >4-Fold Rise From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21
Days Apart — 18-55 Years of Age — BNT162b1 — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ NP n® (%) NP n¢ (%) NP n¢ (%) NP n® (%)
Sampling (95% CIY) (95% CI1Y) (95% CI1%) (95% CI19)
Time Point*
RBD-binding IgG level assay (U/mL) 1/Day 7 12 0(0.0) 0 0 (NE) 12 0(0.0) 6 0(0.0)
(0.0, 26.5) (NE, NE) (0.0, 26.5) (0.0, 45.9)
1/Day 21 12 12 (100.0) 12 11 (91.7) 12 12 (100.0) 9 0 (0.0)
(73.5, 100.0) (61.5,99.8) (73.5, 100.0) (0.0, 33.6)
2/Day 7 12 12 (100.0) 12 11 (91.7) 12 12 (100.0) 9 0 (0.0)
(73.5, 100.0) (61.5,99.8) (73.5, 100.0) (0.0, 33.6)
2/Day 14 12 12 (100.0) 12 12 (100.0) 12 12 (100.0) 9 0 (0.0)
(73.5, 100.0) (73.5, 100.0) (73.5, 100.0) (0.0, 33.6)
2/1 Month 12 12 (100.0) 12 12 (100.0) 12 12 (100.0) 9 0 (0.0)
(73.5,100.0) (73.5, 100.0) (73.5, 100.0) (0.0, 33.6)

Abbreviations: IgG = immunoglobulin G; LLOQ = lower limit of quantitation; NE = not estimable; NT50 = 50% neutralizing titer;

NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.
Note: Assay results below the LLOQ were set to 0.5 x LLOQ in the analysis.

Note: Dose 1 evaluable population was used for time points after Dose 1 and before Dose 2 and Dose 2 evaluable population was used for time points after Dose 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. These values are the
denominators for the percentage calculations.

c. n=Number of subjects with >4-fold rise from prevaccination for the given assay at the given dose/sampling time point.

d. Exact 2-sided CI based on the Clopper and Pearson method.
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Table 56. Number (%) of Subjects Achieving a >4-Fold Rise From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21
Days Apart — 65-85 Years of Age — BNT162b1 — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ NP n® (%) Nb n® (%) Nb n® (%) NP n® (%)
Sampling (95% CI19) (95% CI19) (95% CI19) (95% CI19)
Time Point*
SARS-CoV-2 neutralization assay - NT50 (titer) 1/Day 21 11 0(0.0) 12 0(0.0) 12 1(8.3) 9 0(0.0)
(0.0, 28.5) (0.0, 26.5) (0.2, 38.5) (0.0, 33.6)
2/Day 7 11 1(9.1) 12 11 (91.7) 12 9 (75.0) 9 0(0.0)
(0.2,41.3) (61.5,99.8) (42.8,94.5) (0.0, 33.6)
2/Day 14 11 4 (36.4) 12 9 (75.0) 12 10 (83.3) 9 0(0.0)
(10.9, 69.2) (42.8,94.5) (51.6,97.9) (0.0, 33.6)
2/1 Month 11 2 (18.2) 12 11 (91.7) 12 10 (83.3) 9 0(0.0)
(2.3,51.8) (61.5,99.8) (51.6,97.9) (0.0, 33.6)
SARS-CoV-2 neutralization assay - NT90 (titer) 1/Day 21 11 0(0.0) 12 0(0.0) 12 0(0.0) 9 0(0.0)
(0.0, 28.5) (0.0, 26.5) (0.0, 26.5) (0.0, 33.6)
2/Day 7 11 0(0.0) 12 8 (66.7) 12 7 (58.3) 9 0(0.0)
(0.0, 28.5) (34.9,90.1) (27.7, 84.8) (0.0, 33.6)
2/Day 14 11 2 (18.2) 12 7 (58.3) 11 7 (63.6) 9 0(0.0)
(2.3,51.8) (27.7, 84.8) (30.8, 89.1) (0.0, 33.6)
2/1 Month 11 1(9.1) 12 8 (66.7) 12 8 (66.7) 9 0(0.0)
(0.2,41.3) (34.9,90.1) (34.9,90.1) (0.0, 33.6)
S1-binding IgG level assay (U/mL) 1/Day 21 11 8(72.7) 12 12 (100.0) 12 11 (91.7) 9 0 (0.0)
(39.0, 94.0) (73.5, 100.0) (61.5,99.8) (0.0, 33.6)
2/Day 7 11 11 (100.0) 12 12 (100.0) 12 12 (100.0) 9 0(0.0)
(71.5,100.0) (73.5, 100.0) (73.5,100.0) (0.0, 33.6)
2/Day 14 11 11 (100.0) 12 12 (100.0) 12 12 (100.0) 9 0(0.0)
(71.5, 100.0) (73.5,100.0) (73.5,100.0) (0.0, 33.6)
2/1 Month 11 11 (100.0) 12 12 (100.0) 12 12 (100.0) 9 0(0.0)
(71.5, 100.0) (73.5,100.0) (73.5,100.0) (0.0, 33.6)
RBD-binding IgG level assay (U/mL) 1/Day 21 11 8(72.7) 12 12 (100.0) 12 12 (100.0) 9 0 (0.0)
(39.0, 94.0) (73.5, 100.0) (73.5,100.0) (0.0, 33.6)
2/Day 7 11 11 (100.0) 12 12 (100.0) 12 12 (100.0) 9 0(0.0)
(71.5,100.0) (73.5, 100.0) (73.5, 100.0) (0.0, 33.6)
2/Day 14 11 11 (100.0) 12 12 (100.0) 12 12 (100.0) 9 0(0.0)
(71.5, 100.0) (73.5,100.0) (73.5,100.0) (0.0, 33.6)
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Table 56. Number (%) of Subjects Achieving a >4-Fold Rise From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21
Days Apart — 65-85 Years of Age — BNT162b1 — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ NP n® (%) NP n¢ (%) NP n¢ (%) NP n® (%)
Sampling (95% CIY) (95% CI1Y) (95% CI1%) (95% CIY)
Time Point*
2/1 Month 11 11 (100.0) 12 12 (100.0) 12 12 (100.0) 9 0(0.0)
(71.5, 100.0) (73.5, 100.0) (73.5, 100.0) (0.0, 33.6)

Abbreviations: IgG = immunoglobulin G; LLOQ = lower limit of quantitation; NT50 = 50% neutralizing titer; NT90 = 90% neutralizing titer;

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

Note: Assay results below the LLOQ were set to 0.5 x LLOQ in the analysis.

Note: Dose 1 evaluable population was used for time points after Dose 1 and before Dose 2 and Dose 2 evaluable population was used for time points after Dose 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. These values are the
denominators for the percentage calculations.

c. n=Number of subjects with >4-fold rise from prevaccination for the given assay at the given dose/sampling time point.

d. Exact 2-sided CI based on the Clopper and Pearson method.
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Table 57.  Number (%) of Subjects Achieving a >4-Fold Rise From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21
Days Apart — 18-55 Years of Age — BNT162b2 — Evaluable Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Assay Dose/ NP n® (%) Nb n® (%) Nb n® (%) NP n® (%)
Sampling (95% CI1Y) (95% CI1Y) (95% CIY) (95% CI1Y)
Time Point?
SARS-CoV-2 neutralization assay - NT50 (titer) ~ 1/Day 21 11 2(18.2) 12 3 (25.0) 12 0 (0.0) 7 0 (0.0)
(2.3,51.8) (5.5,57.2) (0.0, 26.5) (0.0, 41.0)
2/Day 7 11 11 (100.0) 12 12 (100.0) 11 11 (100.0) 7 0 (0.0)
(71.5, 100.0) (73.5, 100.0) (71.5, 100.0) (0.0, 41.0)
2/Day 14 11 10 (90.9) 12 12 (100.0) 9 9 (100.0) 7 0 (0.0)
(58.7,99.8) (73.5, 100.0) (66.4, 100.0) (0.0, 41.0)
2/1 Month 11 11 (100.0) 11 11 (100.0) 11 11 (100.0) 7 0 (0.0)
(71.5,100.0) (71.5, 100.0) (71.5, 100.0) (0.0, 41.0)
SARS-CoV-2 neutralization assay - NT90 (titer) ~ 1/Day 21 11 0 (0.0) 12 0 (0.0) 12 0 (0.0) 7 0 (0.0)
(0.0, 28.5) (0.0, 26.5) (0.0, 26.5) (0.0, 41.0)
2/Day 7 11 9 (81.8) 12 12 (100.0) 11 11 (100.0) 7 0 (0.0)
(48.2,97.7) (73.5, 100.0) (71.5, 100.0) (0.0, 41.0)
2/Day 14 11 5 (45.5) 12 11 (91.7) 9 6 (66.7) 7 0 (0.0)
(16.7, 76.6) (61.5,99.8) (29.9, 92.5) (0.0, 41.0)
2/1 Month 11 5 (45.5) 11 9 (81.8) 11 8(72.7) 7 0 (0.0)
(16.7, 76.6) (48.2,97.7) (39.0, 94.0) (0.0, 41.0)
S1-binding IgG level assay (U/mL) 1/Day 21 11 11 (100.0) 12 12 (100.0) 12 12 (100.0) 7 0 (0.0)
(71.5, 100.0) (73.5, 100.0) (73.5, 100.0) (0.0, 41.0)
2/Day 7 11 11 (100.0) 12 12 (100.0) 11 11 (100.0) 7 0 (0.0)
(71.5, 100.0) (73.5, 100.0) (71.5, 100.0) (0.0, 41.0)
2/Day 14 11 11 (100.0) 12 12 (100.0) 9 9 (100.0) 7 0 (0.0)
(71.5,100.0) (73.5, 100.0) (66.4, 100.0) (0.0, 41.0)
2/1 Month 11 11 (100.0) 11 11 (100.0) 11 11 (100.0) 7 0 (0.0)
(71.5,100.0) (71.5, 100.0) (71.5, 100.0) (0.0, 41.0)
RBD-binding IgG level assay (U/mL) 1/Day 21 11 11 (100.0) 12 12 (100.0) 12 12 (100.0) 7 0 (0.0)
(71.5, 100.0) (73.5, 100.0) (73.5, 100.0) (0.0, 41.0)
2/Day 7 11 11 (100.0) 12 12 (100.0) 11 11 (100.0) 7 0 (0.0)
(71.5, 100.0) (73.5, 100.0) (71.5, 100.0) (0.0, 41.0)
2/Day 14 11 11 (100.0) 12 12 (100.0) 9 9 (100.0) 7 0 (0.0)
(71.5, 100.0) (73.5, 100.0) (66.4, 100.0) (0.0, 41.0)
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Table 57. Number (%) of Subjects Achieving a >4-Fold Rise From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21
Days Apart — 18-55 Years of Age —- BNT162b2 — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ NP n® (%) NP n¢ (%) NP n¢ (%) NP n® (%)
Sampling (95% CIY) (95% CI1Y) (95% CI1%) (95% CIY)
Time Point*
2/1 Month 11 11 (100.0) 11 11 (100.0) 11 11 (100.0) 7 0(0.0)
(71.5, 100.0) (71.5, 100.0) (71.5, 100.0) (0.0, 41.0)

Abbreviations: IgG = immunoglobulin G; LLOQ = lower limit of quantitation; NT50 = 50% neutralizing titer; NT90 = 90% neutralizing titer;

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

Note: Assay results below the LLOQ were set to 0.5 x LLOQ in the analysis.

Note: Dose 1 evaluable population was used for time points after Dose 1 and before Dose 2 and Dose 2 evaluable population was used for time points after Dose 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. These values are the
denominators for the percentage calculations.

c. n=Number of subjects with >4-fold rise from prevaccination for the given assay at the given dose/sampling time point.

d. Exact 2-sided CI based on the Clopper and Pearson method.
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Table 58. Number (%) of Subjects Achieving a >4-Fold Rise From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21
Days Apart — 65-85 Years of Age — BNT162b2 — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ NP n® (%) Nb n® (%) Nb n® (%) NP n® (%)
Sampling (95% CI19) (95% CI19) (95% CI19) (95% CI19)
Time Point*
SARS-CoV-2 neutralization assay - NT50 (titer) 1/Day 21 12 0 (0.0) 12 0(0.0) 11 0(0.0) 9 0 (0.0)
(0.0, 26.5) (0.0, 26.5) (0.0, 28.5) (0.0, 33.6)
2/Day 7 12 10 (83.3) 11 9 (81.8) 11 10 (90.9) 9 0 (0.0)
(51.6,97.9) (48.2,97.7) (58.7,99.8) (0.0, 33.6)
2/Day 14 11 11 (100.0) 11 8 (72.7) 11 11 (100.0) 9 0(0.0)
(71.5, 100.0) (39.0, 94.0) (71.5,100.0) (0.0, 33.6)
2/1 Month 12 9 (75.0) 11 6 (54.5) 11 11 (100.0) 8 0(0.0)
(42.8,94.5) (23.4,83.3) (71.5,100.0) (0.0, 36.9)
SARS-CoV-2 neutralization assay - NT90 (titer) 1/Day 21 12 0 (0.0) 12 0(0.0) 11 0(0.0) 9 0 (0.0)
(0.0, 26.5) (0.0, 26.5) (0.0, 28.5) (0.0, 33.6)
2/Day 7 12 5(41.7) 11 5(45.5) 11 7 (63.6) 9 0 (0.0)
(15.2,72.3) (16.7,76.6) (30.8, 89.1) (0.0, 33.6)
2/Day 14 11 9 (81.8) 11 3(27.3) 10 6 (60.0) 9 0(0.0)
(48.2,97.7) (6.0, 61.0) (26.2, 87.8) (0.0, 33.6)
2/1 Month 12 2 (16.7) 11 3(27.3) 11 7 (63.6) 8 0(0.0)
(2.1,48.4) (6.0, 61.0) (30.8, 89.1) (0.0, 36.9)
S1-binding IgG level assay (U/mL) 1/Day 21 12 12 (100.0) 12 11 (91.7) 11 11 (100.0) 9 0 (0.0)
(73.5,100.0) (61.5,99.8) (71.5, 100.0) (0.0, 33.6)
2/Day 7 12 12 (100.0) 11 11 (100.0) 11 11 (100.0) 9 0 (0.0)
(73.5,100.0) (71.5, 100.0) (71.5, 100.0) (0.0, 33.6)
2/Day 14 11 11 (100.0) 11 11 (100.0) 11 11 (100.0) 9 0 (0.0)
(71.5, 100.0) (71.5,100.0) (71.5,100.0) (0.0, 33.6)
2/1 Month 12 12 (100.0) 11 11 (100.0) 11 11 (100.0) 8 0(0.0)
(73.5, 100.0) (71.5,100.0) (71.5,100.0) (0.0, 36.9)
RBD-binding IgG level assay (U/mL) 1/Day 21 12 11 (91.7) 12 10 (83.3) 11 11 (100.0) 9 1(11.1)
(61.5,99.8) (51.6,97.9) (71.5, 100.0) (0.3, 48.2)
2/Day 7 12 12 (100.0) 11 11 (100.0) 11 11 (100.0) 9 1(11.1)
(73.5,100.0) (71.5, 100.0) (71.5, 100.0) (0.3, 48.2)
2/Day 14 11 11 (100.0) 11 11 (100.0) 11 11 (100.0) 9 1(11.1)
(71.5, 100.0) (71.5,100.0) (71.5,100.0) (0.3, 48.2)
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Table 58. Number (%) of Subjects Achieving a >4-Fold Rise From Before Vaccination to Each Subsequent Time Point — Phase 1, 2 Doses, 21
Days Apart — 65-85 Years of Age — BNT162b2 — Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Assay Dose/ NP n® (%) NP n¢ (%) NP n¢ (%) NP n® (%)
Sampling (95% CIY) (95% CI1Y) (95% CI1%) (95% CIY)
Time Point*
2/1 Month 12 12 (100.0) 11 11 (100.0) 11 11 (100.0) 8 1(12.5)
(73.5, 100.0) (71.5, 100.0) (71.5, 100.0) (0.3,52.7)

Abbreviations: IgG = immunoglobulin G; LLOQ = lower limit of quantitation; NT50 = 50% neutralizing titer; NT90 = 90% neutralizing titer;

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

Note: Assay results below the LLOQ were set to 0.5 x LLOQ in the analysis.

Note: Dose 1 evaluable population was used for time points after Dose 1 and before Dose 2 and Dose 2 evaluable population was used for time points after Dose 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. These values are the
denominators for the percentage calculations.

c. n=Number of subjects with >4-fold rise from prevaccination for the given assay at the given dose/sampling time point.

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

PFIZER CONFIDENTIAL SDTM Creation: 17SEP2020 (22:01) Source Data: adva Table Generation: 17SEP2020 (23:42)
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Table 59. Summary of Geometric Mean Ratios — Phase 1, 2 Doses, 21 Days Apart — 18-55 Years of Age — BNT162b1 — Evaluable
Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Comparison Dose/Sampling  nP GMR* n® GMR® n® GMR® n® GMR*
Time Point® (95% CI9 (95% CI9 (95% CI) (95% CI)
SARS-CoV-2 neutralization assay - NT50 (titer) to S1-binding IgG 1/Prevax 12 13.174 12 13.294 12 12.050 9 10.315
level assay (U/mL) (8.840, 19.632) (10.244, 17.251) (8.747, 16.599) (4.942, 21.533)
1/Day 7 12 13.324 0 NE 12 11.431 6 9.921
(9.166, 19.367) (NE, NE) (7.022, 18.608) (4.570, 21.540)
1/Day 21 12 0.043 12 0.061 12 0.034 9 11.879
(0.020, 0.092) (0.018, 0.207) (0.025, 0.046) (6.162, 22.903)
2/Day 7 12 0.043 12 0.049 12 0.011 9 8.202
(0.028, 0.067) (0.018, 0.136) (0.008, 0.016) (3.671, 18.324)
2/Day 14 12 0.035 12 0.027 12 0.031 9 10.676
(0.027, 0.046) (0.020, 0.037) (0.026, 0.037) (5.218, 21.843)
2/1 Month 12 0.027 12 0.030 12 0.022 9 11.091
(0.020, 0.036) (0.023, 0.040) (0.017, 0.030) (5.854,21.013)
SARS-CoV-2 neutralization assay - NT90 (titer) to S1-binding IgG 1/Prevax 12 13.174 12 13.294 12 12.050 9 10.315
level assay (U/mL) (8.840, 19.632) (10.244, 17.251) (8.747, 16.599) (4.942,21.533)
1/Day 7 12 13.324 0 NE 12 11.431 6 9.921
(9.166, 19.367) (NE, NE) (7.022, 18.608) (4.570, 21.540)
1/Day 21 12 0.034 12 0.049 12 0.014 9 11.879
(0.015, 0.079) (0.014, 0.174) (0.008, 0.024) (6.162, 22.903)
2/Day 7 12 0.015 11 0.023 12 0.005 9 8.202
(0.011, 0.020) (0.006, 0.084) (0.004, 0.007) (3.671, 18.324)
2/Day 14 12 0.015 12 0.015 12 0.014 9 10.676
(0.011, 0.021) (0.011, 0.020) (0.011, 0.016) (5.218, 21.843)
2/1 Month 12 0.015 11 0.008 11 0.008 9 11.091
(0.012, 0.017) (0.006, 0.011) (0.006, 0.011) (5.854,21.013)
SARS-CoV-2 neutralization assay - NT50 (titer) to RBD-binding  1/Prevax 12 11.990 12 8.079 12 11.480 9 13.029
IgG level assay (U/mL) (7.563, 19.009) (3.894, 16.761) (6.138, 21.470) (6.701, 25.334)
1/Day 7 12 11.302 0 NE 12 11.893 6 10.834
(6.358,20.091) (NE, NE) (6.631, 21.330) (4.655,25.211)
1/Day 21 12 0.024 12 0.035 12 0.019 9 11.769
(0.012, 0.048) (0.009, 0.133) (0.013, 0.027) (6.357,21.787)
2/Day 7 12 0.035 12 0.040 12 0.010 9 11.381
(0.021, 0.058) (0.014, 0.110) (0.007, 0.013) (6.801, 19.044)
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Table 59. Summary of Geometric Mean Ratios — Phase 1, 2 Doses, 21 Days Apart — 18-55 Years of Age — BNT162b1 — Evaluable
Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Comparison Dose/Sampling  nP GMR*¢ n® GMR* n? GMR* n? GMR*¢
Time Point® (95% CI°) (95% CI°) (95% CI°) (95% CI°)
2/Day 14 12 0.031 12 0.032 12 0.027 9 14.544
(0.023, 0.041) (0.023, 0.044) (0.022, 0.033) (9.640, 21.943)
2/1 Month 12 0.019 12 0.026 12 0.019 9 13.708
(0.013, 0.027) (0.021, 0.031) (0.015, 0.025) (7.927, 23.706)
SARS-CoV-2 neutralization assay - NT90 (titer) to RBD-binding  1/Prevax 12 11.990 12 8.079 12 11.480 9 13.029
IgG level assay (U/mL) (7.563, 19.009) (3.894, 16.761) (6.138, 21.470) (6.701, 25.334)
1/Day 7 12 11.302 0 NE 12 11.893 6 10.834
(6.358,20.091) (NE, NE) (6.631, 21.330) (4.655,25.211)
1/Day 21 12 0.019 12 0.028 12 0.008 9 11.769
(0.009, 0.041) (0.007,0.112) (0.005, 0.013) (6.357,21.787)
2/Day 7 12 0.012 11 0.019 12 0.004 9 11.381
(0.008, 0.017) (0.005, 0.070) (0.003, 0.006) (6.801, 19.044)
2/Day 14 12 0.013 12 0.017 12 0.012 9 14.544
(0.009, 0.019) (0.012, 0.024) (0.010, 0.014) (9.640, 21.943)
2/1 Month 12 0.010 11 0.007 11 0.007 9 13.708

(0.008, 0.013)

(0.005, 0.009)

(0.005, 0.009)

(7.927, 23.706)

Abbreviations: GMR = geometric mean ratio; IgG = immunoglobulin G; LLOQ = lower limit of quantitation; NE = not estimable;
NTS50 = 50% neutralizing titer; NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit;

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

Note: Dose 1 evaluable population was used for time points from Day 1 to before Dose 2 and Dose 2 evaluable population was used for time points after Dose 2.

a.  Protocol-specified timing for blood sample collection.

b. n=Number of subjects with valid and determinate results for both the specified assays at the given dose/sampling time point.
c¢.  GMRs and 2-sided CIs were calculated by exponentiating the mean differences in the logarithms of the assay and the corresponding CIs (based on the Student t distribution).

Assay results below the LLOQ were set to 0.5 x LLOQ.
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Table 60. Summary of Geometric Mean Ratios — Phase 1, 2 Doses, 21 Days Apart — 65-85 Years of Age — BNT162b1 — Evaluable
Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Comparison Dose/Sampling  nP GMR* n® GMR® n® GMR® n® GMR*
Time Point® (95% CI9 (95% CI) (95% CI) (95% CI9
SARS-CoV-2 neutralization assay - NT50 (titer) to S1-binding IgG 1/Prevax 11 10.088 12 12.998 12 14.464 9 9.072
level assay (U/mL) (5.162, 19.717) (9.735, 17.356) (11.921, 17.549) (4.604, 17.879)
1/Day 21 11 0.328 12 0.080 12 0.145 9 8.812
(0.102, 1.058) (0.036, 0.178) (0.048, 0.439) (4.328, 17.938)
2/Day 7 11 0.023 12 0.017 12 0.015 9 7.650
(0.012, 0.043) (0.015,0.019) (0.011, 0.021) (3.141, 18.629)
2/Day 14 11 0.020 12 0.016 12 0.022 9 10.738
(0.012, 0.032) (0.010, 0.028) (0.016, 0.030) (5.941, 19.409)
2/1 Month 11 0.021 12 0.024 12 0.035 9 8.282
(0.015, 0.029) (0.019, 0.031) (0.020, 0.059) (3.914, 17.523)
SARS-CoV-2 neutralization assay - NT90 (titer) to S1-binding IgG 1/Prevax 11 10.088 12 12.998 12 14.464 9 9.072
level assay (U/mL) (5.162, 19.717) (9.735, 17.356) (11.921, 17.549) (4.604, 17.879)
1/Day 21 11 0.293 12 0.080 12 0.116 9 8.812
(0.083, 1.031) (0.036, 0.178) (0.037, 0.362) (4.328, 17.938)
2/Day 7 11 0.014 12 0.007 12 0.007 9 7.650
(0.007, 0.030) (0.005, 0.009) (0.005, 0.011) (3.141, 18.629)
2/Day 14 11 0.011 12 0.008 11 0.009 9 10.738
(0.008, 0.017) (0.006, 0.010) (0.007, 0.014) (5.941, 19.409)
2/1 Month 11 0.013 12 0.009 12 0.014 9 8.282
(0.009, 0.020) (0.007, 0.012) (0.009, 0.024) (3.914, 17.523)
SARS-CoV-2 neutralization assay - NT50 (titer) to RBD-binding  1/Prevax 11 7.257 12 17.384 12 16.095 9 8.129
IgG level assay (U/mL) (2.262, 23.284) (17.384,17.384) (13.584, 19.069) (2.493, 26.507)
1/Day 21 11 0.183 12 0.043 12 0.126 9 8.499
(0.055, 0.606) (0.019, 0.097) (0.037, 0.433) (2.768, 26.099)
2/Day 7 11 0.015 12 0.014 12 0.013 9 7.071
(0.008, 0.031) (0.012, 0.016) (0.010, 0.018) (1.991, 25.104)
2/Day 14 11 0.016 12 0.015 12 0.018 9 7.321
(0.010, 0.027) (0.009, 0.025) (0.014, 0.022) (2.353, 22.780)
2/1 Month 11 0.015 12 0.022 12 0.032 9 8.133
(0.010, 0.022) (0.018, 0.027) (0.019, 0.055) (2.525, 26.196)
SARS-CoV-2 neutralization assay - NT90 (titer) to RBD-binding  1/Prevax 11 7.257 12 17.384 12 16.095 9 8.129
IgG level assay (U/mL) (2.262, 23.284) (17.384, 17.384) (13.584, 19.069) (2.493, 26.507)
PFIZER CONFIDENTIAL

Page 149



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

Table 60. Summary of Geometric Mean Ratios — Phase 1, 2 Doses, 21 Days Apart — 65-85 Years of Age — BNT162b1 — Evaluable
Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Comparison Dose/Sampling  nP GMR*¢ n® GMR* n® GMR* n® GMR*¢
Time Point* (95% CI°) (95% CI°) (95% CI°) (95% CI°)
1/Day 21 11 0.164 12 0.043 12 0.101 9 8.499
(0.046, 0.585) (0.019, 0.097) (0.031, 0.330) (2.768, 26.099)
2/Day 7 11 0.009 12 0.006 12 0.006 9 7.071
(0.004, 0.021) (0.004, 0.007) (0.004, 0.009) (1.991, 25.104)
2/Day 14 11 0.009 12 0.007 11 0.008 9 7.321
(0.006, 0.014) (0.005, 0.009) (0.005, 0.010) (2.353,22.780)
2/1 Month 11 0.010 12 0.009 12 0.013 9 8.133

(0.007, 0.013) (0.007, 0.011) (0.008, 0.022) (2.525, 26.196)

Abbreviations: GMR = geometric mean ratio; IgG = immunoglobulin G; LLOQ = lower limit of quantitation;

NT50 = 50% neutralizing titer; NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit;

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

Note: Dose 1 evaluable population was used for time points from Day 1 to before Dose 2 and Dose 2 evaluable population was used for time points after Dose 2.

a. Protocol-specified timing for blood sample collection.

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

c¢.  GMRs and 2-sided CIs were calculated by exponentiating the mean differences in the logarithms of the assay 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: 17SEP2020 (22:01) Source Data: adva Table Generation: 17SEP2020 (23:42)

(Cutoff Date: 24AUG2020, Snapshot Date: 17SEP2020) Output File: ./nda3/C4591001_IA_P1_Serology/adva_s004_gm 65 bl _eval pl

PFIZER CONFIDENTIAL
Page 150



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.3 BEARBAE ZIME

Table 61. Summary of Geometric Mean Ratios — Phase 1, 2 Doses, 21 Days Apart — 18-55 Years of Age — BNT162b2 — Evaluable
Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Comparison Dose/Sampling nP GMR® n® GMR* n® GMR* n® GMR*
Time Point® (95% CI) (95% CI) (95% CI) (95% CI)
SARS-CoV-2 neutralization assay - NT50 (titer) to S1-binding IgG 1/Prevax 11 15.792 12 11.647 12 15.792 7 15.792
level assay (U/mL) (15.792, 15.792) (7.071, 19.184) (15.792, 15.792) (15.792, 15.792)
1/Day 21 11 0.027 12 0.035 12 0.011 7 15.792
(0.018, 0.041) (0.023, 0.052) (0.009, 0.015) (15.792, 15.792)
2/Day 7 11 0.028 12 0.029 11 0.040 7 15.792
(0.021, 0.037) (0.022, 0.038) (0.033, 0.047) (15.792, 15.792)
2/Day 14 11 0.023 12 0.040 9 0.021 7 15.792
(0.010, 0.052) (0.031, 0.051) (0.016, 0.029) (15.792, 15.792)
2/1 Month 11 0.034 11 0.044 11 0.027 7 13.023
(0.020, 0.059) (0.027, 0.070) (0.021, 0.035) (8.126, 20.871)
SARS-CoV-2 neutralization assay - NT90 (titer) to S1-binding IgG 1/Prevax 11 15.792 12 11.647 12 15.792 7 15.792
level assay (U/mL) (15.792, 15.792) (7.071, 19.184) (15.792, 15.792) (15.792, 15.792)
1/Day 21 11 0.018 12 0.020 12 0.009 7 15.792
(0.010, 0.031) (0.012, 0.031) (0.006, 0.012) (15.792, 15.792)
2/Day 7 11 0.012 12 0.011 11 0.013 7 15.792
(0.009, 0.016) (0.009, 0.015) (0.010, 0.018) (15.792, 15.792)
2/Day 14 11 0.010 12 0.015 9 0.007 7 15.792
(0.005, 0.020) (0.013, 0.019) (0.005, 0.010) (15.792, 15.792)
2/1 Month 11 0.011 11 0.010 11 0.010 7 13.023
(0.007, 0.017) (0.006, 0.018) (0.008, 0.013) (8.126, 20.871)
SARS-CoV-2 neutralization assay - NT50 (titer) to RBD-binding 1/Prevax 11 15.252 12 16.048 12 9.522 7 12.629
IgG level assay (U/mL) (11.395,20.414) (13.457,19.136) (5.719, 15.855) (7.606, 20.968)
1/Day 21 11 0.049 12 0.054 12 0.017 7 10.892
(0.031, 0.076) (0.037, 0.080) (0.012, 0.023) (6.267, 18.931)
2/Day 7 11 0.034 12 0.030 11 0.047 7 11.739
(0.024, 0.049) (0.022, 0.040) (0.037, 0.058) (6.206, 22.205)
2/Day 14 11 0.027 12 0.046 9 0.024 7 10.694
(0.011, 0.065) (0.038, 0.056) (0.016, 0.035) (5.749, 19.892)
2/1 Month 11 0.040 11 0.060 11 0.028 7 9.863
(0.022, 0.073) (0.036, 0.100) (0.022, 0.037) (4436, 21.927)
SARS-CoV-2 neutralization assay - NT90 (titer) to RBD-binding 1/Prevax 11 15.252 12 16.048 12 9.522 7 12.629
IgG level assay (U/mL) (11.395,20.414) (13.457, 19.136) (5.719, 15.855) (7.606, 20.968)
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Table 61. Summary of Geometric Mean Ratios — Phase 1, 2 Doses, 21 Days Apart — 18-55 Years of Age — BNT162b2 — Evaluable
Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Comparison Dose/Sampling  nP GMR* n? GMR*¢ n? GMR*¢ n® GMR*¢
Time Point* (95% CI°) (95% CI°) (95% CI9 (95% CI9

1/Day 21 11 0.032 12 0.031 12 0.013 7 10.892
(0.017, 0.061) (0.019, 0.049) (0.009, 0.018) (6.267, 18.931)

2/Day 7 11 0.014 12 0.012 11 0.016 7 11.739
(0.009, 0.022) (0.009, 0.015) (0.011, 0.022) (6.206, 22.205)

2/Day 14 11 0.012 12 0.018 9 0.008 7 10.694
(0.006, 0.025) (0.015, 0.021) (0.005, 0.013) (5.749, 19.892)

2/1 Month 11 0.013 11 0.014 11 0.011 7 9.863
(0.008, 0.021) (0.008, 0.024) (0.008, 0.014) (4.436,21.927)

Abbreviations: GMR = geometric mean ratio; IgG = immunoglobulin G; LLOQ = lower limit of quantitation;

NTS50 = 50% neutralizing titer; NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit;

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

Note: Dose 1 evaluable population was used for time points from Day 1 to before Dose 2 and Dose 2 evaluable population was used for time points after Dose 2.

a.  Protocol-specified timing for blood sample collection.

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

c¢.  GMRs and 2-sided CIs were calculated by exponentiating the mean differences in the logarithms of the assay and the corresponding ClIs (based on the Student t distribution).
Assay results below the LLOQ were set to 0.5 x LLOQ.
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Table 62. Summary of Geometric Mean Ratios — Phase 1, 2 Doses, 21 Days Apart — 65-85 Years of Age — BNT162b2 — Evaluable
Immunogenicity Population
Vaccine Group (as Randomized)
10 pg 20 pg 30 pg Placebo
Comparison Dose/Sampling  nP GMR® n® GMR® n® GMR® n® GMR*
Time Point® (95% CI) (95% CI9 (95% CI9 (95% CI9
SARS-CoV-2 neutralization assay - NT50 (titer) to S1-binding IgG  1/Prevax 12 12.995 12 12.139 11 15.792 9 12.590
level assay (U/mL) (9.708, 17.393) (7.820, 18.842) (15.792, 15.792) (8.893, 17.824)
1/Day 21 12 0.058 12 0.124 11 0.042 9 12.260
(0.031, 0.109) (0.048,0.316) (0.020, 0.089) (8.321, 18.065)
2/Day 7 12 0.025 11 0.029 11 0.021 9 10.787
(0.018, 0.034) (0.020, 0.043) (0.016, 0.027) (6.587, 17.663)
2/Day 14 11 0.031 11 0.029 11 0.037 9 12.691
(0.020, 0.048) (0.017, 0.050) (0.025, 0.053) (9.073, 17.753)
2/1 Month 12 0.030 11 0.033 11 0.033 8 11.863
(0.022, 0.040) (0.019, 0.059) (0.024, 0.047) (7.514, 18.727)
SARS-CoV-2 neutralization assay - NT90 (titer) to S1-binding IgG  1/Prevax 12 12.995 12 12.139 11 15.792 9 12.590
level assay (U/mL) (9.708, 17.393) (7.820, 18.842) (15.792, 15.792) (8.893, 17.824)
1/Day 21 12 0.058 12 0.124 11 0.035 9 12.260
(0.031, 0.109) (0.048, 0.316) (0.014, 0.086) (8.321, 18.065)
2/Day 7 12 0.012 11 0.012 11 0.007 9 10.787
(0.010, 0.016) (0.007, 0.021) (0.005, 0.010) (6.587, 17.663)
2/Day 14 11 0.016 11 0.012 10 0.009 9 12.691
(0.010, 0.026) (0.007, 0.019) (0.006, 0.015) (9.073, 17.753)
2/1 Month 12 0.009 11 0.017 11 0.011 8 11.863
(0.006, 0.012) (0.008, 0.034) (0.008, 0.015) (7.514, 18.727)
SARS-CoV-2 neutralization assay - NT50 (titer) to RBD-binding IgG 1/Prevax 12 10.720 12 12.339 11 15.921 9 11.834
level assay (U/mL) (6.631, 17.329) (7.401, 20.570) (13.089, 19.366) (7.080, 19.780)
1/Day 21 12 0.120 12 0.196 11 0.061 9 9.829
(0.038, 0.376) (0.064, 0.598) (0.024, 0.154) (4.796, 20.146)
2/Day 7 12 0.031 11 0.031 11 0.026 9 8.761
(0.024, 0.042) (0.019, 0.050) (0.021, 0.034) (3.903, 19.664)
2/Day 14 11 0.038 11 0.043 11 0.038 9 9.665
(0.023, 0.061) (0.024, 0.076) (0.027, 0.053) (4.582,20.389)
2/1 Month 12 0.031 11 0.039 11 0.044 8 10.902
(0.023, 0.044) (0.020, 0.075) (0.032, 0.060) (5.206, 22.830)
SARS-CoV-2 neutralization assay - NT90 (titer) to RBD-binding IgG 1/Prevax 12 10.720 12 12.339 11 15.921 9 11.834
level assay (U/mL) (6.631, 17.329) (7401, 20.570) (13.089, 19.366) (7.080, 19.780)
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Table 62. Summary of Geometric Mean Ratios — Phase 1, 2 Doses, 21 Days Apart — 65-85 Years of Age — BNT162b2 — Evaluable
Immunogenicity Population

Vaccine Group (as Randomized)

10 pg 20 pg 30 pg Placebo
Comparison Dose/Sampling  nP GMR* n? GMR* n? GMR* n® GMR¢
Time Point* (95% CI°) (95% CI9 (95% CI9 (95% CI9

1/Day 21 12 0.120 12 0.196 11 0.050 9 9.829
(0.038, 0.376) (0.064, 0.598) (0.017, 0.148) (4.796, 20.146)

2/Day 7 12 0.016 11 0.013 11 0.009 9 8.761
(0.013, 0.020) (0.006, 0.026) (0.007, 0.013) (3.903, 19.664)

2/Day 14 11 0.019 11 0.017 10 0.010 9 9.665
(0.011, 0.033) (0.009, 0.030) (0.006, 0.015) (4.582, 20.389)

2/1 Month 12 0.009 11 0.019 11 0.015 8 10.902
(0.006, 0.013) (0.009, 0.043) (0.011, 0.020) (5.206, 22.830)

Abbreviations: GMR = geometric mean ratio; IgG = immunoglobulin G; LLOQ = lower limit of quantitation;

NTS50 = 50% neutralizing titer; NT90 = 90% neutralizing titer; RBD = receptor-binding domain; S1 = spike protein S1 subunit;

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

Note: Dose 1 evaluable population was used for time points from Day 1 to before Dose 2 and Dose 2 evaluable population was used for time points after Dose 2.

a.  Protocol-specified timing for blood sample collection.

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

c¢.  GMRs and 2-sided CIs were calculated by exponentiating the mean differences in the logarithms of the assay and the corresponding CIs (based on the Student t distribution).
Assay results below the LLOQ were set to 0.5 x LLOQ.
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C4591001 FRBX (55 2 #EERSy, REIRME)

Table 63. 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 334 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(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.
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Table 64. 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) 334 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 43.5 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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Table 65. Summary of Geometric Mean Titers/Concentrations — Phase 2 — Dose 2 Evaluable Imnmunogenicity 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*® n® GMT/GMC*® n® GMT/GMC*®
Sampling (95% CI°) (95% CI°) (95% CI°) (95% CI°)
Time Point*
SARS-CoV-2 neutralization assay - NT50 (titer) 1/Prevax 80 10.1 88 10.3 168 10.2 167 10.4
9.9, 10.4) 9.9, 10.7) (10.0, 10.5) (10.0, 10.9)
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 assay (U/mL) 1/Prevax 80 0.8 88 0.8 168 0.8 167 0.8
(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% CIs 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.
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Table 66. 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 neutralization assay - NT50 (titer)  2/1 Month 80 39.4 86 24.9 166 31.1 167 1.0
(34.0, 45.6) (20.2, 30.9) (27.2,35.5) (1.0, 1.1)
S1-binding IgG level assay (U/mL) 2/1 Month 80 9167.2 86 4975.5 166 6679.4 167 1.2
(7452.8, 11276.0) (3655.9,6771.4) (5511.6, 8094.7) (1.0, 1.4)

Abbreviations: GMFR = geometric mean fold rise; IgG = 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% ClIs were calculated by exponentiating the mean logarithm of fold rises and the corresponding Cls (based on the Student t
distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.
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Table 67. 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% CI19) (95% CI19) (95% CI19) (95% CI19)
Time Point* Status”
SARS-CoV-2 neutralization assay - 1/Prevax POS 1 31.0 4 18.1 5 20.2 4 384
NTS50 (titer) (NE, NE) (5.6, 58.2) (8.7, 46.9) (5.2, 282.5)
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 2377 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 assay (U/mL) 1/Prevax POS 1 246.1 4 36.9 5 53.9 4 153.0
(NE, NE) (0.5, 2848.7) (2.4, 1222.0) (127, 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 67. 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% C19) (95% CI19) (95% CI19) (95% CI19)

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.

c. 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 Cls (based on the Student t
distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.
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Table 68. 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 n® GMFR! n® GMFR! n® GMFR! n® GMFR¢
Sampling SARS-CoV-2 (95% CI19) (95% CI19) (95% CI1%) (95% CI19)
Time Point* _Status”
SARS-CoV-2 neutralization assay - NT50 2/1 Month POS 1 136.5 2 163.6 3 154.0 4 1.4
(titer) (NE, NE) (0.0, 6.156E10) (3.2,7377.7) (0.9, 2.0)
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 assay (U/mL) 2/1 Month POS 1 184.7 2 191.8 3 189.4 4 0.9
(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.

c. 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% ClIs 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.
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MAA Marketing Authorisation Application : Ui Ik e A& GR35
MedDRA Medical Dictionary for Regulatory Activities : ICH [E[B [ 3 H 75
MIS-C multisystem inflammatory syndrome in children : /N2 2 igi 2k S AESE e
NAAT nucleic acid amplification testing : £ZM4 A8 R AL
P/B prime/boost : dosing regimen of a\priming immunization and a booster immunization
WIEIRE LB ANSeE « 2 [AlERRE

PFIZER CONFIDENTIAL
Page 10




SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

B - il | AL QO ROWRATHIIAEOER

PCR polymerase chain reaction : 78 U A 7 — )&

PD protocol deviation : VAR I & i E i

PT Preferred Term : JLARGE

RNA ribonucleic acid : YV HEZRE

SAE serious adverse event : HLIE 72 A7 EHL

SAF Safety Set : “ZEVEMRHT X RER]

SAFB Safety Boost Set : 224 2 [FIBEREMEAT x| S4EH]

SAP statistical analysis plan : AT 7 ) 55

SARS-CoV-2 SA\RS Coronavilgl\ls-Z; V}ms causing the disease COVID-19 :
FUERPEMPFREERIE 2 0 A LR 2

SCE Summary of Clinical Efficacy : iR RIA 201

SCS Summary of Clinical Safety : [ PR )22 4%

SIRVA shoulder injury related to vaccine administration : 7 7 5 8@ (2 B 5 2% JH 15

SMQ Standardised MedDRA Queries : MedDRA 12 #E 52 5X

SoA schedule of activities : JRERSEN A 7 =2 — )L

SOC System Organ Class : %5 Bl K338

SRC Safety Review Committee : ZEMEFIEE S

Us United States : >K[E

TEAE treatment-emergent adverse events : BRI [ CHBL L - EFG

TESAE treatment-emergent serious adverse events : RERIAE N CHREBL L - HER A EFR
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

IM2.7.4 BEIREYZ22ME) (LR, [TRIGE) ) TlF, HEESMEMRIEFETE e A LR 2
(SARS-CoV-2) JE&HIZHK 45 2 J 7 A )L ZFRYE 2019 (COVID-19) O FBia & L
T, BioNTech #EB X OV7 7 A F—4E03BHFE L7-1RBR Y 7 F 2 T D BNT162b2 [RBRAK /7L
5 BNT162b2 (BioNTech ££) 3 KX UNPF-07302048 (7 7 A ¥ —4h) 1 024t L OEAEMED
F—H PRt D, FEFHMERERTH DS C4591001 (BNT162-02) #kBx (55 1/2/3 #H)  [KENGER
HHFE (IND) 19736] B LN OFER%Z3FF9 5 BNT162-01 ikl [55 12 48, b MBS
(FIH) , HEZRERBR, RV THEhi] [IND Tk <BINGEGOBE Y HHEE (CTA) FT
FEhi] WoELNIET =42 Thd, £72, ENTIXAARNMERER A Z 5 ER E LIz C4591005 5R
NHEITHTH Y, YRR OME L BT —Z 2o\ T IM2.7.6 il x DRBROE L) ITHR
T 5,

KENZHT D BNT162b2 (30 pg) 77 Fr O NIZE T 25306 - 2R () L TFToEEY T
H5,

o 16U EDOREANZRIEE LT, SARS-CoV-2 EKYLIZHEE AT 5 COVID-19 (257 2 BEE)th iz
DFERS:

ENTOREE « 58 (£) 1X [SARS-CoV-2 1T X AEYYED TG & LT,
FERRRRER T — X 12O\ CIE TRRRIC B 2 BEREREM ) M2.5.1.2.3.1 TICER 25t L 7=,

BNT162-01 FER CTIX 4 DO U 7 F UM 2T L TV 5, ZORBRTH LN L e LD
S RIEDORE RIS X, C4591001 AR T2V 7 F U fli& LT 2 FifH (BNTI162bl 35
L TOYBNT162b2) Z 4R L7=, C4591001 FREROFE 1 FHEBSY CTl, BIRL7Z 2 FEHO U 7 F 5
FHIZ DWW T, BNT162-01 3B CRfffi L7=H & (BNT162bl 35 J OV BNT162b2 Z41E740 10 pg,
20 ug, 30ug) ZEWH, EHEOHETHREFIL, HEREHMEEZTT -7z, BNT162-01 35 & [F C
<, BB 7 F 0% 2 [mlEEfEyE (21 M OBERERRE) CTHEREL, T XTOHETRUIC 18~55
R DPRERE T, RIT 65~85 ik DPRBRE | ZHEFE L7~

51 Ry DR et K OMeE RO T — 2 23 L C, U F UM AR —OBIR LT, 2 2D
T F A & HEOMA G DI, BNT162b1 100 pg #FrE, Wb Z4e CRRMEIXTFA A
B ThoT, WERMIEIZFETH 7228, SONEMEIT AR AR X OE R A O W hicis

T% BNTI62b1 LV & BNTI62b2 TRAIFTH-7-, £7-, b FEEMHE (NHP) ZHW-F ¥

Lo VBTl BNT162b1 & Hels L C, BNT162b2 Tl L 0 BT A L A ENEBO B, 7
ANVABIIARAT 28T VAR LN ol ZHHDZ ENG, & 2/3 My THIMWE

R E2AT O U 2 F oA & LC BNT162b2 (FHE 30 ng) Z iR L7z,

C4591001 FRER D 2 FHIE Sy GHAANGET) TIE, % 1O BE T LB AN )
® 360 5] (BNT162b2 £ 180 fil, =7 &REE 180 ) A %IRRT X OMRE UM 2 254 L
77,

C4591001 FEROEE 3 ¥/ (BIFESERET) T, ASCEEROR R THAAN R Th
D, 52 ABEST D 360 BIOHERE &5 O Taiiaz LT\ 5, &5 3 5 DR AT ARF-n
1%, C4591001 RERDOTEBRIEMEFTEIECLET (55 6 i) 7KGRIZIC 18 1k D 16 1%IZ, C4591001 5U5R
DOIRBRERFHEEWET (B 7)) ARBZIZ 16 D 2RI & T bz, $74bb, 3
FERY Tt 12 Ll LD FVEEMAAND (12~155%, 16~555%, S5 BTRER) . AOHE
HFHT — 4, WREONRB L OLENET — 2132 oD ak— s THRT 5, 1 DODakR—
N 2 7] B 5% O BRI O RfE23 2 5 H TH 250D 38,000 A (16~55 ik L O
S5 TRER) TR SIS, 2000 am— ME20204FE 11 A 14 HOT—X Dy hAT7HD
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

f L CIRBRICHE A AN DIV BREERE TR S N, ZO 3R — M TIET—2 By A7 H O
RCOLZEMEOUFEN 2 G2 AL U, BEFEENFIIERE I L > TR D,

% 3 FHE 701X event-driven TH ¥, 3 BIOHIfET Z 51 L, COVID-19 FEEFINZEILZE 62
B, 92 filds LN 120 B3z L 7= R IS R IIRNT &2 Bl 9~ 25, Bof&FRpT 1314 X M D 7e< b b
164 B2 L7222 E i L CHMEDRHMIT 21T 9, FANIEE L2 FRIMITCIE, 1 200 F%)
PG E B (2331 % BNT162b2 OA 202 5 Hli 3 5,

P RS RAT OFEAT I, BRI 72 B K OV RN OfEMT I, FEERB L OV RRIE TM2.7.3
BEARHIA RN ] ICREE L7z, F£72, C4591001 SBRODF 2/3 AHERICSIN L 7= EEE B AN D
HEMET —Z 1T M2.7.6 HIZ R LT,

ARILFETIE BNTI62b2 OERHFEAZ L FFT 5720, C4591001 BRI L UVBNT162-01 iRER D> H 15
SN T OLeMT — 2 2Bk L OB EICIERT 5,

o  HRBROMFEMNZ MRS (B, FHMEEE, Jik, ERAEFROLEICL D5
HevESE) A 11 HEIZERET A,

o BRFRIRUL, WERE ORI KONGRSR O R 2 FRBR D 1.2 IR %,
o LEMRHIOMREL 2 HICRHT 2, ZALOFMBIZIZLL T REEND,
v RIEEYE (RETEROSE & USRS

v OREEFES GERIRGHE, BhErE, BIERE, ERERE, B, EELAEHER, AF
FRIZL D P IL)

v OO AR

v ERAEFEROLEIL DY

o HEERIZRAER S L ONRIIC BT A% 3 HIZRT,
o  BRMIRERRIL S HAICEHET S,

ARLEOORLTEEZEET =205, 16 UL EOWERF 12 2 [BlefEy: (BEREMIRRIL 21 B T
FEL7-& &, BNTIO2W2 [ZZETHRME LR TH D Z EDWVRENT, ALEITRTZEN
TR ELZFDH v N4 T HZ% Table | IZ/R7,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

Table 1. M2 7AEHIZIRRTDLEEW®T —F LEFDT—2 v 47 H

HRES BRI IEEET—4 WIS iy F—BH
(BAZEHH) UATE: 47 H
BNT162-017% FOSEME - BEREROTAREE T 144 kg 20204
B AEFR 2R A% ARRET 18~555%2 8H13H
C459100178% | MUGEE « FEEEKOTAREE T 195 g 20204
(R ) 18~557% 8 H24H
HEFG 20 HEERER L H A A
HERAEER . T4y PAFT7HET 65~851%
ERIRIRES « 2[0 H BEFERLT HIRF & C
BNT162b1 100 ngfl & (FitinfE) 18] B #EAE
3 E 7132l B MR T (F—#
By AT BICESL)
HEFRBLOEERAERS (ESHLER | 30 20204F
A 2 BRSO AR B4 A (BNT162b2 117148
HE T FED )
C459100158k | ROGJEM: « FBFEHDOTARFE T 360 18~ 855 20204
(35 2FRER47) A E 9A2H
HERR/EE LA ERS 20 B HEMERT 18~551%
pFfE T R -
HERRERELAERS (EHEHGHR 56~85%% 20204F
) 2R EEERTARENS T —X > b 11H14H
F7HET
C4591001580k | ROGJEM: « ABFEZDOTARFE T 8183 ¢ g 20204F
(BE3FHERSY) 16~551% 11H14H
Fifn)E
55% R
HERR/EE A EER
2[A B B % OB BRI o g 22, | 37,586 165% LA k4
A OWeBE (#738,000)
2081 A ERE %2 H A DL EOBIRE 227 | 19,067
R
T—4H v b4 7 BETICHAAN S 43250
DR ’

a7 —4 By hATHOWEET, &lE (65~85i) OF —XIIFHI T,
b.ZE2FH D 36051 DBERE I X FE I OFEITIZ L E DT,
c.4%8183B DIERE CE2MOWBRE 2 &) 1Z, RFTRGB LS RISE2ETHEETHRE L,
d16~1TEDE VT EMREM & OENTE D X HITHI T NA—T7 & U THT L=,

1. BNT162b2 ~DIRE
L1 RIEN L2 ER X R etABRORR

BNT162-01 FRER DO RFEA L EVEREMEE 2 1.1.1 THIT, C4591001 35k O FafE il 22 4 1A 2 1
% 1.1.2 IR T,

C4591001 #RBRE L UVBNT162-01 ikBki%, BT A1 o, ZeMT — % OINEHFIEB L OERN
BB 7280, BTrO=00T —2 813 7ot o7,

ALETIE, V7 FromipmBs X OHEORE & BEE ST, C4591001 iRERDH 1 A5y
TR\ L7 2 DU 7 F 54 BNT162b1 35 L TN BNT162b2 IZDWTELZET 5,

PFIZER CONFIDENTIAL
Page 14



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

1.1.1. BNT162-01 388 : &5 12 fHE 5

ARBERFEAGRHFE (MAA) ([ IZKHEE2 T — 2 v h&2HT 5 C4591001 7B (55 1/2/3 #4)
NOE SRR A2 T 5 BNT162-01 RERO LR L O FMT — % 27777,

1.1.1.1. Z&Ho BB L OEHMEEE (BNT162-01 3E)

BNT162-01 ®Z2aPE0 BHIF L OFHMIMTE B % Table 2 (27879,

Table 2. Z2MIZEAT 2B OB X OFHMEEE (BNT162-01 3RBR) »
EIE) SEE B

EFEEHN
fEEERRALZ BNTI62 % 1 [BIE 72132 o KK O 7£1 B E CICEE SNBSS O /TGS (&
FEER 72 & 2 OZEERS LORE Y, JEgE, RLB/REIR, BERE/EAR)
AT 5, o HHEMEL D 711 HFETIZEE SN T=2H G CBEL, TRt
T, SEUE, RS, FRPE, BHHTR, TR, BAGH0R, fBEukds
L OFEN
o HEFSA | L LRI LI-WRE 0fs
BNT162al, BNT162b1, BNT162b2, BNT162c2
o 1[0 B HEREML 2142 HIF
o 2 [A] H #EFE 2844 AKF
BNT162¢2
o 1 [B] H#EFEL 2844 AKF
a. ARICETIE, BNTI62b1 38 L UVBNTI62b2 IZHOWTELET 5,

1.1.1.2. RB T ¥ 1 > (BNT162-01 3RER)
BNT162-01 BRERDIRERT Y A » OFEMIL, M5.3.5.1 BNT162-01 75 ki i 4 18|21,

BNT162-01 RBRI% K > CHEMiT O FIH, #1241, IEEH, FHEEELL, AEXREARTH
Y, 18~55 i £ 721% 56~85 I DIERRRA D EMERE T 7 F il & 72 DIRBR Y 7 F o 1Mk
T5, 3O MRNA VI T 77y N7 4 —LBRO ATIED T 7 F Ajfi 27l L7z, AR
Brix, HESREH S (S—KFA) EIEKES (= KB X— KA THLNET —ZIZESN
TEBRLIHETET D) O2 20/ — FTHEAIND, /~—F ADIRERT VA > OfE %
Appendix A 6.1 TH|Z/ T,

BNT162b1 35 L OVBNT162b2 1%, 2 [BHEREVE TR 21 B OMRE H 1T CTEET 2 & & LT,

e BNTI62b1 (& : 1, 3, 10, 20, 30, 50, 60 pg)
e BNTI62b2 (& : 1, 3, 10, 20, 30, 50, 60 ug)

BAVERIiZES (SRC) I, 1 [8BHEE#%ORSEMEZ BRI, BNT162b1 60 pg o 2 [6] H £
I TRV E S EE LT,

WebRE DOV, Visit0 (A7 U —=7) MDOERKGEDORKI 6 » AthF TBIERTH L L
77

FEFHHEA & LT, UTFO7T =2 25K LIRnd 5,
o Visit5 (2 RIHEEAEL 7 AE) £ TORATKISE LOEHBUE (REHMAD A EETIUEER)
o Visit7 (2[EIHEERMR 1 » HROBHRHAKRD) £ TOREFFS
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

55 2/3 FHER 5y CHUE U 7= 22 ERTAl % 52669 2 FMRE AL % Appendix A 6.1 THD{RER S A /-
D a— LR,

1.1.1.3. BB REERM (BNT162-01 35R)

BNT162-01 iRER DA AN LA, {RERFEHETEEICFRH SN T D (M5.3.5.1 BNT162-01 73
BRI Nit 5 tm & 5.1.1 THIB L OV5.2.1 TH)

ARIBRITIX, FAN 18~55 DR N Al A ATz, € D%, TREREMFIEEF 2 %ET LT
56~85 ik DERERL N AL A=A, BIRER CIXB B O ROALBF LN TS, 4%,
mEEOT — 2 2R T PETH D, MANIAT 6 BRI O EE R ZE T £ 7o TR B OHEEIC
EDANBEZE Lo TR L ERT HLE LT EABIERZH T 58 b ABRRICHES & LT,
WA DR ETIZ T 7 T v ORENVEF I3 E RO M R L LIE T AIREMEO & 2§
TEDEFZHPRIEIZ S D FIIRI LT, T X CORPUEHER L OBRIMENEL, TRBRFEMGHEEIC
SN TWD (M5.3.5.1 BNT162-01 55 HmiE 5 H) |

1.1.1.4. fEATRIREM (BNT162-01 35R)
ASCETIILL T ORI G E M % 5l 5 & U=k 2R+ 5,

£H T

Screened Set FEEICEA Lo

LN 4EF] (SAF) RS T U F v ORERE A D72 & B RIS - iR
LA [ AR AT kI 545 (SAFB) BT 7 T L O & = T T s

1.1.1.5. Z2MFE (BNT162-01 3UR)

BNT162-01 ikBR D22 2MEFHAN I B9 D 5EIE, MS.3.5.1 BNT162-01 155 320 510 & 8.2 HH|T /R
£

L EVEIXIRBR N A 7Y = — /L Appendix A 6.1.2 TETHE L2 TRl L7z, 37222 2 VERTH
I T &£ b,

o HIKIRRE, NA XAV A B LIOLER

o  LEMFHE D= DGR 2 1R I A 7Y = — VZHE LIRS CEE L=, BiR
72 RAS I DOV CIE M5.3.5.1 BNT162-01 JRBR S5 5 E 3 10.2 T2, FRARMRA OREEIX
M5.3.5.1 BNT162-01 TN EHEE 6.7.2 TAIZRT,

o HAINBIER O RFTRISITIRBRE M A 7Y 20—/ L CRUE U 72 CTARBRTE 2 [ Al 23 31
L7- (Appendix A 6.1.2 ) . {RBRD 7 F L #:F6it% 7 B, #BRE X, RETRICES bl
72T _RCORIE, FEFEALORATGE & O G 2 AR o A sEiciigk L GEM
I% Appendix A 6.1.3.2 THZZM) |, FFTNIGE X OEH KSOFMRER, FHY 7 F>
D ERRFBRI Bk SN NEREF 2 x5 & L, KERMEIRMLE (FDA) 4%
BLRHKAFZEE > % — (CBER) A KT A > ORPEREMRE 2 vz |,

e SARS-CoV-2 fafr (K'Y #* 7 —FHH{E (PCR) BER L OPkHmE) 121X, HAEA
NIELHETERIE L7= SARS-CoV-2 @ PCR R4 &, SIEIRIEfRENT DO X—R2F A4 NZHW S
MAHHL SARS-CoV-2 FUAMRENH 5, HEIZIL L, PURRERECTY 7 F o Bfa &K
B w X LT,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

o HEHEGBIVHEHERAEFRRONE, 08P KOS IXIE5R it mE 20t - T Ehii
L7- (M5.3.5.1 BNT162-01 /5530 ot idi = 8.3 TH) , #¥#MIE Appendix A 6.1.3.3 THIZFR#
LTWa,

o FHIHEATNEAEFSR (AESD I, 7 ALIAIZEIE LW ISR O E 7213
A TN YRR, HDWIEY A RNA) U7 F A7 & ORSEMENHATE
IRVIEIRBNREZ £ D) b D & LT,

1.1.1.6. SEEHENT (BNT162-01 3X8%)

BNT162-01 #XBR CIIIHMREITFM L Cuevy, MEFHIRNTTIAIE, TRBR O 1AER S i i
(M5.3.5.1 BNT162-01 IGBRINFT I 9.4 1) 3 L OWERHFHTaHEIE (M5.3.5.1 BNT162-01 it
AHIRATRT ) (SRR D,

RN L EMET — 2 IIRINCER T 505, BBEISCTHET D, £, A—FA L=
B 3n & (2t 9 508, MBS U THET 2,

TRTOAEES % ICH [HEEHRTEE (MedDRA) OHGEICa— FMbT 5, 1BBRD 7 F 8
FEMICRBL L 2B EEGIL, LMt @E s 5L LTENT S, SNICEEFRIT
MR (FEFROFEENBE XOHERN) BXOBERERERNIHET L, 2z, ¥ XTof&E
ZOFE L CHEFEGOBENNCERNT 5, ST CiX, AFFLEN 14D G S gdid
BB LOSBEE 2 SAGERNCERNT D, £/, AEFELNRI L gBE s L O HEE
%, JEARGERR L O KEIEENCERNT 5, 7k, AEFHSLOFIZIL MedDRA/T @ 23.1
W& T2,

LM G E R x5 & LT, RIS ER3 eS8 (HiEEZHWTIET 27 —4)
DY SNV HBRE S K OB 2 ER I BT 5, 72, ZV—R3 (G§E) ko
JRFTEOG F T2 X R H RS DWW T b EERIEICEN T 5,

BNTI162 U 7 FUGIRBRR 7 0 7T D& N DB OERRBRE O L2 K5 T D720, %
TSR L ORF NGO EE5 2 RE L CHEMIT 23292 ( THRERTREMERRNT ) & MR
b)) o REMMNTRIGEM 2 X502, RPTROG E 721328 RIS S g ks Lo
FEBUSEE 2 e REIE L RN BT 5,

HERRLUNOLZEET —4 L LT, WRREME, A XA BIXOLEROT —4 %25
KT 5, REMMATIX T R TR R GEE M 2 R TV, FRICHFE LR WR Y, BRI
LA ERIT 5,

B R OERRRAER LU0 RDON—R T A b0 bR %, Lkt 2z v TR
ZRT 5,

7] —HBRAE N D ERIR A C B AR R R OB 2, HRARRAETH 3 L Ok Z &Rt
Mat iz O THERIZZRT 5,

EERIR A R, TU 7 F o OEREERIZS G S - NGRS 234 & L7z FDA ©
CBER 1A KT A > OFMEFHIREZ HWCEELSET D |,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.4 BRIy e 2

1.1.2. C4591001 3Bk : oM, BRI OAESMLZ MM L7258 1/2/3 18 FE IR
1.1.2.1. Z&M 0 BH), Estimand, FEEE (C4591001 3RER)
C4591001 RBR DL MEIZEI 9 5 BHAY, Estimand 3 L OEEMIE H % Table 3 1275779,

Table 3. H#J, Estimand 38X OEEBEEE (C4591001 FR5R)

HEg e

Estimands

P

TEEH

5 1 HRERS

faEERk AIC BNT162 & 1 [l E 72132
[BHERE L 72 & & Ozetl L ORE
M &R 5,

D Ly 1 OB Y 7 F B
EZTEHEBREICBNC, LUFER
H LI HBRE OFIE

o KPEFRML 7 B MO JRHTEUG

o BBEFRIL 7 A ORH KIS

o1 [B] BHERER O B R 1 2
AR ECORESES

o1 [A] B ERERE 2> O I iAEFET 6 &
ARFE COEERAHEES
PUFIZRS T 2 s ORI S
JRERT /T 1 mIBEEM%L 1 BHE
X7 B2 HONC 2 [B] H BEFE %
7 BEFO MRERRE F 72 13k
AL Z A D BLE A
N—2TF AL | MEEMEEL 1 H
BLO7 HEF, 2B H MR & 2
0] B B 7 BRICR T D IE S
HRAE & 72 1 A A b A
O FEIE LA )

o JRFTBUE  (FEHEALE S,
FEIRP L OVEIR)

o RHIS GBEL, JEF,

SR, TESE, WL, TR,

B E - IIEL LT, BT
F 72 I3 EAL U7 BAR)
HEFG:

HENHERS

Mg EA R AR & ik A b2
G

ZEMNE, MS5.3.5.1 C4591001 JABRE
T 10.2 THB R,

% 2/3 FRER Y

TRLZEM

HAEBL LT 360 Bl 0
T, BNTI162b2 D%eM:7 e 7 57
ANEFNT 5 G2 5y .

i LY 1 RIOIEBRY 7 F
Bt A s T TR ciE S h
LU TFOEIE (%)

o X PERETL 7 H RO RFT R

B HEFRIL 7 AW OEH G

ol BIHBEME D 2 [0 B 2R 7 H

JAFTEUG (EMEAILS, %

R, FEIR)

B RUL BN, JEY, S,

I RN, T, FrEEIE
AL U7-Ps, P E s
{b L 7= BaHR)

KFE COREFL HEHEZ
ol AR D 2RI HHEMR 7T H | «sEHERAEFR
R E COEBRAEER
PFIZER CONFIDENTIAL
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.4 BRIy e 2

Table 3. H#J, Estimand 38X OEEBEEE (C4591001 FR5R)

DEENET e 7 7 A NV E I
60

ToOEE (%)

B HEFRIL 7 A WO BTG

B HEFRIL 7 AW OE2H G

ol FIHBM D 2 A BEEMEL 1
AW E TCORERESL

ol FIHBEMD 2 [0 B M 6
ARFE CTOEERFEES

B2 Estimands FEAmE B
23 FAR Y CHAELAL Licd X | Al L b L RIDIBBRY 7 F 8 | «GEES
TOHERFEIZIHB T, BNTI62b2 FEAZIT - BRE CHRESNZLL | sEERAEES

L7e < & 6000 BHIOREERE IZOW
T

o BETEUG GEFTERAILR, ¥
7R, HEIR)

¥y, HEIE,
IR WmeE, TR, B EE
AL L=, Bl E i
b U 7= B

B3 FERDIZSIM LT 12~15 %
DYERG 1IN T, BNT162b2 D
wEhTa 7 7 A NV EFHIT 5,

L &Y 1 BORBRY 7 F 8
Fifi % 52 7o R T S iz LA
ToOEE (%)

o X PERETL 7 H RO RFT

B HERRIL 7 AW OE2H G

ol FIHBM D 2 A BEEREEL 1
HEECTOREES

o1 [B] B H£AE & 2 [B] B #:4E7% 6 »
ARFE COEERFHEES

JAFTEUG (EMEALILS, %
R, FEIR)
EHRUL (BN, JEY, S,
I RN, TR, FrEIE
AL U7-PE, PR E s
{b U 7= BaHR)

HERS

HEERAEFR

PRI

RELILE NEERET A VA
(HIV) HEEEHT A% O
FITBIT B, BNT162b2 D224
Pk, SRR X OVE R & RRab
935,

LR U7 _RToOReN, SR
PEks L O ZPE DR ZE B

TR IBIOTR22 CAEESNT
BNT162b2 % 8 L 7= 16~55 & D
il = DIEERE BT D, BEER
L O RMEZ k4 5,

o 3R U729 R_RT O MEE
H
*SARS-CoV-2 HnHi Al

a. 55 3AER IS SN L7z HIV B PERBRE (3R E DERFR A H I D72 Dt 2 R &,

IXBEDRD T,

AR B BT R3 2 AT I

b. FE TROBAIC OV TIE, M5.3.5.1 C4591001 {RBR EfiZHHEE 6.1.1 HEZSMOZ &,

1.1.22. REEF A o~ (C4591001 3RBR)

KE C4591001 #AERIT,

AT, BEER(L, 7T AR, BE2

BRChd, ZOIERBRIILITO 2 /85— K THREIND,

B, 55 1/2/3 A0 R

1. FH1HED c BERY 7 F A OERBIOHEEZRTT 5,
2. B2 HAERSY  WEBREEM ALK L, AOMEERHMET 5,

FARER Sy B L OHHH DOBATICOWNT,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

51 RS

AT, B 195 BlOWBRE ISR W CxInT 5 13 BEA RS LT-, U7 F s, A&
B, FEEEBIOEBEE 15 Bla N F, Bt 41 TRUIVF U EITT T B RICEEAL LT
(BT 7 v REREEBREENBRBchREE 22X H, EUIF 126, 7I7R3IFE
L) .

2 ODOFnIE (18~55 3 LN 65~85 %) DOHER® T, 6B Y /7 F 1321 HEET2E, T
ZHUTHIEBE T2V F O B =ABICHANERE L=, 18V 7 F o OEE HEZ L TIOR
kR

e BNTI162bl : 10, 20, 30, 100 pg
e BNT162b2 : 10, 20, 30 ug

HENEAZES (IRC) 1E, FEEO 1 8] B EEM% O KIRFEMED =%, 100 pg O BNT162b1 O 2
EIHEFE I TRV S EE Lz, Z OFEEO#EBRE X, RV IZ 10 pg D HE T BNT162bl
D 2 Bl H OB Z T 7,

Visit 1 TYRERD 7 F o0 1 FIEBEFEZITY, #H (Visit2) BIO 1 #l% (Visit3) (222D
BERGEE A FER L7-, FD%, Visitd (Visit 1 7°5 19~23 H4%) T2 HAHFEEAZITV, F01
B, 238t%, 1 » A%, 6 » A, 12 » A% LW 24 » A% 20 BYGEE % 30 L
Y

551 FRES o O EERE TR Y 7 F o EER 7 ARIORETEUS, R OG, B L OMREL
BRI DOEAMR I 2 1 B3I Ek LTz, SIS R FFEDBIMINIC DAk T 2 Z &N
AEEL 2D, TORR TOPERE ORI Z IEMEIR T 2 L2 TRE L LT,

B 1Ry O R M TEERMEEE & LT, UTFOTF—Z 2 EK LIRRT 5,
o 1[HEBERIV2EAH#EHE 7 AR E CORPFTGE LR RL (B HEETINE)

o Visit7 (2 HEEMER% 1 » ARFOBHGEAERRE) £721X202048 A 24 HOT—X J1 >
A7 HETICRAR LIZAFEFELB LOERRAGEFS (FGiE o BNT162b1 100 pg #
IZOWTIE, 77—y A7 HIZKY | Bl BEEME% 3 B £ 7203 2 [0l B B fERTE TO
REMDOFRERZERT)

o i 1 fHES> T BNT162b2 30 pg OFEFE & 52 1 7 B I8 BL LT A EFREB L OEE R
HEFZOREMBHFA 2 B BG4 » AR (T—2 0y 47 H 2020 4 11
H148) ]

o Visit5 (2 HEEMERR 7 AR OmiEFARIBRAERS L MBI (EFREEORE 2 5O
(MR AR B dS & UM R AR AL A i A o> BERE 28 (b

W1 RS THUE LT 2 et O Rl 5 % Appendix B 6.2.2.1 THDIEERENE A /7 ¥ = — LR
T, IBBRFHYERMNIT, WBRE OREASTA T OICNERZEE-IIREL BN E LT, 1B5hE
Jiti A Y 2= TR LT RBEICIN 2 C, BlokBe RESNKRE) 2 TFETHZ End D,

C4591001 RBR DO Z2 EVEFM OFEMIL, 1.1.25 B X 6.2.3 HIZRT,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

F 1 MBS TiE, IBRIEREEE B IOV TF— 2O ERLI I TR o7, B 1 ABERIC B S L
t%ﬂz%ﬁ% TR RO FIIEDOFI SR &1L LR~ 7228, COVID- 196EE@L%XPHE%§”@BEL
77

5 1A TR DTN KOS RMEOFIC S &, V7 FrofmieEais LT
BNT162b2 30 ug % g‘g*ﬁ L/fk—o

25 2/3 FHERSY

BioNTech 1136 L OV 7 A ¥ —+HI35 2/3 M8y (BIEFH EAER) CHHlid 25U 7 F sl
(&) & LTBNTI62b2 (30 pug) ZER L7,

12 e Lh EowiRE (12~15 1%, 16~55 ik £ 7213 55 B @sl L, ﬁ%%@m%uﬁ%ﬁﬁﬂ

AN TE) %, %Uﬁ?/ﬁitifﬁtfﬁpllfﬁﬁ% Dﬁfto%%@%
2 FHERAY Cl, 28 1 AR TR B2 BNT162b2 Ot 7 1 7 74»%6@5 57201,
PN g% L 7= 360 H (%77%/%180{%, 7' Z & AREE 180 f) @%é%ki@ﬁrﬁ@%ufr
flh U7z, 55 2 AHER ISR AN B LW 1T, AR I & o7,

AJRBROE 2/3 FAERIFIE 1 BEH 7=V K9 21,999 B THERL S 4, WREREFITAFE T 43,998 fi] & 7»
Bo DL 12~15 EOFEEIL, FE OIRER SN = FHE BB Ek S 7= i KK 2000 il D
B (EU s F 81000 ) TR SN D,

WAL, Visitl (1 [BIE$EME) B O Visit2 (2 [FIHBEME 1 [B] B BEfE% 19~23 HEF) 12FED
JFFERIXT T ROEREEZ T, B AEDOT-ODOFREE, 1y H, 6 v H, 12 3 HBX
W24 » H (GBBREM A /7Y = —/L, Appendix B 6.2.2.2 HHIZFi#) 1T E LT,

55 2/3 MRy O LAV H & U CARSCEIZUL T O 7 — % OERM 7T,

o 2 FHESy (360 )
1 BB X2 B HEM% 7 HRFE TORSEM:
F—H2Jy hAT7H (2020411 H 14 ) F TOREFRBIOEERAGESSR, DR
< EH 2 H HMOBHRAEYMNE EN 5,

o 3Ty
1 BB X2 B HEM% 7 HRFE TORSEM:
2 [0] B % OBHR A ORIl 2 » H Th o 7 BRE 1 L OV EE 2 x4 &
L, 7—%%hv +47H 20204611 A 14 ) S TORAEFLBLOEERAFERESR

265 2/3 FHER 5y fﬁmbt%é@@%ﬁﬁﬁ%AmmmBan2@®%%%Mx&/i—wkr
9, COVID-19 235 A AR BB LT COVID-19 D[RRI A FHE 5 721 Visit 1 725
Visit 6 (24 » H % OBEFRA KT £ COHMPIZBIEN KT A5 Ebcmmow@ LoD
JER [NRZIEsSRIEREBERE (MIS-C) A &te] ZHERTHZ L L,

NR—2 T A VTS ED SARS-CoV-2 &L 2 st L, MEJEMEME SARS-CoV-2 YL 542 H %)
PO FAM 3 L OUILIE “F IR MEGER T & B PERBRE DT DL A MR T D72, 24 5 AlZb
720 MFFRIRA 2 32545 2 & & Lz, C4591001 iBROZe Mo EM 2 1.1.2.5 HB L O
6.2.3 HIZRT,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

1.1.2.3. RBREM (C4591001 3ER)

C4591001 FRER DT X T OFMA AT, TRERITHEFHEE (MS5.3.5.1 C4591001 755k 556 511 £
5IH) 2T,

AGBROD B B 2 3RS D T2 O T U2 R A 2B IRT 572, IROMABANFERELRIE LT,

UL

AR~ DB AFUTER L, BERF I T OF N TOBRIEAEL w729 2 L & LT,

LR OE#ED B £ 7213 4otk
v My - EEA LR T 18 LA L SS UL TR LUV 65 L E 85 LA T
v 23 HHERSY - EEEALEES T 12 A B

SRR, BRFT R, (LB B X OVEER Y ERORRAPHIEIC L v, /L Hksh
Y2

T A AIURT 6 BRNICIBR OB R BT £ /- TREOBEEIC LD AR ZE Lo T2k
BLEERTHALE LEBEREZE T HH LARBRICERK & Lz, ZE L7- HIV, CHJT
KIANA (HCV) FEBRFLE T A L2 (HBV) % AT 5HE O 3 FHEH ~D
AN EAT % BAREY 72 FoAE I M5.3.5.1 C4591001 155 I+ 10.8 THIZRT,

523 FEERSY - IRBRHYERIIZ L Y COVID-19 DKL) 2 7 mEmn EHIr S b E (A
AR 2 F T, BT A N DREFEEE A AT D, B CEB T vk v v L
T —H =5 L INBICRE SR

BN A
AT OWT IO EEAEIZFE Y 3 2 FIIARERICHAAN RN & & LT,

L (82 1EURN) EESRR THRSE D LIXAERTEZR EOEZREE 21T
FEARRIRIEEDS GO SN D, WAMAEETENH Y, BRSO Y 27 2K S5 FhE
PERHDE, 25 WITREBRIY EDATERA~O SN 2 @Y & L7z

AR L OV 2 B4y ¢ HIV, HCV, HBV OB LW 5

T 7 F A NEEST L EEORIKSDOBEFEE AT HE, FRIXERY 7 F OGRS
FEOT VX =S (TF747%—7L) OBEEETLHE

COVID-19 O Ffhza H & T 53AN A HFH L T\WH 3

WEIZEERR (SARS-CoV-2 KEEHEIEMAT (NAAT) OFERNE LN T5A1X
COVID-19 DJER/BAED I FS L) E713BAEWFH) (COVID-19 DIER/HFER L O
SARS-CoV-2 NAAT DFMEAERIZH-S <) 12 COVID-19 & 2l S hi-#&

% 1 AHERSy D F + FSE COVID-19 D U A7 BNEWnE (LU FDOfERIKF DV Hosiciz 44
LHERETe)

v L ERE
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

v OBERIE

v B R

v oA

vV BIANRIELEEI AN EBUEREL TV AE

v BE VEUNIEEOBERE 2635

v BMETR R

v AT =V 3 U LB CRERAIEE SR 60 mL/min/1.73 m? Kif)
v RMITER SRR AT

v R8RS (BMID) 30 kg/m?

v A% 6 » AUNICREMGIREZ TEL TS

o FH 1T DI : BIE, SARS-CoV-2 IZXf T HIEFEY A7 NEmWBESITERE L T\ DA
(f5] : EEENERE, Radkm L)

o BETEIE F 72 1T R A/ B AR R A LT L 0 e AR E VB & 72 13 B b 5 o R RE DMK
TLTWAHE

o WIS OR IR EZSLE LT 5 H OREREELITEENED B SR O BT
EHETLOH, Bl LTUTORELZE T, B EIIETY) 7T~ h—7T A, BHOKE
PERSRIR/BAR Y v ~F, T« NU—JEWRRE, ZRMUEBLIE, ¥ =—7 L RERRE,
R PR/ RSO PESR B, SRERIRER %, A i@t FRIRE, BEMlarEBiiRse (e
RS |, TR L O R U ARIEYERE RS (1 AY)

o MM OFRR F 2T MM 25 REBIZH Y, BRI EMAHANERPIEZTH D
b | AR

o IIEE I TR
o IS TANAUTFUDEFEREOSH HE
o SIEMIHIREEZ T CWAE

o FIMEHSOS  WMAFIEE LY aLFaxTos FElZEHIEMR LTS
H

o JRBRD 7 F U HEHERT 60 B LAPICHENM, MAERANE 23 g s w7 ) R o8 5 A %
TJI2E, HOVIEIARRBRIR IR 22T L TEDHDHE

o KIBERZINAT 28 HLINE LGRS IS, R G 23 thoRBRICSINL2H
o BEIT, NRET /KT HAIZELIRBER S 2 B ORI LI

PFIZER CONFIDENTIAL
Page 23



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

5 1A DA

v A7) —= U THEO MIEF IR T SARS-CoV2 IZxfT A& /a7 o M
(IgM) F/-i3Er7v7 0 G (1gG) NEMETH-7=F

vV 27 V) —= U VRO MRFIRE £ T iRA T RAE T L — N1 (BE) UEo
RENBOBNIE,

v A7 U == 7S BRIITRERDUR (HBsAg) s, BAUTHR =T Hifk
Hol-H

v IREBRY 7 F BRI 24 FERILINIZ, SHER A U TR % H O 7o SARS-CoV-2 NAAT
Tt Th o2&

1.1.2.4. fERTRHEREER  (C4591001 3RER)
A ECELZT DM GLERIZLL T OEY Th b,

£

E#

MAANDNTEH | FEEICES Lo 2yiiRd

BESSNTENR | VeI _X—20B G nEE (IWR) VA7 A TEMELRFSVIED I b el

LRI REN | BIER SN, BRU 7 T ogfa i & bIRZT e

1.1.2.5. Z2MWFE (C4591001 3ER)

E7eecy

B

PESEA 3B E U7 CE i L7= (Appendix B 6.2 1H) , ERZeMaHhEH 2 UL FIowR

R—=RF AL LT, YIEEREERFZ T T OHERE| ﬁbff&ﬁﬁ%a@%m&ﬁ%%
B U7z, BEERWEL IO KT R (FIRRE L L 75E) ZEMEHEEICReL
77

AR BSOS RRAT ) GEEF OIRBR U 7 F B 7 H F'ﬁ TR BT UG
P URPTROG, EF G, FEEE X OMRE SRR O : BT ZEvEE) L
(Appendix B 6.2.3.1 IH) ., JpT/ids L4 E’}iﬂ;@ﬂ-ﬁﬂiﬁ’r i, %%77?“/0)%%%5

BRI B Gk ST b EE R S REE 2 b5 & L7z FDA @ CBER A R A o DR R !
s LAY

HFEFESB I OEERAEESITMS.3.5.1 C4591001 1RER i mE 83 HIZEFR LI~ &
50 TN, Fidkds L ONRE L7z, FEMiZ Appendix B 6.2.3.2 JHIZ R L 72,

RER D 7 F o HEE% 4 RERLLAN GF 1 AR OB BED RO 5 411) 38 L UMD 30 43 LA
N (O FT X TOPERE) (TREBL L7 2MEROG 275 L, SEFIHRE EOH EHFSMMICFldk
L7,

Fin, B, RE, MR IOARERNS, Z2arios LRI 4 56k U7z,

MedDRA $:AGE, @i (HLT) 7-1% MedDRA FEHER R (SMQ : IA#iPHIS L OV
PETAEH) BNC, ERMICER T RXENEFER LT =X — uto
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

o Visit 1 UF&, 1BBROT X TOFDOEREIZIBNT COVID-19 DATHEMED & 5 B2 FH4A L
7=, ZEAHIZ Appendix B 6.2.3.4 THIZ 7T, 703, 1BBRAIKEZE L THES L0, T
BEES 2/3 ARER Y DA IERHIE H O g & LTz,

o 1 MY DR AEMEERRE IR L A &7 Y 2 — VIRE S-S e L7
(Appendix B 6.2.2 T8) , EARAIZRMRAEIC OV TIE, M5.3.5.1 C4591001 8 FHARAT &
3.1.1.6 HIZ/R L, M5.3.5.1 C4591001 {RBRIZMEFFHE 8.2.1 BUZFEIN T2, T E A a2 s
DIHENT 7 7 A B — D Pfizer safety rule book (25— 7=,

o BB ARy CITE AR 2 M L7z, HRRIRE I, exosME, BE, BE B,
H, &, WE, GO, M, OIEES, SEARCR, MR, iR KO oNE A, BRI
BEp RS20 ARHI U7, BRIRAYIZ B S0 B R 3O i i 3 (SR L7,

o (4591001 B TIX, AESLIZHEFE Lo, 1RBROENESERL 2B LT,
nE, BEESL OMFITIZ MedDRAI @ 23.1 k& -,

1.1.2.6. HEEHENT (C4591001 3R5ER)

HEFHIENT 1K1, M5.3.5.1 C4591001 RERIZNt 51 E: 9.4 THIS L O s+ M CFld 3 5,
ZEEOFEIEE Th 5 RpTt, &F XG5, AEFRBLIOEERAGERL 0 TR
AR R B L MR A LR B R (B LSS OR) 1%, B EICENREETRL

7o B 2B MESY DA EEGL 3-tier 7T 7R —F FHWCERN TS, 207 7e—F TIIFEH
L& LT D Tier-1, Tier-2, Tier-3 DWW NI HET 5,

1. Tier-1 IZEFRMICEB LA EFZTH Y, LZMFHIF R CEANIHE L7545,
BNTI162b2 712 ¥ = 7 kTl Tier-1 IZHLE LT-AEERIL R0,

2. Tier-2 (& Tier-1 LA DOHERLRT, WML AN FERET D, Pl Lb—D2Dik
U 7 F R CRBBE 1%L EOAEHEHRG (MedDRA HEAGE) % Tier-2 DHG L IER
Do

3. Tier-3 |E, Tier-1 £7-1% Tier-2 DWFTHIUCH LY LieWESH LT 5,

Tier-2 ®FEE2L, Miettinen and Nurminen /524 fAWTHE T 7 F UL 7T v REE L ORI OFRESE
FEDZEDOMI 95%EHEX M 2R T 5, Tier3 HLTIL, BEMIBEPB L ORBMHEEL U 7 F 7
R T, DM X Z BT R EMIC S &, EBRICER A Z T 1B Y 7 F 102
B> THBNCERIT 5, KISHEMICET 2E T HiEoXRAT — 2 137w T, AEFHoAN
DR L TWBEAE, 77 A4 P —(OEDDEEMHANCHE-> TRV,
1.1.3. [EREESEROXEIC L HHHA
C4591001 #BRIS LTV BNT162-01 ERO VT HUT IS T b LU T O MRl 72 TR E (2D T,
BORZAERL LTz,

o LM

o IBBRFHMEAINNEERT 7 F L L BHENH D Lok U mE AR EE S A REL L - AER

o JRBROWILICE - EFR LB LI-IED]
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

e COVID-19 He &

T OHERZE ORGRIE, KRB OTRERFEEREE (M5.3.5.1 C4591001 {RB G S E 14 THE
FTYMS5.3.5.1 BNT162-01 {aBieshw S E 12.6 IH) ([Zitd L T\ 5,

1.2. £FRIRERDL, HERE ONIRE L ORI GER O Rt
1.2.1. BNT162-01 3RBx

7=y hAT7H 02048 A 13 H) Rl CREONIZHIEOT — 4 Z LU TFIORT (T —X4
71> b AT B O TBNT162b2 50 pug 38 LTV 60 ug FED T — X 135 5 Tuely, 2IRIICH
WMEOBROAZELNTND) , ZOMRIINT UL EREHEREZTRET 5O TIERN,

BNT162-01 Bk OB RSE (PRSE) 1TM53.51 1R LT,

1.2.1.1. #EBRE DINER (BNT162-01 3XBR 55 1 #HEE4)

BNTI162b1 : &#f@AE (1, 3, 10, 20, 30, 50 BL V60 ug #%) Zh L 12 6, 7 84 HlOHLER
FHERIBRO/N— F ATHAEANT, 84 BIF 361 (4%) MWNIRBRT 7 F o e ik L, #f
HOEEREE, 10 ug BED 1 BNITIEBR Y 7 F L 85FE L BT O R WA ERHR OB (RS EAIC
K2, 2143 M) |, 1 pg BEO | FITIRBRERFHEE) D O, 50 pg #EDO 1 HlIXZD
fthoFEH (EAKNZRIEE) ThoTo,

BNT162b2 : &#fEEE (1, 3, 10, 20 3L N30 ug #F) E24 12 6, & 60 il 2 AJEERD /< —
N A LA AT, 60 BilF 2 5] (3%) MNEBRY 7 F oA d ik Uiz, #EFEFIEOFRIX 10
pg BEO 1 BITIXIRRY 7 F o L EEOR2NVEEFZOREL 2143 HSH) BLO 1 pg o 1
BUIHERE D DR IETH o7, GFF 58 BIOHERTE 23 Visit 7 OFHRPEZE T L, BUEITIRR
OEHFRAIE T TH D,

1.2.1.2. IREIRTL (BNT162-01 3RBR % 1 #HES)

BNT162b1 : 60 pg BED 12 HiI73 1 [6] H H5FE & 52 1 724412 SRC 78 2 [B] B 24T 72\ 2 & &k
ELTEZ EMD, 60ug BED 2 [0l HEEMITEM L2 - 72, Z OMo &R TS O 87.5%
(63/72 f5)  ANIRBRFEMIFH EE CRUE S HIFINIC 2 [BIH OB 2 %17 7=,

BNT162b2 : #BRE D 71.7% (60 Bl 43 1)) 7%, 1EBREMmFEECTHE L7-HMANIIZ 2 BEE O
B ZZ -, 728, 2B HOBERBEENDRNDIET =20 v A7 BITERIFEL TV 5,

1.2.13. f#fr L= 22T — &> b (BNT162-01 3Bk % 1 fHHE2)

BNT162b1 F 7213 BNT162b2 [ZHEVEA (L S - FilmE 5 X OVE i E O 2#ERE % SAF |12, 2 [ H
PR 252 1 - iR % SAFB IZ& 07,

1.2.1.4. I5BRSER DO A O AR L O F DM OKM: (BNT162-01 3B 5 1 4HE5%)

BNT162b1 : 84 HlOWERE D 5 5, 44 BINFEVE, 40 BN et Tdh - 72, Flin o i 36.3
%, BMI OHRAEIL25.0 THo7=, SIBIEN, 260X T T AN, 1 HINREANTH-T=, #5R
F2HNIe AR=w I /T9T R THoT,

BNT162b2 : 60 FlO#ERE D 5 5, 26 HINEIE, 34 Btk 72 > 7=, EE O P RfliT 41.5 5%,
BMI O i1 25.1 ThHhoT-, BEBRENEANT, b ZAR=w 7/ T VROWERE 1T 20>
77
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

R—=R T A JHIE :

BNT162b1 B35 L O BNT162b2 BE DR E 1 IWT N HHEETH Y, R 0 7 7 A VTR —
WREMOFEE CHAOLND HD E—FH L T,

1.2.1.5. BEEHREOHETIRI. (BNT162-01 3B 45 1 FHE4Y)

BNT162b1 B35 KX OV BNT162b2 B 1 [A] B #2fft: 6 HEFE TOKIGEMIZB T 2 B i~k
DX 100% T - 7=,

BNT162b1 B 2 [l HafE Y4 H O BT AUSHRE 1L 55% (6 HH £ T) , @FISEIT 73% ThHh
D, 7HHTIEZ25%IZIE T L7, ZHUTBBRAETHT THD Z EITERT 5,

BNT162b2 #ED 2 [B] HEEFE Y A O RBETR SR 1X 70%, 7 H BIZIX 67%I2IE T L, &S
T7HHTO67T% ThHoTo, ZIUTEBRPETHTHSL Z LITERT 5,

INBIET =2y hAET7HORSOERTHY, VT LLREKEREZRET SO TR
v,
1.2.2. C4591001 3B (5 1 HHER4SY)

T—%Fy hAT7H (202048 H 24 H) KRl E TR HAE 1A 18~85 ik DR A
DOFER%A7~"T, BNT162b1 100 pg FEIZDOWTIX, HhifE O 1 [BIHERE% DG 2 [B1H BERERT Of5 5%
%%ﬁ—o

C4591001 FERDE | M OHERE ONGR, BREERDL, trT — 2t v b, NOFEHFRRHE
BLOHGEOHREESTF O L OERIE, MS5.3.5.1, C4591001 {RBRKFEH S E 10.1.1 14, 10.3.1
IH, 10.4.11H, 10.5.11H, 10.6.2.1 JH|ZFl# L7z,

1.2.2.1. $5BRF DNER (C4591001 RBR 25 1 445

#1195 BlOWERE NIE(EAL S, AEFEFRICEVIERE PIE L-ERE XV R o T,

BNT162bl

kg (18~5575%) TiX, BNT162bl % HEHRE (10, 20 B XLV 30 ug) ([ZENEH 12 fil DM EE
A&k, 77 BRI HINEES{L S7-, BNT162b1 100 pg (21X 12 BN EELL S, 7
Z BRI 3 BINEMELIL STz,

kg (65~857%) TiX, BNT162bl A HERE (10, 20 3B KN30 pg) (ZZILEA 12 FIDNELE
Bilbsh, 77®RIC9FINEERESL ST,

BNT162b2
BNTI162b2 508 35 L OV g o4 FHERE (10, 203 L UB0 pg) TN EHUC 12603 JEVEA L &
n, 77 RRICBINEELLS NI,

1.2.2.2. BB (C4591001 2B 5 1 FHE5%)
BNT162b1

10, 20 35 X O30 pg BEDOE @ 1 AR L L SN 7= 2R E 28 BNT162bl 72137 7 2R o 2 [A]

ERE2= 7=, 100 ug BEICE{EA L S N - 2E (g0 A) 13 BNT162bl £72137° 7 &
AR 1A AT -7, IRC I 1 [\ BH#EEORSEMED =%, BNT162b1 100 ug o 2 [A] F #
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

I TR WE 2 EE Lz, fRbviz, 7—% v h47H (202048 H 24 H) ORFAT,
100 pg HED 12 B 11 61723 2 [BIH 12 10 pg OEFE A 2T 7278, IR S FEM ORF AT 2
B HBEREZ O RIS LN TR, OO 1 HLT—2 0y A7 HUBIZ2EAE LT
10 pg OEEFEA ST 72,

B EREICEEAL S NT- EE O2ERE ) BNT162bl £7-13 7T AR D 2 [A[#fE 427~
(BNT162b1 100 ng OHEFE % 5217 1= @lin g OERE 13 e o 72)

FilnIE B L OE I E O SRERE DGR I FT R EIHE S HIRINIIZ 2 [B1 B OB A =1
77,

BNT162b2

FhnE L EEE O RO EAL ST A2RERE TR L CIRBR Y 7 F o 2[Rl 21T -
77,

FnE R L OB O S BRE 1T BRI TR S HUE S BRI 2 [B1 B OB A ST
77

1.223. B L1227 —4 & v b (C4591001 3Bk %5 1 F8H %)

g X OVEEE O BNT162b1 F 721 BNT162b2 Ol %2 52 1T 1= B WRERE % 22 MR e 5
LG DT,

1.2.2.4. IEBR S ER D A O 2R L O E DKM (C4591001 38R 5 1 FHEESY)
BNT162bl B£5f % 52 1 7= 6B o N OREEHFERIRREIL, SFmENOY 7 5 FHEER CRIEET
%/) 71::0

BNT162bl

LEMMATRIGEMICRBWT, HE L mmEO VTN HIZE A EOWREILIA AN [37 6
(82.2%) , 100 ug Bt : 14§ (93.3%) ] THoto, FhOHRIEIL, FnE T 350 (100 pg
B 0 3505%) , mlET69.0 M Th o7, HilnkE (B0ug ETOME) TiX, M 17 4
(37.8%) , BUEM 28 5 (62.2%) T 7= [100 ug #E : et 9 Bl (60%) , Bk 6 4

(40%) 1 . ElfETlE, &R 32 6] (71.1%) , B2 13 6] (28.9%) TH-o7-,

R—=R T A JHIE

FhrER L O EREOWTNOEMBRETH Y, PR v 7 7 A VTR — R EROF C
FETHLNDLBDE—EL TV,

BNT162b2

EWEDIE & AL OWEBREITAAN 3941 (86.7%) 1 THV, minE ClIawksiE "N [45

il (100%) ] Tholz, FhnOHRAEIL, FipfE T 37.0 5, HlfE T 680 Thotz, FiE
TUE, ZetEDs 26 1) (57.8%) FEDS 19 ] (42.2%) , EdniE TiL, ZotEds 28 f5] (62.2%) , B
P23 17 1] (37.8%) ToH o7z,
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R—=R T A JHIE :

FiiknE ¥ L OE il E OB RERIIEETH Y, HET 77 7 A ViR —REF DR T
FlE THLNLBDE LTV,

1.2.2.5. EF AWM DOEST (C4591001 RBR 5 1 FE35)

BNT162bl %7213 7 7 ©aAR#H% 7 A M OMOSHMECET 28 1 A~ OWERIIL, WTFho
BEFE[E C LA E B L OERE TA R 77.8%LL ETH Y, WITho AERHCE VT mAERE T
FIFRECTH T,

BNT162b2 ¥ 72137 7 B A% 7 HEORICHFEMEICEET 5 E 7 HEE~OWM RO, WTho
PEREIN C L A5 IE & mEE T B 75.0%LL ETH Y, W HERHICE W T Ll E CRE
EThHol,

1.2.3. C4591001 3B (5 2 HHER4Y)

F—H Ty bA7H (202049 H 2 H) Bii £ TICH OIS 2 HHE OF R E (18~55 %)
BLOEHE (56~85%) DOfERIB L2020 4 11 A 14 H £ ClZEL R BHTRERE R4
RY,

C4591001 #ER D 2 FHOBERE OWNER, WgERNL, T—% &> b, ANOEERER L OE
F- A S5 OMSFIZEE T 2 BRI X ORI M5.3.5.1 C4591001 1ABR#AE R+ 10.1.2 T8,
10.3.2 78, 10421, 1052 B L1010.6.2.2 HICEH LT,

1.2.3.1. #BRE DNFR (C4591001 3RBR 55 2 FHERSY)

123.1.1.5—% vy hA7H (202049 A 2 B) BRLEETOHBRE DN (C4591001 B
2 FHERSY)

B2 A AN TR AAL B ALTE 360 il 2 BNT162b2 B L OV T B AREEC S I EEAL LT
(% 180 f5]) . BNTI162b2 BEDOHERE D 5 b, 88 BN E N E (18~55 %) , 92 B & )&
(56~85 %) T 7= (Appendix D Table 19) .

123122 [ EHEER 7T BENLTF—F Iy bAT7H (2020411 A 14 H) £ TOHBREDON
AR 2 FEEBSy, C4591001 T55%)

2 HEERER 7 BRSO T — X By A7 BORSE E CICEERAEFELOT-D BNT162b2 D
EEE O 1 BINEER A TP IE LT, YEEekERE T 2 B B AR 60 H HIZOMEIRIC LV FET LT
(23.4271H) , IBERIMSEEICL VBT EOERY 7 F o L ORBEMEIISE S L,

1.2.3.2. IREIRDL (C4591001 3RBR &5 2 4HISY)

BNT162b2 #infg o 1 41 (1 [B1 H 6% 2 5] B SR A1Cini a2 k) BT T B RO 1 4]
(7= A7 H (202049 H 2 H) WA T2 B AH#EEAZIT Than] OFft 2 flzkrun
T T OWBRE D 2 MOIBRY 7 F a2 % T 7=, _Eiko BNT162b2 ZiitfE o 1 i3 HES
RAEFS (FE) O, 1RIEEERE% 23 B E (1B 3% 2 [0 B BT (IR
ZHIELE 2342H28) . ZOMT X TOREDNIERY 7 F o 0 2 BEREEZ 2T 1=,

HEVE AL SIVT-IRBR D 7 F L L B AR Y 7 F U 2 SN - R E 13380 b o 7,
WesRE DO KLEE0E (BNT162b2 BED 97.2%B L T T AREED 96.7%) 1% 1 [0 H 265 #% 19~23
HOMIZ 2 B BEEREE =T T2,
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1.233. B L2 L etT —4 & v b (C4591001 Bk 45 2 ¥AE %)

MR R R O BRE OEIS1X, BNTI62b2 BE L 7T B AREE TR U TENEL 180 fHl T
& o7z, BNT162b2 Ff CTHilinfE 13 88 filds L OV Eiin)E L 92 il T - 72,

1.2.3.4. BB REM O A DREHZRER KO 2 oo Rt (C4591001 38k 55 2 F83#54)

55 2 FHERA IR A B VTR E O N DR FIREE (M *I54ER) 1, BNT162b2
BEL 7T B RRBECREECTH > 72 (Appendix D Table 20) , BNT162b2 BED i T A% 42 4
(47.7%) , BT 46 B (52.3%) T -o7-, BNTI62b2 BED EnE Tk, ZMEiX 42 4
(45.7%) , HYEIL 50 B (54.3%) ThHoTz,

BIRTIE, FEAEOHEHRENAN (85.8%) T, WMWTERANELIIT 7Y BRT AV TN
(9.2%) Ta%;oto b AR= 71T T WA OEIAIX, BNT162b2 BEE 7 7 R ClAlk:
EThHolz (T 8I%BLN11.1%) ., BNTIE2b2 BED b A= 7[5 T R E 1345
HinJE C 14.8%, Mg T33% ThH-o7-,

WERE AR (18~85 %) DAEMED I llX 56.0 7% Td - 7=, BNTI162b2 HED i F1fLfE )%
WhE T 44.0 5%, BB T65.0 CThHHoT,

R—=R T A JHIE

360 BIDOJFERE T 1 7 7 A ik, —fKER O CFEEE TA LN ZEERBRET a7 v AL s —#
LTW -, BNT162b2 ﬁifi&ﬂ:éMtEfoeﬂﬁm”“”ﬂ%ujv\*ﬁ IR JONEHMLE (89 i,
49.4%) , FERREE (63 B, 35%) 720 ONIAHTE K OVREREE (61 1, 33.9%) Tho7T-,

1.2.3.5. EF AEMEOHESF (C4591001 3B 5 2 *H%B%)

k& LT, BNTL162b2 FEOD 1 [l H #8127 A MO 1 ARE~O@ERIUTIA H 91.7%LL ET
&7z, BNT162b2 #£D 2 [A] H &2 OFEF HE «@%&iﬁ/ﬂ I, H1HT80.6%THY, 52
H2255 7 B E TiEAS H T 88.9%0°5 91.7%DHiH TH 72, BNTI62b2 #f & 7T B AREDOM T
WERIUIFARE TH 72,

1.2.4. C4591001 B (% 3 HHERS)

B3 MEyoWERE (16l lE) OF—%Fy A7 H (2020411 A 14 H) £ TORREEZR
‘a_‘o

55 3 ARER Sy DER MR 25 0, PBRE R ORI L OWE BT SE F IR T,
o BEBRHE DOWNFR : Module 5.3.5.1 C4591001 JRBRFAFL A £ 10.1.3 18

o JRBRIZHEFTIEE D © DML : Module 5.3.5.1 C4591001 {RERFAFE 5 10.2.3 T8

o IRFIRIL : Module 5.3.5.1 C4591001 JRERFAFEH 5 E 10.3.3 1

o BEVMT—XE v b : Module 5.3.5.1 C4591001 JEBRRAFRH S # 10.4.3 TH

o  ANHOMEHZHEMR LT DO R— AT A B © Module 5.3.5.1 C4591001 1EBRFFE RS
#£10.5.3 4

. H 2535 D E5T Module 5.3.5.1 C4591001 JRBRATEHE % 10.6.2.3
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TE 5 3 FHOMT 2RI 2 fHOWERE 360 BINE ENTVWDHZ & LY, BIMHOEBLIOK
DOFBENIL THE 23] RSN TWD,

1.2.4.1. BEBRE DINER (C4591001 3RBR 55 3 1Y)
1.2.4.1.1. 2 [ B 8% O BHRAEHM O F RAED 2 » A O#BRE LMt RERH

EVEZ AL ST WD 37,796 5] (55 2 FHERSY D 360 il 25 ¢ e) O#ERE DWNERIZ, BNT162b2
BEL 7T RRBECREECTH > 72 (Appendix E Table 27) . 1E& A EDOHERE (98.1%LL L) 732
[FDOVRER T 7 F R %5 F 7=, BNT162b2 BED 121 ] (0.6%) B LT T EAREED 111 4

(0.6%) DEEFEZHFIEL, ZetEoBYNERIIMERT Ch D, RbE<MEINTZT 7 T8
FEHRI O (OB Y, HAATERECEA, $REICEIIFIEBIOEEFRTH -T2,
1RBR 2 ik U790 130 72 < (BNT162b2 B 1.0%, 77 B REE 1.4%) , 1§ & A EDHREREIC
XD IEBHIREETH o 72, BNTI6202 BED 8 Bl L OV T B AREED 5 BN EEERDT- DI
TR Z ik L7z,

RS SCEICE A L TR W EEZR(L SN 05E 101, W oirRERIC L&
F TRV, HIV GPERERE (120 1) 13ARZITIEE O D0, KIgERO B Z T 5729
DFFHTIIEE O o7, 2 PIOHERE MR ZEZE1 BNT162b2 (30 pg) BENT' T BAR%Z 1 [BlHE
Tl L 7=t O E /KRBT TRe > T BNT162b2 (30 pg) DIBMNEERE %52 1) 7=,

EATHOARBRTT —Z IR L@ (BIEXST) & LT, 28368 Z T ik L Tunien,
IBAREEZ LIS TR ok Lo imaflife L7z LSSz,

EYERE 37,796 B 5 LRI T — X OREIZ L 0 46 5 >OWEBREERS) Lz, 14
ITEEEGE Q OORLRIWHRERZZTEHT D) BIXO3IHNEIT =% v b4 7 B ORES CTEE
OFFEN ABSZEHMN (IRT) THERTX o7,

o RIBBROFEMHPIT, 1 BlOWERE 2 S>OHELRDPIREF ) BARIGERD 2 iz THEIERL
SNTWD Z DRI NIz, YEHEHRE ORNEICL VIERT — % OFERMENHIRE S -7
D, YR ORE R A PWIHE ONRE LN OFEHFNT — 2 2 50T X TORMEL X
OB EVERRNT I & 52 RITBRIN LTz, MR IC oW i —E R 2 ER L7z, ZOEK
PRIRBR I EFHE D 5 OB M5.3.5.1 C4591001 {RBRFAFEH453E Appendix 16.2.2.4 12, &
PR DA EFFZRIT MS5.3.5.1 C4591001 1nriafhs F Appendix 16.2.7.4.6 [T~ L7z,

o 3 PIOWREITENELL SN TIRRY 7 F Lo B Z2 2T =0T —2 v N4 7 HDO T
IRT CEBEOBEMNHER TE 20 ->7- (M5.3.5.1 C4591001 {RBRFAFE £ Appendix
16.2.3.2.5) , O OWBREITIEGHREEICH DB, VI FUEREZITZN, EEOIR
BRU JF U T — A b~y F U T TE RN o7, EEOSEREEICE D Y ToNnR o
oo THHDOPRE T T R TORENGERIIN LT —ERITITEEND,

ANV 2 b S 3072 37,796 B OHERF ONFRICE W T, Filnfg, X—A 71 IFOD SARS-
CoV-2 YR, B, A IR ERZOH D ETRD LN T,

1.2.4.1.2. 255F (C4591001 KRB 5 3 FHE L)

| BRSNS T =2y A7 H (20204 11 H 14 H) £ TICEEAEIN T SN - 205E
43,548 (5] [T —H J1 > NA T H Ol CHEEEOEEFEN IRT THER TE 2o 72 3 il L OVEHE
Bk S 16 Q SOWBRERS) ZR<] ONFUIZBNTIO202 BB L U077 B ARRETHL T
FEECTH 72, RBRIEHSEEOMT O v M4~ HRST, BIEABIMIT S -8R 01
EaE (99.8%) AN 1[I OBEREE 2T, K 942%DRERE N 2 BB 4252 1 Tz, T—4
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1 AT HOERfRT, BNT162b2 #D 137 5l (0.6%) B LT T BAREED 129 # (0.6%) 23
1RBR T 7 F U BERIIMIC R 1L L722s, ZarbBURGRE OEBREZkE L T, kb E<liES
NTRER D 7 F R P OB E, A ANIEREICHAL (E728EH @ 22 COVID 19
DEFIR E T I3MEDFIZEH V) |, HRENLOH LB LORFEFRLTH-o T,

BNT162b2 #t3B L OV 7 v ARBETIRBR 2 1k L 7248 E 2 2 181 61 (0.8%) 35 L 18263 #i
(12%) DH 5, KEBoiE 18] BB 2 2 [0l B EEfERTIC P IE L2 [ZFh 133 4
(0.6%) FBL168 % (0.8%) 1 , HIEOFHDIT & A ERHERZE I X 5 IR F 72 I3BHRHE
ThHol-, AEFRICLDBHRTIEIZBNTIONR B8 HIB IO T T v REE6 I TH o712, THIE
D= DRI P IC Ik L7z oplcdh v [T—2 > bA7H (2020 4 11 A 14
H) BRG], BEMERT — 2 X— A5 23 BIOWEENRE S 3.41H) , ETIT
BNT162b2 B 2 5, 7' Z v ARREE4 BIOF 6 BIERD Bz (2.4.4.11H) , GBS ERIC XV IR
T F o LS D L ST IR o T,

EATHORBR T —Z IR L2 (BEXSH) & LT, 3B ERE Tk L Tuhen,
IBBAREEZ BRI TR IS Pk L2 aBR &k L7z i Shue (F9 38,000 B DfE
Prrf et 2 e ate) o

5 3 FHER Ay DG EF 43,548 D 5 BRI T — X ORIBEIZ LD 461 (5 SO#ERE R E) ZERS
L7z, 1 BlNTEESSE QHIOBRZIWHRERS2HTH) BLO3HIEIT—% Dy A7 HD
B CEEROFEMEN IRT TR TX 2o 72 (M5.3.5.1 C4591001 J5BRAAHEHEE Appendix
162.3.2.6) ., ZA5HOHERES 5 H1ITK 38,000 BlOfFTtRiIcE TN TS (1.24.1.1H)

1.2.4.2. IREIRDL (C4591001 3RBR &5 3 FHISY)

# 38,000 Bl OHERE DIF & A ENIAELL SNTIEBR T 7 F 0 OEFE %521 F 7=, BNT162b2 #f
D 99.7%DWERFE A 1 [0l H OBEFE AT, 98.1%23 2 [alH OEfE %= F, 77 v RETIEIENE
N 99.8%F L1 98.1% T~ 7= (Appendix E Table 28) ., 1 [HIHBEFETIX, 77 B REEHCEES
&7z 3 Bi175 BNT162b2 DR 252 1F, BNT162b2 BEICHEAEA L ST 2 Bl 7 T & AR O BEff
T, 2R BT, 77 B AREICEERL S 4 5178 BNT162b2 OS2 521,
BNT162b2 BEICEEE A L S 72 S BN T T B RO A2 1 7=, #RE O} (BNT162b2 B
93.1%, 7 7 BAREE92.9%) I 1 0] HEEMEE 19~23 H ORI 2 [alH B4 %177~ (Appendix E
Table 29) .

1.243. BT L= LZetET— v b (C4591001 RBR %5 3 FBE %)

1.2.4.3.1. 2 [B] H BEfE 1% O BEFREHIM O RAEN 2 » A O#5RE

37,706 BilD 5 H 2 [AI B #EFEL 2D 72 < & b 2 A OBHNRE 2% ) - 855 15 50.6%, 2 [A1H
Peritz OB 1 » A LA EOYEERE 13 91.6% CTd 7= (Appendix E Table 30) ,

LM R G 37,706 Bl O PNFRIZ BNT162b2 #E73 18,860 #il, 77 L AREEA 18,846 | T -
72 (Appendix E Table 31) , MEAEZAEIF T Sl N EVERRIT R GEE M D> D BRAL S T- 9
(x, WHEREHSDETI06 (02%) THY, Z0 559 FITIRRY 7 F OEME%Z T, 1
BNERIEDASCEICEL 2 Lo Tz,

WEERE D 03%IZ HIV BIETH 0, PERERER] CTHEEIT0A L Cu iz, HIV IGMEgRERE 13 2 g
Wt B EMICE £, AOFHZEAEMERS LOWERE ONFITRENTER, T—F v 47
H O S CRAVEMATH OF — 2 135 b7 o 1=,

iy, ~N—A T A > SARS-CoV-2 EHRM, BR, ANFER K OWERNC L0 @il L 7= 22T
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HBEMIZ B W TRRRIICE RO & 5 2T b rinpoT,

1.2.4.3.2. &t E

LERVERRNT R R (43,448 15]) DONFRIZ BNT162b2 FED 21,720 13 LT B REED 21,728
il Ch o7z, BAELEIMT SR, LM HGER DG BRI SN - BRE TSRS
HET 1006 (02%) THY, 99 BNIIEERY 7 F o ORFEZ=Z T, 1 PIIREE Lo 7,

1.2.4.4. IEBRXBER DO A OB AR X O OO (C4591001 38k % 3 FHEES)

1.2.4.4.1. 2 [B] H £ % OBRAEHR O FRMEDX 2 » A D#ERE R dxEdH — F
2/3 fH

55 2/3 FEHERFE 37,706 B (2 [B] H B % O BEHHE IR O R IED 2 5 A Th o 72#irE) oA
AR FAORFE T BNT162b2 B & 77 B R EED L 2 EMT R ER TR THh > 7= (Appendix E
Table 32) . KT, 1 ZEALOHBRFITAN (82.9%) BLUI L A= 7 /FETT U HK

(71.5%) Tohotz, TOMDOANFEIL, BAFHZIEIT 7V HRTAVAAN 93%) , TVT A

(43%) , ZAH 23%) , TAUVDA T4 TV E£203T7 7 AN KRER (05%) , ~NTA%
FERFIZZOMDOKFLEH BN (02%) Thol-, AL 0.6%DHERE THE SN/
7o FRO R IEIL 52.0 7%, FHEIE 50.6%, FnfER L ONEREIXEIZEIL 57.8%F5 L1 42.2%
Tholz, EHOWERE 1T BRI SREM D 35.1% TH - 7=,

FAERBEANTIE, 12EAEDNOMEHFIREMEILBNTIR Bt E 77 B R CRETH - 7,
e AN= I T T RYERE OFIIE, FiIE T BNT162b2 Bf 65.4%3 X U7 £ R #
65.6%, mEilnE T BNT162b2 £ 79.8%8 L VT 7 B REE 794% T - 7~

Z DRZEVERMTRIRERNTIE, 16 5 E 72013 17 OERE ) 283 Bil& £hi-, ZOFEHED AN
R ERORFEIL, BNT162b2 B, 77 BAREER X O eV I REM 2R TR TH - 72,

523 HHOWRE OWRIET v 7 7 A4 i, —REMODIE CHFERE CTHh LD ZERE T v 7 7
A E—F LT, BNTI62b2 BECHE SN 7= ERIRREOSRE IR FEIINE B L WAL E
7281 151 (38.6%) , fUETP L URERE 5663 ] (30.0%) 72 & N5 RkEE 5097 4

(27.0%) THo7=,

YRR RS, MR, OAFE, BRB I OR— 25 4 0 SARS-CoV-2 IR D A1k
SRR C IR R IS Z 2D B D TR S o T,

~N—Z 7 A 7 Charlson Comorbidity :

MEERERE A ST, 20.5%IC0HFEENR S H L7z (Charlson comorbidity index (2555 <)
(Table 4) ., FE/ROMFRBIIFERE (8.4%, BMESOHEDOHEEIIMD/) I L OWES
(7.8%) THV, FRBMEE XM CRECTH 72, m@iliE 31.1%) THEE (12.8%) X
D62, EROMFIEIIREIRFE (14.6%%F 3.8%) , MRS (7.4%%f 1.0%) , MEE (8.8%%f
7%) ToH o7,
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Table 4. 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)
AIDS/HIV 59 (0.3) 62 (0.3) 121 (0.3)
Any Malignancy 733 (3.9) 662 (3.5) 1395 (3.7)
Cerebrovascular Discase 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.

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (10:04) Source Data: admh Table Generation: 17NOV2020
(16:21)

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output

File: ./nda2_unblinded/C4591001_IA P3 2MPD2/admh _s002_risk p3_saf

1.2.4.4.2. £HRE —ZEMEITSRER

T—X 71y AT HREAE TITH 2/3 FAITH A AT BT EHERE 43,448 D N DHEFH AR
P (CLEPERAT SR EEM]) 13, BNTI622 & 7 I AR TR TH 7=, &KL LT, WiE
DIFEAETTAN (822%) BL VI A= 7 /3ETT % (7133%) Thol-, TDMD A
X, BAFZEZT7UVDRTAVIN 97%) , TVT AN (43%) , ZAFE 24%) , T A
VBAT 47 ERIET 7 ANEER (0.7%) , ~NTALEREZITZEOMOKVHE B A
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(02%) THoTo, NFEIL 0.5%DHIRE THE SN2 -T2, FEOPRMIL 51.0 5%, B
50.9%33 KX OVE R E O#ERHE 1% 58.9% ThH - 7=,

FAEEEAN T, 12EAEDANAMEFREMEILBNTI2R Bt L 7T B RE TR TH - 72,
v A=y VIFET T URHERE OEIGIX, FHEE O BNT162b2 B L OV 7 R TENE
U 68.1%35 L1 68.3%, millin)E D BNT162b2 BB L OV 7 B REETENEI 80.9%F L 1Y 80.6%
THol=,

55 2/3 FHOYIRE DIRIE 7 v 7 7 A i, —MRER DR CHEIE TH L5 ZkkniE 7 v 7 7
A E—F LT, BNTI62b2 BE CHE SN 72 BRI O E BRI IINVE B L O EHLE
8306 5l (38.2%) , fUHd L OB 6497 i (29.9%) 72 & N FuE R 5863 i

(27.0%) THo7z,

MEERERE 28 U C, ~— A T A VIREZ Charlson OUFFEREDGRD BT HERE 13 20.7% Th -
Too EROMHEITIERA (8.3%, BIEAIHEDAEIZM DY) B L OEMEMZEL (7.9%) T
BV, BHEREEORBIHEIIFR Ch o7, g (31.4%) CTHEE (13.2%) £HAXL %
<, EROMFIEIIRERP (14.7%%F 3.8%) , EEMEREE (7.3%%f 1.0%) 3 L OMEMEMEE (8.9%
*f 7.2%) ToH-o71-,

1.2.4.5. EF AWM EDOEST (C4591001 RBr 5 3 FES)

BEMDT—H By vA7H (20204 11 A 14 B) FERS0OH 2/3 FE 5 O RS EMERRAT 6 G4
FIX, 5 2 fHO#ERE 360 il % 5T 8,183 5l (16 LA E) Thoto, KGEMET —4 & LT,
KHFEL 7 AR ORITRIGE XL OEE KIS ZWRE N E T e TlE Lz, &z, E7H
SEANDOMEIRIIL 90.1%LL ETH -7 (BNT162b2 O 1 [0 AR 7 A4 H 90.1%~94.0%D
i) . BNT162b2 O 2 [8] B #f6 1% D ETF A sE~OHRIUTE 1 HT76.0%THY, 52 A
587 HE TOXH T 83.3%~85.1%D#iH Tdh ~7=, BNTI62b2 Bt & 7T w AREEOHAIRILIL
FfRETH -7,

2. BNT162b2 D222 M DR 5

30 pg @ BNT162b2 DEAFMEIIFFAFRETH Y, 2 1 FHE 3 O 2/3 FHER 0 DInBRgkERE O
2B BB | v HE COREMICELT, PHILAWVWEITERMICER O H 5 AT IR S
N7ehnoiz, C4591001 FRBRFS L OV BNT162-01 REROH 1 ABERSy, 55 2 MHER B L O 3 MER 4y
DFEER L ORI ZEMFMEE (1.1.2.1 HIZE#H) 0RetT —Z 2L TR,

e BNTI162-01: 2118
o B 1FHERSY 1221
o B2y 231H
o EI3FEERSY 1 2418
LAAMEOFAMO H LT 1.1 BIZFHE L, §E#i% Appendix B 6.2 THIZR T,

2.1. BNT162-01 38

F—EKy hA7H Q02048 A 13 H) £ TICEHEFEBETHEONT- 2 B H#EME% 1 » Ao 4
M7 —% (KSFEMER XL OFEEROMNT) 2L FICERNT 5, Bt LW R D 22T <t
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SGEMOFERZ R, AR TR, 10, 20 8L 30 pg D AEICESEZ ST, 2T BN
AR TH D C4591001 FERDEF 1 850 Tt L7z EEH RIS IS T 5,

2.1.1. RS EME (BNT162-01 38 55 1 FHE4%y)
1 EIHB L2 B HEERE 7 BB OISO R 2 774,

2.1.1.1. BFTRUt (BNT162-01 28 % 1 FHE %)

BNT162-01 35% D PTG O FE S K ONERIE, MS5.3.5.1 BNT162-01 {RBRaFEHREE 12.3 THIZ
SO L7,

BIRAIIZ 10, 20 33 L O30 pg O &M TRFTEICDORBBEEIXFRE ThH -7, #L T,
BNT162b1 3 L TUVBNT162b2 & 12, i X OBEMEIER O BN AL - TR OGS O R BB 1
FOEEED EH L7z, 2B L7 & & ORFTIGIE, BNT162b2 T BNT162b1 (2L L T
JE N OFEBUEE DMK T2,

BNT162bl

BNT162b1 O3 X TOMHER (ZHE 12 #]) 8 X OEFERI TR b £ < il Sz RpTOS I
£ (50%~100%) TH Y, WWTERFE (33%~100%) , MER (0%~25%) LUK (0%~
25%) Toh-olz, BRI 10, 20 35 L O30 ug BEIZEBWTIERD 92%LL Eic#is Sh, EIE
BLOFRITENLIV1T%LEL T LV 25%LL FIzHds Sz,

84 BIH, 1T & A EDOWERE (72, 86%) 7NEIEFE NN O RATSGZ WS L, WU CHIZER
DJRFIFTE S (45 B, 54%) Do Tz, @SEORPIEOLE LT 84 fild, EJEA 11 1] (13.1%,
30 pg BED 412 Bl a2 Ede) FBLOVEREN 12 61 (14.3%, 30 ug BED 4/12 Bl &Te) ([2HsE S
7=,

L AB XU 2 B HEMEE DRI L E T X TEbEEE X, REFTROLOREA (P 135
1.0 ATHo7=, 1HEBLXO2BAEEZOENENIH (4%) BLO4 B (8%) R,
TR T OERE CTRIFTGE 6 B E TITHK L,

BNT162b2

BNT162b2 O X CTOHER (ZNEH 12 6)) BILOBERR TR % < S5 SN RPTSIE
IR (42%~100%) THH, WOTER (42%~100%) , FEIE (0%~25%) B LO%R (0%~
8%) Th-oT-, ERHIIZIE 10, 20 35 LT 30 pg BEIZIS W TR I L OV 83%LL Rz &
i,

T & A EOWERE (5061, 83%) MNEIEENERE D RPN GE WAL, HEEORATGZ )
HLIEHEBRE TV QLA 35%) , SEORFTININTNUOHETHLHRE I N0 -o
77

1 FHBIO2 MBEHZORFTINE TXTEDLERE X, BEIKCOREE (FHIfE) 135
1.0 ATHo7=, 1HHEBXO2BBEFEZOEINEFN 26 (4%) BLOT7H 20%) R,
T RCOWERE CTRIFTGE 3 B £ TITHk Lz,

2.1.1.2. 25Kt (BNT162-01 38 4 1 A 4%Y)

BNT162-01 Bk O 25 G OFEME K ORI, M5.3.5.1 BNT162-01 {RBRFafE#R S E 12.4 THIZ
aodE L7,
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AIREIZ 10, 20 35 X030 ug O &M TR L ORBUSEE T FRRE ThH -7, #EL T,
BNT162b1 3 L OVBNT162b2 & $12, HER L ORI O E > TR RSO HMEE R
FOEMEEN LR Lz, 2 BEEFE L & 202 KIRIE, BNT162b2 T BNT162b1 (2 bk L T
FE DO FEBUEE DM o 72,

BNT162bl

BNT162b1 O 9T O HERER L ORI Tl b 2 < S SN2 H OSITEERE (58%~
100%) FBXOYEF (50%~100%) THY, RO THEEE (17%~100%) , fHAR (8%~
92%) , HEFE (8%~92%) , BAIHEE (8%~83%) , ZEE\ (8%~58%) TH-o7-, EIKMIZ,
30 pg BETTIE, JEI708 1 [EIH B L2 [0l HEFES OPRE T, 67%38 LT 83%|ICHiE S
AU, BEURIE 1 [B] BB S L UM 2 [B] H HEEIL & B ISP D 83% THE ST,

FEEN, EZE, BRUK, MR, BAETE I L OVEAEGR ORI L T 1 B B MR L g
LT, 2RIAHEER TR -oTo, T TOMERR LOERERERICEN T, EL, ks LOT
D FEBBASE 1IN > 72

F & A LR (7561, 89%) MNEIEIENERE DL GEHE L, WWTHERE (60 4,

%) ORISR EN LD >, BEIEED G E O RG & ®d LI g 1 84 4+ 36
(43%) THo7=, 30 pg BETIX 12 B, R OER B L OMEBENS 5 6, HHIEN 44, IF

57, PR ds L ONBAER A4 3 41, BARIEGRES K OB 1 FICRD bl

1 FHBIO2MBEHZO SN ETXTEDLER L X, 2O B (FPIE) 135
1.0 HCho7-, 1 MEEEZB IO 2 HEBEHEZOZNZN 8 H] (11%) BXW4H6] (8%) %
brRZ, X COWHRE CEFIHIT 6 HE E TIZHA LT,

BNT162b2

BNT162b2 O3~ T O HEREF L ORI T b 2 < G SN 2S RISITETT (50%~75%)
BLOEE (25%~75%) THY, WTHEDEE (33%~58%) , AR (17%~58%) , B
i (8%~50%) , HEFE (0%~50%) , BHUBIER (0%~17%) , FHE (0%~8%) Th-o7-, H
RE9IZ, 30 pg BECIE, 1 B HEERER OBERE D 42%Fs L O 2 [8] H BEFEZ OHERE O 67% 129 57
DI A, 1 [EE L S KON 2 (8] B B O#ERE D 42% CER ANV EE ST,

10, 20 8K N30 ug BETIE, 218 (10 ug B LN 20 ug BETH 1 [BI, 2 [B] B ML) BEDMRD
Hivlz, 2 [F HEE % O, BN, AR, BIEEI X OVEARBOR OB, 1 FIEH:
flifg L LT L TE o 7o, T TO &R L OBEREICE W T, BLBLXOTHO
FEEBBERE IR, R EHSE SR o7z,

& A EOWERE (5341, 88%) NEIEENARED R GEME L, W THEE (22 41,
37%) DEHFIEOWEN Lo T, BEREENEE ORI E WS LI RE 1307 o7
(60 5l 6 B, 10%) . 30 pg BETIX 12 BIF, @EEORIE A 3 B, 35 £ 1T 2
B, L, EERIOBEENE 1 BIZRD Sz,

1EIHB X O 2 FIBERZORTKnE T X THEbE L &, 2HRISOFRBE (FRAE) 135
1.0 HCh o7z, 1 MBEEREZB IO 2 BE#EEZOZNZ 1061 (21%) BEOVS5 6] (16%)
ZRE, TRTOWRE TEFGIT4 A ETICHE LT, 1 ERB IO [ B 2 H®is
SAVT IR L OV 2 Bl B (e S B 2 1 (1 [ B ICITE S o) @
Frotfi (h9fi) 1210 B ThHo7,
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21.2. EEHESOWHE (BNT162-01 3B 2 1 #5545

KIBBROAEBRELOMEOZEME L O RIZ, M5.3.5.1 BNT162-01 1G5 AEHREE 12.5.1 HIC
ahdE L7,

UTOREEHEGOETIE, | BIEEEZOREIE, 2 B EBEMREE 2031 [0 B % 28 HIRFOW
TRV ETE L, 2RI ABEMEGOMERIL 2 B H % 28 HRFE TL Lz, AFHSL

(2.121H) BIUHEFEZOMNEIIRSHER X OREATEN (2.13.1 1H) 0L, E7HE
HOTIE L 72FS: (RUSREFESR) 2RAFFROMRE R LT,

ARE LT, | n A% KON 2 B %12 BNT162b1 358 X TUVBNT162b2 (2 OW THE &h
TAEFRLZOBIL, 10pug B, 20 ug BB XV 30 pg BN THICBWCHRIBRE TH -7,
BNT162b1 & b#E LT, BNTI162b2 (XIRERY 7 F o & B D & 5 A FEHFL ORBEE NMEN - 7=
(1 B BEfE%EOEN K LIHE TH-7-) . BNTI62bl £7-13 BNT162b2 [ZDOWT, JE55RD 7
FULEEOLIAERR, EERAERRILIILTICIDERT ILITEO LN oT,

BNTI162bl

TRTCOMER JOEREERICDTZY, AEFROFBBBEIT 0%~67%Th o7, KT

10 pg, 20 ug BL N30 ug BETIE, AEFRN 1 [0l BEREEZIZ 25%~33%, 2 [B] H %I
9%~36%DHERE Tl 47z (SAFB) . &K E LT, AEFZRD 36% TR Y 7 F 2 L
by LW sz, 1R 2 BIEEREEZ & HIZ, WTHOHERTHLEEOFEERFRIIR
OB T,

BNT162b2

TRCOMHEMB LOEREEEICDZY, AEFROFBBBEIT 17%~58% Th o7, FFi

10 ug, 20 pg B N30 pg BETIE, AFEFG 1 0] B EEREEIC 8%~42%, 2 [0 BRI 8%~
36% DR THE Sz (SAFB) , &KL LT, AEFZRO 8WMNEHRY 7T LE#H Y
EHIBT S AL7z, 10 pg BEO 1 BN 1 RO EEOFFEFRN 1 BIHEFEZICRO b (BEE,
BT 7 F o LR L)

2.13. BEHFSOMN (BNT162-01 3B 5 1 4554

AIRBROAEFS GFERIRDHEL LOEARGZER) |, IEBU 7 F o LBEOH I HFEFREB X
WEEOHEREROZEME L ONEHRIT, M5.3.5.1 BNT162-01 G RIE M E 12.5.2 THIZEH L
7=,

213.1. 1BV 7 F o L OREERE D2 WEEES (BNT162-01 RBR 45 1 FHE584)
BNT162b1

1 HEENG 2B FEZF1EH QEIBEMZ LOLGE) #HE % 28 HIFE TR LN
BEFRGOERGERRDEIL, — - 2FEEL LOBRGMAOREE (10 #], 12%) ,
FRFEE (10 6, 12%) , 725N RS, HMEid X OMERRE 961, 11%) Th-o7,

—f - EHFEER L ORGMALOREICHF SN D ERAEFEFR AGE) 1 JEFEARIE (5
Bl) ThoTo, MRREEOLZRAERESG (EAGE) (38RB LORM-TaiORE (Zhth 4
Bl L3 f]) Tholz, MWREE, Ml XORRES O ERAERR LA 1T &

O H RS (% 4 61) Thoiz,
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BNT162b2

LA ARG 2 BIH £ 1B E QEAEREZR LoRE) #% 28 AR E TSRO bk
AEFROTRGENRIEL, K - £FEEHERL LOREGHMLORE (76, 12%) TH-
Too —fR - EHE kiU&ﬁ%ﬂ@% SO SND ERAEESR (AT 1 3ME 22
firdm 26l ThoT,

2132.1BR U 7 F U LEEDH 2 AFEES (BNT162-01 3Bk 55 1 f858%)
BNT162bl

| RIS 2BIHE 2T 1 BE QBIEHBER S LOLA) #EfE% 28 HIFE TIZRO L
BT 7 F L EBEOH 5 E R AEFS (KONREFRLEET) OREMREL, —H -2
BEER L OGN OREE (58 61, 69%) 72 5 ONIHRE R E (MﬁJ«%)f@oto—
W s 2EEERS LOBRGINOREICEIND ERAERES EAGE) 1L, 1vr7rmod
R (46 f5)) , FESHTAIEOS (42 61) B OYETT 0 41) Thotz, MRRREED LA E
=G (FEARGE) 135 Q8 f) Thott, KINFEMEFESERWSGE, IRRY 7T LEED
Dk%ﬁéﬂtﬁ$$%i BHEHFHLED 36% T -7,

BNT162b2

| BN 2BIHE 2T 1 BE QBIEHER: LOLA) #EfE% 28 HIFE TIZRO LT
BT 7 F L EBEOH L E R AEFS (RONREFRLEET) OREMREL, —H -2
HEER L OGN OREE 376, 62%) Thotz, —i% - 2k %;U&@%ﬂ@%w
I N D ERAFEFS GEARGE) 1X, FHBAL G4 6]) BLOS 7= FERER
(1561 Tholo, KISHEMEFREZRWGE, IRV 7 F U LBEEH D Ll s AEHR
BIIEHEFERD % TH -T2,

2133. BEDAHEES (BNT162-01 RER 5 1 1854))

BNT162bl

1 E#EENS 2BB F21X 1 EEH QREIHSEMERR LOLEE) #fitk 28 HEFE TIZRRD b=
BBRU 7 F U LEEOH D EEmEORERSR (KGFRMEEREETe) ORERIRSEE, —

% - EEEES OGN ORE (46, 5%) Thotz, 10ug, 20 pg BLV30 ugﬁif
10 pg BED 1 BICEEDHEEES (7 PRRRB) 232 [Bl B BERE%ICRE LT,

BNT162b2

1 HEEMENG 2 FIE X1 EH QEIHEMR LOSE) % 28 AL TlIL, 1GRY 7
FULBEOH L EEOEERFR USRMEFESEET) IO Lo, B bz 1
O FEEDOHFEFRGIL, HEHKRB L O GEMEEOSRERRPEOHTH THY, 10 ug #
OWEEREC 1 Bl B HEMZ IS S GRBRILY ERIZIRRY 7 2 LB U &) .

214. 8, BEERAEES, RAMICEELEZBRBRPEBICZEFOMOEERFEES
(BNT162-01 3B % 1 FHE %)
L, EEARAESRS, LEMICEE LB IER L OF oo BB HERR O M X
OV 31, MS5.3.5.1 BNT162-01 /GBRFFEIREE 12.6 TAIZFC#H L 7=,
2.1.4.1. 1= (BNT162-01 3B %5 1 FHE4)
—X 71wy A7 H (202048 H 13 H) F CTIIAIBR T LITRD L2 o7,
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2.1.42. BEERAEEES (BNT162-01 3B £ 1 f5545)
F—2Hy hFT7H Q02048 H 13 H) FTICAIBM CHERAEER IO LN -1,

2.1.4.3. ZEMIZBE L7-158R T 1E (BNT162-01 38k % 1 fHE64))
BNT162b1

10 pg BED 1 BINEEHERIC L VIRBRZ I L (B, BBRIYERIC LV IERY 7 F b
BEMEZp L &b

BNT162b2

10 pg BED 1 BINFEFRIC L VIRBRE PIE Uz (LIREER, JRBHYERIIC X 0 iERY 7 F
& B U &)

21.44. BIZEB T REXEEES (AESD)  (BNT162-01 3REx 5 1 #8554
T—XJwv hA7H (202048 A 13 H) F TIZT AESI (1.1.1.5 ) [FRBD LR oT-,

2.1.5. R EMEOFEM (BNT162-01 RBR 55 1 FHIE4Y)

AIBBROE 1 FHER S OEG IR A ST O Z5 B L O%ER1E, MS5.3.5.1 BNT162-01 155R#AFE 5 &
12.7 TEIZFR# L7z,

MEAAL R O ORIUTENTH - 72, BNTI62b2 1 ug BED 1 I TH 8 HIZ C itk
HH (CRP) O®f7e EHRADNFRD HZLSMNE, BRRMIICEROH 5 BEITRO e o
Too THUD ORREEIL, EOBROKGERFCEEMEIZRE Y, BRI EITERO bk ol

[ﬁl{rﬁ?ﬁ@@ﬁfu»u p) roj/bﬁ_ffdfﬁ'ﬂ: , 1 IEI E%%ﬁﬁé 1~2 H Hﬂﬂ‘: \—u»u &) %7}%71 ) //\ﬁz@ |‘
DD ThH -T2, ZOWIE, TOHOKEE (B8 H) F TITAMEMICEIE L, KRR EE
SBBIE TR Do e, FHERBIED AGHIFRD Do T, MRFARAE D R
wOFRBL iiﬂm% D, RIEROMIZ BNT162b2 10 pg, 20 ng 35 LN 30 ug DR Z 5 T I gEBRE
THRINCER D H 2 MK PRI AR O REITERO b gho T,

PREBEEMEERE SN DDA TRO I D, BRIRIIZERD H 2 RE TR 5o
71.0

2.1.6. XA ZNY A v, BEFTRE X OREMICEEST S ZOMOFT R (BNT162-01 RB 41
FEERST)

AIBER O 1 ARy O FIRHIFT R OFERE L OSSR 1E, MS5.3.5.1 BNT162-01 155 ATE#RS

12.8 THIZFEH L 7=,

WL OMDISA XV A DB DTS HALTZAY, BNT162b1 BED 5 6 TH 2 HIZEED BTk
FEFEITEEORE EFEZHRE, WINbLEKRMICEROSH 2 BE Tldhol, ZhH D
FHRIXERY 7 F o LEEOH D FEFR LM I, KRO EFITZE D% OKEERICHEMIE
WEEATWEMEEICR - 72,

27 V== FREE TR ORI BRR VI E R D & 2 L ERIPT L £ 72 XS IRBIRT 7 &
i_\‘bf‘:%&sﬁ% u»u&)ﬁgﬂfcﬁ?ﬁ")to
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2.1.7. #5858 (BNT162-01 3B &5 1 FHE45Y)

FIH ik T 5 BNT162-01 iRERDE 1 AHER S DAL FES LV, BNT162b2 1% 18~55 D
R ANICBNWTLET, DOREMITTFEFRETHY, T L2WEZEMAT LIERO 5
Mo 72, BNT162b2 O AN W SUGSFEMER X OE EH R ORBSEE S L OEEE N EHT
HIRADFRD bz, FUSFEMEOEIEEDIF L A SITEENS PEETH Y, BEEAITEIM
THAL, AFEFLT 07 7 A VB L OHKRREORE RO b LEMEICET 2 RS R I
o,

2.2.C4591001 3B (5 1 ¥B¥4D)

T2y FATHETIH/ONIZZENT — 5%, 1 RIAB L2 HHEEZEOUTIRT
Bx Ipi R TERT D,

o 1TSS DYU ZF L AMEMTEH D BNTI62b1 38 L UV BNT162b2 DL DOFE R « W4
JE 10, 20 B X N30 ug T2 RIEERER | » AREIZT—% > MAT7H (2020
HF8H24H) £T

e 20204E8 A 24 HDOFT—4 M1 v b A7 HIZHS< BNT162b1 100 pg BEF i 022 4D
FES 1 BB EERERR 3 W E 7L 2 B BB ORI E T
BNT162b1 100 pg BEDOF g (18~55 %) DOHLERE 1L, IRC OHIEHIZHE > T 100 pg D 2
[B]H X 100 pg DRV IZ 10 pg DEEFE A 21T T2, T—% 0 v b A7 B OFEST, 100 pg
FED 12 B 11 1173 BNT162b1 O 2 [El B4 10 pg TAF 7273, REEZFOR R Tl
2 [B] B R OFE R ITHE DTV,

e 2020411 H 14 BOT—% 71> bA7 BIZHESH 1 FHES BNT162b2 30 pg BEO L5k
FH T2 AR 1~4 5 ARFICRBLL AT FRE LOEERAFFRORNEY
#

2.2.1. RISFEME (C4591001 3RBR 25 1 434
1B BB L2 B BEEME% 7 B RO RSE M OR £ 2R,

2.2.1.1. BFRUG (C4591001 3BR 45 1 F835>)

C4591001 FRBR D 1 AR5 D RPT R D FEF KOS F41% M5.3.5.1 C4591001 JRBRKIEHiE &
12.1.1 Tz #E L,

{RAIIZ BNT162b1 & BNT162b2 O i fERERS L OV e & miinfg o Wk g o 9EE <, i
H % < RO LN RPTSIZESFNER TH 0, IR I OWEIRO R BB (XM & b
(KD o 7o, Tz, WEERRE & SIS RFTS O BAERE X m g CHE e I TR, @A
B TEVMEA R bz,

BNT162bl
JRBFTROG DR B F5 K OB -

FEE 2B\ T, BNT162b1 O 1 [0 BB 7 B LANIZE S % < #iiE S V2 R AT OGS VRS
JEIR Cd o 1o, TEHEERRIL Y 7 B REETIEERO B2 57283, 10 ug 235 30 pg I &N
BN 21228, EFERAEIR ORBME L 761 (58.3%) 75 1241 (100.0%) & EF- L7
(Appendix C Figure 6) . F&7R1% 30 pg #£D 2 5] (16.7%) (&, MEARIE 20 pg #ED 3 41 (25.0%)
BEO30pg #HED 2 61 (16.7%) ([ZHiE 72, 100 pg BETIE, FSHEAERE [12 4
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(100.0%) 1, HEIE [SH1 (41.7%) ] BXO%HR [4 6] (33.3%) ] BHEST-, EEENS
BEDTESTERAEIR N 151 (8.3%) 1T Havz (T : IRC DIREICHEYY, F D% o 2[5 H D#E
FEIX10pug OHEE L) &

FWREIC VT, BNT162b1 @ 2 [8] H B 7 A UNICE: S 2 < 5 S BT RS RS
KR ThY, 77vREE2 6] (222%) (ZxFL 30 ug BETIX 12 ] (100.0%) Tho7-, Rk (2
B, 16.7%) L OVMEE 3§, 25.0%) (%30 ug #HETHRHE < (Appendix C Figure 6) , 77k
REETITHE SN2 oT,

FHREIZ T, BNT162bl O 1 [ B M 7 HUWNIZE S 2 < #is S 72 R FT BSOS X E S ERAL
KR ThHY, 20 ug BEB L O30 pg BETHK 1161 (91.7%) , —FH7 7 BARBETIE 16 (11.1%)
TH 7= (Appendix C Figure 7) . FIRITFRD HiLZeino 7203, FEIRIL 30 ng #f CThe b R BBEE
NE< QB 16.7%) , 77 BREETIIRAL LOMERITHRE S oo T,

BNT162b1 @ 2 [l H4£f6 1% 7 H LANIZE & £ < it S V2 BTG I ZES AR R Th 0,

20 pg BERB KO 30 ug BETH 9l (75.0%) Tho7o, FEEOREBMEE L 30 ug THrbmE<< [34])
(25.0%) 1, 20 ug B L N30 pg FETITFRAR [45 161 (83%) 1 AiEIhiz, 77 AT
ITFRIRE L ORI S S e o Tz,

WEEEIZB VT, 1 [EH 3 KON 2 [\ B EEFE% O RFTROG D EELE DI & A BT b 8
ThY, Zb— R4 (EMmzEN TR dH 2) ORFTRONTRE S o,

AR E LT, BNT162bl BEOM4E#E CHERNTNIER Nk H %< (58.3%~100.0%) , FEIR
(0%~16.7%) B LOMEE (0%~25.0%) (T2 o7-, HHITRERE LT, RFTMLDORE
BEFE X TR I e U TR <, JRFTAUS OISR 138 AT L0 mVME A A3
Hivz,

FEBLA I LU IM

FREIZFBUV T, BNT162b1 % 10~30 ug HET 1 [ HFB L O 2 [0l B 72 5 TN 100 pg D
1 [5] B R OVERAER OFBLA  (PIfE) 1355 1.0 B (BN H) Tholo, EAFRBLIW
TEAROFEL R (FRAE) 1 XT_XTOHEERETHE 1.0 B 65 3.0 HOR TH o7z,

REEIZIBWN T, RO ORBLR (P IE) 1T X CoOHERMO 1 [BIH %, 20 pg ##
BLOR30Oug O 2 M EHEMEZTE 1.0 B BEHESH) THY, 10 ug BED 2 [0 B HFE % O FBL
H (FfE) I35 15 B CThotz, BIROFBIAN 2 B HEMEELF4H Q0pg#E) BIOES
H Boug#f) ThooK 1 HlabE, BFEEFIIERORBFISOREHE (i) 19T
OHEHTEIOHENLEIOHETThHo T,

ST E T X TOHERB L OHEEZ B U T 1.0~40 B (FreiMofyfm) %“IicmikL
776

BNT162b2

JRET IS DR BB EE J5 L OVERAEJE -

FEE 2BV T, BNT162b2 O 1 [0l BB 7 B LANIZE S % < #iiE S 2 BT RS VRS
EIRTHY, 30ug BED 1 A1 HBEREL 1161 (91.7%) Thb % h-7= (Appendix C Figure 8) , 1
[E] HBEREL I 30 pg BED 1 651 (8.3%) THRILL-ESENIERMOEEHE ITEHE CTH-72, JEIR
BLOFERITIZEALLHE SN o7c, 2RIBERZICEBWNTHRDZ S SN RFTRG
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TSI CTh D, 20 pg BEFRB KN30 pg BETH 10 41 (83.3%) , — K77 BAREETIZ 2 41
(222%) ThoTo, BARBIOERIZ T 7 BRI Z2EO VT NOHBERCTHLHE SN o
776

FERIE 23T, BNT162b2 @ 1 [8] HFE% 7 H LANIZ T T O H B TSR R S il X
A, 30pg FETHRbmMN2T (75.0%, 961 . WTFHOHERIZIH W T HHEIRE X OVEIRITH
HEneho7z (Appendix C Figure 9) o JRPETRINI T 7 B ARBETIIHE SN eho7z, 2EIH
PR O FEFRAETR X 30 ug BET 8 B (66.7%) THY, —H 77 REILIF (11.1%) T
bolz, FRBIOMRIZY 7 EREIHEZEZDOTHUOHER CHlE SR o7,

ARSI\ T, 1A H B KO 2 [\ B B O JRFTRS OFEEE OIF & A EITIREN D P
THO, ZL—FK4 (EMEEPTIREERS D) ORFTRISITME SNRhoT,

AR L LT, BNTL62b2 BER L OV EEE CIEFEIER A i H %< (33.3%~91.7%) , FiR
(0%~8.3%) BLOMEIE (0%~16.7%) 1TV 70 o7~ JFTI e DI BB | X 5 g
WZEE U TR, TG OSBRI T m R T L 0 SV MEM RS ST,

FEBLA I LU IM

FHhBIZBWT, RFTROCOFRELR (FRME) 1%, W HERIZESW TS BNT162b2 Bf#
%E10 R (MY A) ~%20 A CTho7o, mEIZBWT, RATRUCOFRELR  (F Juff)
L, WTFNOHERETSH BNT162b2 O#:FEZOF 1.0 H Y H) ~FE20HETho7o, H
FTROSIIE L T L, T X TOHEROE | L O EmE TR (R fE) 13X 1.0~2.0
HTh-oT-,

2.2.1.2. 25t (C4591001 3Bk 55 1 4By

C4591001 RER D 1 AHE 0 D25 BRSO FEE K OWE B IE M5.3.5.1 C4591001 JRERMRFEHR S &
1212 HE|ZE#EH L,

BRELT, | BIEEREZ 7 BUNIZR D Z<RBO N2 KNE, L TBNTI162bl #EDOH
g ks X OV B 72 © ONT BNT162b2 BED EilifE T 97 TdH D, BNT162b2 BEOE g Tl 57
BLOER Ch o7z, 2 E LT, 2RI BEHERE% 7 BUNICRED b2 K%, BNT162bl

BEOEME R L OGN E IR & b2 <, BNTI62b2 FEOFHE I X UGl E Tl s 25
HE <O BT, EEIME L C 2 (8] B BRES CRIEE N E <, BNT162bl # T BNT162b2 £
X EoT, 2 B BEEMEE OBBOIBAERL X, BNT162bl FEOEEE T BNT162b2 BEO &
JE XY bEho7-, BNT162bl BEE L OVBNT162b2 BEDOW4ERE & H1, 1EBEBION2 [ HBE
T DEH OGO E A EOBEIEEITRENS FEETHY, 7L— K4 (EmzEnd et
NHD) OEFIGITHE SN2 hoTz,

BNT162bl
EH RIS DOFREBUAIL R L OEAE :

FHREIZI T, BNTI62b1 @ 1 [BlH#/#% 7 B UNIZHR b % < @5 SN2 S ITEY Th
D, 10, 20 BE 30 ug BEOZNEI 41 (33.3%) , 84l (66.7%) FL V6 #l (50.0%) TH
&N (Appendix C Figure 10) , — K7 7B RBETIZ 261 (222%) ThH-o7=, 30 ng FETHEM
[6 61 (50.0%) ] FLOVEFE [74] (583%) ] G, HENL30ug it E TOXMHERT
16 (8.1%) AT Thole, 7T BREETIIIWMA 161 (11.1%) THE Ii, FEEdS OV
IEHE S o7z, 100 ug BECIE, 3857 [10 61 (83.3%) 1, A [9 %1 (75.0%) 1 , 3
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(10 f5] (83.3%) 1, F&#h [6 4] (50.0%) ] 23#iE 41, 30 pg Bf & Ml U CRWRBEUAE T
%/)7}:’_0

BNT162b1 FEOF R O 2 Bl HEHEH 7 AUNIZ, b Z<HE SN2 RISTIERCTH Y,
30 ug BED 12 61 (100.0%) ([ZHE S, 77 BREEORE IR0 oT-, £io, IR I OHEE
2330 ug BETENEI 1041 (83.3%) B8 B (66.7%) THE Ihlc, FEED 20 ug B LY
30 ug HECTENEN 1T%B L 75% THE SN, 77 8RBT, N2 61 (22.2%) TH#
HEh, BB IOERIRE SR ehoTz,

slifE T, BNT162bl O 1 [HIH#FE#% 7 ALINICR © 2 < SN 2F ISR Th Y,
20 ug FERB L O30 ug FEDZNZ4 761 (58.3%) L6 4 (50.0%) THEIh, —FH 7 7%
AEETIX 4 61 (44.4%) T 7z (Appendix C Figure 11) , 30 pg # Cl3sas [6 i
(50.0%) ] BELOUEFE 2 4] (16.7%) ] s iy, B [3 6] (25.0%) ] 1L30ug BECTO
FEINTZ, 7 BREETIE, EBIE 26 (222%) 1 AEE S, SR L OREAIIHE S
N otz EEOEEINIIMARE (20 ug B, HREZBIC X 29%50H) BLOYEY (30 ug
B &1 BIBEHE Sz,

BNT162b1 @ 2 [a] H#£f@1% 7 H ANIZE S 2 < S SIVC2H ISR CTH 0, 20 pg Bl X
W30 ug HOK 9 (75.0%) THE SN, —F, 778FETT1IH (11.1%) ThoTo, #
1L, 20 ug BED 761 (58.3%) BLO30 ug BED 4 51 (33.3%) Tl Sz, FEUL 20 pg
D 6 il (50.0%) FL N30 pug #ED 441 (33.3%) IZFRDH B, 1451T 38.9°C # 40.0°C LL T DI
AR ONT, T RREETIE, TN 2460 (22.2%) THE I, FBEI JOVERETHRE S
NN o7,

AR IR\ C, 1R H B L2 (8] B EEME O RIFT RGO BEAEE DIE & A EITIRE ) S P E
ThY, ZL—K4 (EmagrTEEnd d) ORFTKGTHRE SN oT-, ElElc

BT B D 2B RS I A W8 12 bh T X 0 RS )N DI BB DMK - 72,

*

1[5 B B2 100 pg BECA LN E2H SO RBMEE R LOBEEE N K bm -T2, £,
fREN BRSO G, WA E CH &R L OB OB > THEIN L7z, 207e®,
IRC |35 8 DOHEBERFE |2 100 pg @ BNT162b1 O 2 [B] H OFEREA{THRNZ & & Lz,

FEBLA 3 LU M -

FiE 23T, BNT162b1 10~30 pug B 1 [A1H 36 LU 2 [BI H B2 #% 72 & ONT 100 pg #F0> 1 [H]
HERG OSHIGOREA (FRE) 13, ISEAERNE 1.0 H BERYA) ~%H20HTH-
Too BZEAEDRERISIIMEL T 1.0~2.0 H (FreHil o IuiE) %ICHE L, 550 1 [E
H R ORHEIR (FOf) (X 10 pugBECT4.0 BB X N30 pugBET2.0 A THo7m, BEAB L
OEZEO R M (i) 1, 30ug#ET1.0 A TH -7z,

BB IR\ T, BNT162bl O _T O FREEED 1[5 B8 £ 7213 2 (1] B #55% O 25 S D%
BEH (PRfE) 1ZEAERFHEIOA~EISHTHY, FEALEOEEKSIHL T 1.0~3.0 H
(B M o P Rfl) 1212782 L7, 30 pg BEO T O FEpEIR (hfil) 12 1.0 A Th o7,

30 ug BAEOHEFZEDO RN (POl 1%, 1 BIEEER%ZO 2 41T 2.0 B, 2[EIHEMEEZO 4 4T

1.5 HTH-T,
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BNT162b2
EH RIS DOFREBUAIL R L OB :

FRIE BT, BNTI62b2 @ 1[5 BB 7 H LIS b2 < s S =28 KOG ITEES 4 4
(33.3%) ~6 %1 (50.0%) L OYEF 36 (25.0%) ~54] (41.7%) THY (Appendix C Figure
12) , —hF7Z7®ARBETIZZENETN 3B 33.3%) THhotz, FE 24 (16.7%) 1 B IO

52 [46] (33.3%) 1 (30 ug BEOATHE iz, 30 ug BED 1 FlZ HEER OBEERER H Y, 1

mIHEERE% 7 B BICEEDO IR a#®E Iz (22341)

BNT162b2 @ 2 [AlH#fE% 7 B UINIC A S 2 < G SNe 25 ISIE, 97 T 20 pg BB LW
30ug BEENEIL T 1] (58.3%) BLN9 B, 75.0%) \ZHE S, —H7 7 BAREETIES Hi
(583%) Tholz, 30pg FETITETH [8 4 (66.7%) 1 , FIHE [741] (583%) 1, MilIE
(761 (583%) 1 LU 241 (16.7%) 1 PGSz, ZNHEOHFELRDS L, FTER
BECIIIEY (541 (55.6%) 1, B89 (14 (11.1%) 1 RO [14] (11.1%) ] PHES
, SRR O®RE TR0 o7,

I\ T, BNTI162b2 O 1 [a] A4S 7 B UNICE b % < B SN 28 RIS S T

20 pg BEB L OV30 pg BEDZER 4 6] (33.3%) FBEO3 B (25.0%) THEIHN, —H77E
REETIX 261 (222%) Toh -7 (Appendix C Figure 13) . 5HiE (3 f, 25.0%) , M= (2 4,

16.7%) B L OWRYE (161, 83%) 1X20ug#ETHR O EMNoT2, TILHLDFERDH LT T &R
BECIIEm (161, 11.1%) BLOWRI (261, 22.2%) @& Sz, BEUTHE SR o
776

BNT162b2 @ 2 [l H#£fE 1% 7 H ANIZ A S 2 < e SAVc B RISIE, JE57 T 20 pg Bl L
30 pg FEDOENZIL 6 B (50.0%) FBEUNSH] (41.7%) THESN, —FH 77 BRBETIH1H]
(11.1%) Tohot=, FAMIL 20 pg BL O30 ug BHEOZ N 4 41 (33.3%) I L O3 4
(25.0%) , FHATEFS L ONEFEIL 30 ug BEOZNE 3 61 (25.0%) L2441 (16.7%) , 3
BT 30 ug BED 161 (83%) THESNZ, ZNHOHFELDHI L, VT HRHETIHERBLW
PR A4S 161 (11.1%) THE ST,

TR IC BT, 1 RIA B L2 B B %O KIS OEREREOIE & A 8 VTR 5 i
Thh, Z7L—F4 (EmEGHTEERD D) O ISTHRE Sheholz,

FEBLA 3 LU M -

FilnfE 2B\ T, BNTI62b2 DT _XTOHERED 1 [BIH F721% 2 [0 B B2 O 5 RSO3 B A

(Fofil) 1%, IFEAERFEIOR~FEL40RB ThHoto, 1TEATORTIGIIHEL T 1.0~2.5
H (Freeif] o R fE) #ICHE Lz, 30 pg BEOREGS X OVEZ OGN (FhRE) 11 1.0
HTCohoT-,

EEIZ BT, BNT162b2 O3 _TOHERED 1[5 BEERE £ 7213 2 [0 B #:ff1% O 25 RS D FE

A (FRE) 13515 B~52.0 BOBTH 7223, 10 ug BED 1 [8] H B O 25 RSO %

BHA (hRfE) 13855 B ChoT, IFEALEOLERIGIIL T 1.0~3.0 0 (Figiio i

E) IR LTz, 30 pg BEORENO R (R Jefi) 1£1.0 B, FEE Qf#)) OFHiiH
(Ffl) X2 B CTH-T-,
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222. BEESOME (C4591001 KRB 2 1 f855)

AJRBRDE 1 FHER5y (BNT162b1 100 pg FEO#ERE 2 5 Te) OHEZEEROMEDOREMI L O R
I1Z M5.3.5.1 C4591001 VB FEIR S E 12.1.3.1 THIZFLHE L 7=,

1 [E] HEERED D 2 [B] B EFERT £ TICRO DA EFHG 2 24 L2 BNT162b1 100 pg #EZBR X,

| BREMNOT =Xy A7 H (2020458 24 H) £ T _uu&)%htﬁf\f®ﬁ£$§%
& U T AEMF L O E COVTTATORRBOIHNCED T, SBIT, F 1S
BNT162b2 30 pg DR A S T TR ISR DA HFHLO RHHEUEHA [2 [F E@@O)

1 5 HED584 » A% Q020411 A 14 BT —4 0y b4 7 BEAE) 1 OfERZEHL
7=

SRE LT, | MEEEZOFEFRROBEMEEX, BNTI62b1 #EOLENE (41.7%~50.0%) ¥
FOERE (25.0%~583%) 725 N BNT162b2 BEDOE#nE (33.3%~41.7%) & sk LT,
BNT162b2 BED EinE  (8.3%~25.0%) TIEKh -7,

BNTI162bl

HhE T, 1FIEEERE Q0oug £T) %, 561 (41.7%) ~6 i (50%) I[ZHEFEEFRNRD LN
SR LT, T BREETIZ2H6] (222%) THot-, BBV 7 F L LEEDH L HEFELD
FEEIBEE X, BNT162b1 OHBEOEINILE-> THEML (25.0%~50.0%) , 30 pg BETIE 6 4
(50%) IZIRBRD 7 F o EBEDOH 54 EFEFRIRBO LN, 30 ug HED 1 6] (8.3%) (ZHEED
HEHEG B NEOLRE (22341H) |

100 pg BECIX, 1 [BIBEEM% S 2 [BlBHEMERTE TIZ 86 (66.7%) I[ICHEHRZNPRD LD
WX LT, 7T BARBETIZ LA 333%) Tholz, BT 7 F o LD B HHEELD 6
(50.0%) (2O L, 161 (8.3%) IEEDOHEFESR (MEIRIESE) 2380 bz (2234

H) .

EERETCIE, 1 BB EERE, 30 ug BEO 341 (25.0%) BLOV10 pg BB LU 20 pg BEOZ NN
761 (58.3%) ICHEFERBEOOLNT-OIZK LT, 77 BREETIL46] (444%) Thoiz,
RO 7 F o LEEO B DG EEFLN 26 (16.7%) ~4 1 (33.3%) (ZFBH DAL, 20 pg BETH
BUSHE DS e bR o7, 20 pg B (HRIRIEZ) B LU0 pg B (7)) 0% 1 Bl EOREF
ERRD BNz (22341H)

WTNOFMETYH, EERAERER, BRPLEICESTEAEFLRB IO CITRO LN
noilz,

BNT162b2 : 2 [al H#EftE 1 » HFEE T

FEETIL, 1 BB, 46 (33.3%) ~5H (41.7%) ICHEHERPRD HNT-DITHK L
T, IT7BARBETIEI2H 222%) Thote, IRV 7 T2 EB#EDO & 58 EFEFLD 2 Hi
(16.7%) ~4 il (33.3%) IZ@RD B, 20 pg HETREBE N K bRENo7c, 30 pg HED 1 I
BEOFEERS (iR NRHohiz 22341H)

mlnE TIE, 1 R HEER%, 16 (8.3%) ~3 6 (25.0%) IZHEEFERPEO LNT-DITHL
T, ITEARETIE 26 (222%) Thol, BRYV 7 F U EEEOH L HAEFEERNZO LT
DI, 20 ug BED 141 (8.3%) DA TH-7-, 30ug ikt (HEHE) BLOT 7R (MR
=) O 1 PNCEEOFERESENBO LN (2.2341H)
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WTFNOFETYH, EERAEFSR, BRPTIECESTEAERFLB IO CITR O LN
Nl

BNT162b230pug : 7—X 1~ b A7 H (20204F 11 A 14 H) FT—5 1 A

2 [ B R 1~4 » ARFOBBFAERIMT (F—% Dy bA7H 2020411 H 14 H) 12, 1
HEOEENSEERAERS (FMERTORIMIC L 26%) NEmE TR b 2.23.1
H) , 2 HEEM 1 » A% 20208 H 24 H) 26 2B BEEMEN 4 » Atk (T —% v 47
H 20204 11 H 14 B) £TIZ, HEE I35 ICEOMOAEERIIRD SNRDo
776

223. BEEZOMENT (C4591001 RBX 55 1 F8E%)

ATEEROG; 1 AHERSy (BNT162b1 100 pg #EOHERE 25 Te) OAFERS GEREHIRIEE L U5
ARFER) , IRBRU T LEEOH L EES, AN EEREGR O NCEEOEEEFROF
Al J OV A M5.3.5.1 C4591001 {RBRiafE A & 12.1.3.2 BUZFE#H L7,

2231388V 7 F 0 L OREEMRERDZRVWEEES (C4591001 B F 1 185 5)

AR LT3 BRI R S E R L OREATEN O EFLOMEIZIE, 1| B MG 1 B 3
#% 3 AR E 720X 2 [0 H BT E TSRO SN A EE S 42 25 L 72 BNT162b1 100 pg B4 KR
X, 2T R HEEED 2 B HEMEE 1 » HRE TORERELEE DT,

Bl E O BNT162b1 s L OVE b O BNT162b2 BETlE, EARAEFROEENIRSEIL, —
W - RHEEL LU GV ORETH -7, #iln BNT162b1 #£TlE, FRAEFROHEEN
KOFTIHEEREETH Y, BNTI62b2 FEO EiliifE Tlx, MREREETh 7=, LT, 1AL
DOEFEFG (ARG IFH 2P TORBTH 72,

BNT162bl

FE T, 1 RIEERED 2 M BEM% 1 » ARFE T2 30 pg BEE COMEREIZRO b+
RAEEESZOIWENRSHET, HBEECTH7- [FHE260 (16.7%) 1 . 20 ug BEO I, T
HEHEG (AR 38R 36 25.0%) 1| Thotz, TOMODEERERIL, V7 HREED
G, WITNLERE2HILL T ORI TH -7,

100 ug BETIE, 1EIEEEME) G 1 [0l H#EME% 3 HERFICRO DN ER B EFELOLRE BIRSHE
IR E (341 (25.0%) 1 THV, ERAEFFES (GEAGE) FEREE 36 25%) 1 T
Hol-, TOMDODAEERELL, YT BREELED, WINL 2B TORRTH--,

B T, 1 BIEEEEG 2 R % 1 » ARFE TSRO O ER A EFRLORE IR
BHIX, B 2HEEBLIOEGHTNMORETH 72 [10pug B : 16 (83%) , 20 ug £ : 2 #
(16.7%) , 30 pg B : 34 (25.0%) DFF6H1] . WTHOMHERTHEEFIRD bNTAF
5 (FEARGE) 1 T7emoTz,

BNT162b2

FiliJE TR0 DA ERFRROTREENREIT, M - EFEEFEL LOREGEHORET
bV, EHBAEIR I X OVERENALHE RS & 47z, WO &R T HERHIEO b
AEHEFEL AR 32T,
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FEE TR LN AEFRO LRWME N ROEIIMRREETH Y, 30ugfE (ALBEHRIE)
BLOT TR (MREREE) T 1R bR, WTHROHEHETHLEEBNICED D
Ni=HEFS FEARGE) 320ho7-,

BNT162b230pug : T—4 v bA7H (Q0204E 11 A 14 A) FT—5 L Y

2 [BlHBEFRTL 1~4 » HOT—XH v v47H (20204511 A 14 H) £ TOEHGHIET,
BNT162b2 30 pg HEABIE D 1 ISR SEERAEFS (RK) 2 1RO bz, R
FOPEBLOWREIZL Y, REQITERMEEEE L TRV, THERY &AM R 23165 T

(MERTORM) LB 525, RRU 7 F 0 SIXBENR 2 Lk L, T oMoIEEE A
HEBREOTa 7 7 A )VIEER IR T,

2232. 78RV V7 F U LEEDOH HHEEES (C4591001 3B 5 1 #835552)

BT 7 F o LEEO S HHEFRO T2 BRI RS, Eiml X OEE BNT162b1 B &
BNT162b2 BEDOF g Tld—fi% « 2FEER L OEGIEALORETH 7=, BNT162b2 BED &k
JETIX, WBBRU 7 F o LEEOH D HEFERIL, 16 (8.3%) ISR OLNTZELORLTH T,

BNT162bl

FiE CRO ONTIRBRY 7 F o LREO B 5 FEEFZOERIBERNR L, —i% - 25
B IO G OREE GRS, B, I, f“jyjbotU&%Jr%u@H% Thol,
30ug BETIRBR T 7 F 2 LBE O H 58 EFRLTH HHIRE L OB ZEN 2 6] (16.7%)
IO LT, TOMDIEERY 7 F 2 LEEOH 2 EFRIL, FHEMT2HLLTORE
Tholz,

100 pg #ETIL, {L‘%U7%/&%L®%éﬁ£$%®£iﬁ““%ﬂlﬂt VHEITEMEECTHY, BE
ARFEZEM 341 (25.0%) 23RO BV, FTOMDIBERT 7 F 2 CBEEOH 2 HEFRIL, %24
PUF T s,

FEE CRODNTIRBRY 7 F U EEEOH A HEFRO BRI IE, —i% - &25E
=B KO GEALOIREE (r%ﬂ FEREALN L, FESEE R B J:UGET%H@H%) ThoTz,
WO HERETHEBPNRO GNIIERY 7 F o LEEO S D HEFS (FEAGE) 1372
Nolz,

BNT162b2

FHNE CROONTIRRT 7 F o LD H 2 FEHRO ERGE RS EIL, —% - 250
EE KO GEALOIRTE (E%T*Bﬂf”fj’oJ:U\E%?L*Mi%ﬁxi) Tholz, 7 7"Zﬂ‘ﬁ$% @,
WO HERETHEBEPNRO LNTERY 7 F o LEEO S DA EFS (FEAGE) 1372
Mmool

EE CIL, 20 g BECTIRBRU 7 7 EREOH 52 FEF G THLEL 16 (8.3%) IR 5
niz,

BNT162b230pug : 7—X v b A7 H (20204F 11 A 14 H) FT—5 1 A

F—EKhy bA7H Q020411 A 14 B) £ToO2 [BI RS 1 » H~4 » AR OBYRGEA T
X, BBV 7T LEEO B 5 HERFREIRI LRI E SN o Tz,
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2.2.33. BRI EES (C4591001 B 2 1 f855)
BNT162bl

HWETIX, 20 pg O 1 B #EFER, 1 BICRIRRE EHR Th 28505380 Hit7z, 100 ug
FECIE, 1B BB SRR E RS 000 D RE 1L o 7,

milniE T, 10 ug O 1 BIH AR, 1 BICHIRFRAEFR TH DIROEEET 1D 6T,
WFNOFERE TH, 2 BB AR IR ERRDEED b NI FERE 1TV o7,
BNT162b2

FnIE T, 1A HEERE, 3 IR E S (ESHMACAEE (10 pg #F) , BRFETEZE (20
pg ) BLOESEAER Goug i) 1 @D b7z, 2 [0 HEEM%, 141 (20 ng #) (2Ap
MREEERTHIRREREENRD LN,

=B Tl, BNT162b2 O#EFE % ICEIRFAE EHL 58D O 4R 5 1T e oo 7,

2234. BEDEEES (C4591001 RBX 55 1 F8E%)
BNT162bl

FpE T, @mEORE (39.0°CLLE) A2EEEMED 2 AZIC 16 Gopg ) BIOEED
MEARFE S 2Y 1 B HEEFE O 1 B2 1] (100 pg #) THRO N2, WTHOAFHES L IRRIE
WERIC LV IEBRT 7 F o LB H 0 &k Sz,

EEE T, BEOHEESN 2HIRO LN, TONRIE, 1 EIHERED 2 H%ZIRE LI
WiEZ Qoug#t, BEBRU 7 F o LEEAR L) BXO2 BIEEREO 1 BRI LK
Bopg B, BBV 7 F L LE#EDHY) THoT-,

BNT162b2

FilinE CTIX, 118l AHAER 7 BRI R B OMEREZ A5 1 BlSEED FERARO btk

(o pg #, RV 7 F o LEER L) . mlETIE, 20lCmEORERERIRESHL, €O
WRRIE, 2 BIE D 2 ARSI L2l GO pg #F, 18RV 7 F U LER L) BLT
B H R 3 ARRICHIL L RIEE (777 v, MRy 7 F o L BEiR L) ThoTe,

BNT162b230pug : T—4 v bA7H (Q0204E 11 A 14 A) FT—5 L Y

2 [ HBEFEL 1~4 » A ST—% vy A7 H Q020411 A 14 A) £ TOBEBFEET, 1
HoOEmEOEEMFERS (MERTORIMNIC L AMRAE) NERE RO L (223.1
H) .

224. 0, BELRAEESRESR, REMCEELZBRFPIEBIOZOMOEELFEER
(C4591001 3RBR 55 1 ¥ )

AIBEROE 1 fHE DB, EELAESRS, ZeMICEE LZERYP LS L2 ooERE
A EFEROTEME L OW I, M5.3.5.1 C4591001 EBRFATEERSE Section 12.1.4.1230# L7~
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2.2.4.1. T (C4591001 3RBR & 1 48 5)

KIEBROE | RS DT —% >y vAT7H (202048 A 24 H) F T LI-BRA TV
Mol

2242 BEEREESES (C4591001 KRB % 1 f855)

| FBEENST —X 1y hA7H (202048 A 24 H) F TIIARIGBROE | FHE CEHERH
EHELIIRO SN0 o7, 2 B HEFER 1~4 » AR E ToOBMOBYREHM T (F—%
Hy NATH 2020411 A 14 B) (ZFEE CEELRAEFES (FHEriORIMIC X 2H885)
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2.2.4.5.1. EJE COVID-19 (C4591001 3Bk %5 1 #HE4Y)
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2.2.4.5.2. R (C4591001 3RBR 55 1} 4Y)
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U U BRI D — 1@ O (ﬁﬁﬁ? TRRD 0.8 fFA4H) MRS i, 1A HEEH% 6~8 ARFE
TIZ, AMEEICEE L7, IR ONTEIRREEOZEX, U o RO EEEE 2137
L— R 1 () o7 b—R1 RE) , 2 (P5E) 72033 (&) ~0Z&l 8d) b
0, 1[BIHERER 6~8 HIRFE CIZEMEMEIZEIE L, T X TOFMELLXOHEHTRED LN
Too U U NEREOED O BISEE 1L, BNT162b1 B & bhifig LT, BNT162b2 BE TR~ 72, FEHEHE
MH 7 L— K1 (#RE) (BNT162bl FEf#pE) £72137 L— K2 (FZE)  (BNT162b2 #ED
FElnE) OAFHRERED LR BT, REBEE K- T,

SIRE LT, MRALFRE R X OV OO MG F 0 Rl 5 O S BB RE 135 - 72,
B PR AT LA BEE 4 2 B R A SR 13380 B o T,
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AR E LT, WEmEIZBV T, BNT162bl #f#% & Lhifit LT BNT162b2 #2fE% IC5R O b vz &
REIFT RO B 1D 7o v o T-y BEIIHEEL T 1 | H#E% 1~3 BRRCERD O, 1T AERN
2, ERRERIIREDRE TH T,

227. EBEEBROXEICL B (C4591001 B 5 1 F8EH )
AIBBR O 1 ARy OHEERE (BT 2 BERIIERRL L2z o 7=,

2.2.8. fhga (C4591001 3B 6 1 FHE %)

AIRBROE 1 FHE M OIS B R XD, BNT162b2 1X 18~55 DA Ak A 3 L T 65~
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RO BN o Tz, ROSHEMER XL OEEFROEERE B L UOSEUHEE 38 I8 1 e~ CRinE
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KRG DML D HPEE T, HHZICEHNORRTHY, AFEFGT a7 7 A A bR
BT D RITRR SN2 o T, BRIRRAME O, —tkED U o SERE DR 235860
bz, ZHTT N TOERBBLOHERT I BIEBEFEZICALNEZD, 1 HBTHEL
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2.3. C4591001 3RBR (55 2 ¥E¥EAD)

AIRBROH 2 FHE S OHERFE 360 BIOSUSENE, AEFGBS LOEBLRAEREOT — X1,
202059 A2 BDT =4y b A7 AET, AHEFRELOCERELRAEFRORMBHT —¥
12202011 A 14 HOF =%y b A7 HETRLIE,
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JEFT RS DFEHBAL S K OVEIEL

WA DAL 7 B DA ERE S RPFTROG % dx i BE FE I Appendix D Figure 14 [ 20R
9, WA IZBUV T, BNT162b2 @ 1 [B]HF KON 2 [8] BB % O /TGO EIEE DT E A E
DERENLHFEETHY, FL— R4 (EmaEGhTaietEnd ) ORFTRISIEHRE Sz
Do 7z, BNT162b2 BETIE, RSO ORBUEE 1350 [FEmBIEL : 1 0] 3 $2FE% 88

f5il, 2 5] H #Fi1% 86 4l (Appendix D Figure 15) ] TriinfE [FEMGIEL : 1 [0 H 85 % 92 f41], 2
[FIEEFE% 91 5] (Appendix D Figure 16) ] £V &<, 1 [BIHBEHMR% & 2 (0] H HEREEZ OFGHBAL
IR DR BB IIFEE CH o 72 (FFERE © 85.2%%t 80.2%, miinE : 70.7%%t 72.5%) . 77 k&R
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2.3.1.2. 25t (C4591001 3BR 45 2 ¥4y
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1, 2 [l H#EFd1% 86 15 (Appendix D Figure 18) | Trlinkg [FHMEIEL : 1 7] B B2 92 451, 2
B H#fE% 91 f5] (Appendix D Figure 19) 1 XV & &<, FEBUEE I I OVEE B I TR R
PEoTER L QEIHEREZ TIRIB#EEZ LD L&), EHB LTI OV TR
HTIEST, EHOFBBUBHEL IR WERE CRRECTH Y, RHI X OVIHIIA % T
FfEE CTh o7, BNTI62b2 O HER L OERE (1 FIEERE L 2 BIEERE) 02 KIED
FEBUBEE 2 DL ISR T,
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e - WAEERRE, 1 (8] B #ERER S KON 2 Bl B Bl C R

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

—HOFISEBRE, RRET S UGS OFE B X 08 3o K ORI 408 U T BNT162b2 #¥
£V b7 T ERBETIRD o7z, BNT162b2 #EDOEnE CTAH bl 1[5l H % DR, 8m, &
€, IR KOVEH, 2 R BEMEZOIEME, 77 2R RIREORIMEE CH -7

(Appendix D Figure 18) . BNT162b2 B milinE CTI%, 1[5 HEFEZ OEM:, TH, AR KL
OBIER, 2 BB SRS ORI L OV NFNL T 7 2 AR EE & AR E OFBHE Cdh -7 (Appendix
D Figure 19) .
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BN SRR OfBERL IS, WHAER] & b I minE O AR, WEERE 2T 1| E
R & i U C 2 [l AR Trd o 7o, MREY Bm SO AR X, BNT162b2 B & bk L
T 7 vRETEP- T,

AR IZBVT, BNTI62b2 @ 1 [FIH B XV 2 Bl H B O 2H KGO EIEE DIF & A ENRE
ENLHEETHY, JL— K4 (EMmEENTAREERS D) ORHKISITHRE SR -
7o, MFEEEZBEL T, SEOLE NI (1.1%) , 5 (4.0%) , 9% (2.8%) , HEHE
(2.3%) BLOWR (1.7%) THY, BNT162b2 O 2 [H] B 5t O I THE S iz,

FEBLA I LU M -
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F20H~F30H (GF1L0HEZEMYH LT D) Thh, HinkE L miniE TRk THo7=,
FEMEEZBU T, 1REBLO2 B AEMEGOESEKHE 1.0 B (EHdif o b Rfm) #%Icmk
L, FiinfE L @i CREECTh o7z, WFmMEZ B U T, 1 EHB L2 B HEME%OREL X
OHEEOFRH M (PIE) 1X1.0 B ThoTo, RERISOFHEMIRIZ 1 [0 B % & 2 [ B 82
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AIBBR D 2 A DA EFELOMEOZEMPB L O FIE, M5.3.5.1 C4591001 JRBRHAFEMRE
12.2.3.1 THIZFEHE L 7=,

T—57y A7 H (20204F 11 A 14 H) FesL, 5 2 A5 TRl & A7z 360 Bl DWW TR
ERELWEITIL2 » AU EOBHAEOKRENEEN TS, 2RI H#EME% 7 HRFE ClofE S
NEEEELZROCERN L, RWTELEWNT —2 B v b A7 B £ TOLEMIBEE ORI

R LT,

2.3.2.1.2 [BI BEFE% 7 HEFE T (C4591001 3B 45 2 FB64))
| [B B R 6 2 B B BEflith 7 Al £ COREFLREIGIE % Table 5 1R Lz,

1 [ B G 2 [B] B H2fd1% 7 AR E TICRO DN A FEHEORBIBELIL, BNTI62b2 #E L
FEARBECTHERBETHY, ZHITEWE L SHENTIUIBOTHMBE T L CTREETH -
7= [BNT162b2 B © 9.1%, 77 AR #E : 11.1% (Appendix D Table 21) , BNT162b2
FEElnE - 43%, 77 ARG EE © 8.9% (Appendix D Table22) ] .

2 D E DA EFL ) BNT162b2 BEO LW D 2 FlZ3D b, FOWNERIL, iR (FEH
%) BLOHRE (EEREAEEFR) Tholt 334HBIV2342H) , EELRAGERS
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PFIZER CONFIDENTIAL
Page 53



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

Table 5. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 7 Days
After Dose 2 — Phase 2 — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years
(N*=88) (N*=92) (N*=180) (N*=180)
Adverse Event n® (%) n® (%) n® (%) n® (%)
Any event 8(9.1) 4(4.3) 12 (6.7) 18 (10.0)
Related® 334 2(22) 5(2.8) 8(4.4)
Severe 2(2.3) 0 2 (1.1) 0
Life-threatening 0 0 0 0
Any serious adverse event 1(1.1) 0 1(0.6) 0
Related® 0 0 0 0
Severe 1(1.1) 0 1 (0.6) 0
Life-threatening 0 0 0 0
Any adverse event leading to withdrawal 1(1.1) 0 1(0.6) 0
Related® 0 0 0 0
Severe 1(1.1) 0 1(0.6) 0
Life-threatening 0 0 0 0
Death 0 0 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 adverse event category. For "any event", n =
the number of subjects reporting at least 1 occurrence of any adverse event.

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

PFIZER CONFIDENTIAL SDTM Creation: 05SEP2020 (13:08) Source Data: adae Table Generation: 090CT2020
(19:13)
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EoIGBRU 7T LEBHEO B 5 HEFRIIRD Lo T2, BNT162b2 BEOFE T E D
HERRTHDHHEM (EEHEE) N 1RO LNz, Bl TIE, 240ERY 750 LB
HOH LA EFER (BNTI62b2 B : HEINER, 77 v RE  21HE, & 14 238D LR
oo BEEIZEWT, 3H0EmEENTEERAGERSE (BNTI62b2 #f : IR ILICE - 720
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A7 B ETIZERD BN (23.421H) . BNTI62b2 O EE I 1 DL (OMELR) 23R
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Appendix D Table 23 |2, 1[EIHEFENG 2 [BIHEFE. 7 ARFE TOREFLRBBHIEZ IRE HIK
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BNT162b2 BEOF W E CTlx, ERFEFEG GLAGE) 1L, EHEMER 341 3.4%) 1 Th
0, WG RGO WEIF T 1 [B] BB ICRE Lz, 24:0%3 ALUINICIEAL, 1
1T 11 BRICHE LT, FoMoAEESLT, WTNOHEETH 2B TORITH-T-,

BNT162b2 BED &g O 1 BN BB = A5 OFE R FRD Hiv, RS EITEHRY 7 F b
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BIRELT, T—H Iy PATZ7HETICROOLNZERAESFES [2 B HEEMEE 7 ARFE CTIZER
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E [BNTI162b2 £ : 565 (2.8%) , 77 vAREE 441 22%) 1, HERESE [BNT162b2 £f : 4
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2 BRI B MRmARE L, 12 AR Lz, MERIaRESEMCLY, BBRY 2

F o LB U &I S s,

2 HBERE% T AN T =4y b4 7 H (202045 11 A 14 H) F£TIZ, BNTI162b2 BEIC &
DHEERLRIN | RO iz, AYERE L BNT162b2 B E OMERE TH v, 2 A H %
18 HIFICEE DA EFR Th LM (W) N8B, ZoFgE3 ALz, 2
OFERFGIL, IRBRYERICE Y, RBRTY 7 T LR L &l &g,

2EIHBERESL 7 AN T — 2y bA 7 H (2020411 A 14 H) £TIZ, Emaxgnrdrhe
MR oL HEELAEFS (MF1k JOEBIIRAFEE) 25 BNT162b2 FED 2 BlIZE80 b7z
2342H) . BEOEERAEEZTHLMUEL L OVEMEZ G ARMEN & 2 BERAE
FLTHLMEMMREN T 7 B RO 1 FIIRO bivlz, ZhbOEERAEFRRIL, 16
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235. EBAEREROXEICL A (C4591001 B 5 2 1BEH )
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BEFHAE 2 ) ETOZRMEORETIE, 1GBRY 7 F U ERLEEOH HHERAFEFFRO
HHIL L, AHEFZICL DI Do te, T—2 0y N4 T HORER T BNT162b2 #ED
g TR Y 7 F U L BE DR VIE T (MELR) 2 1 FE ST s, &2 S O
LAEMEDORRIL, & 1S OLZEEORR (2R L OFERER]) & —8 L T\,
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%, 1EIA B KO 2 [ B % O SR OB X, HhE (14.0%38 X0 11.7%) T
mlnE (9.3%B LN 7.7%) L HERL TOREm -T2,
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AREETIE, 1[EIEB XL O2 B BRSO RP L ONEIRO IS BAEE 1K < i E T 1L1%LL T,
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Figure 1.  Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose, by Age Group — Reactogenicity
Subset for Phase 2/3 Analysis - Age Group: 16-55 Years— Safety Population
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Mote: Mumber above each bar denotes percentage of subjects reporting the reaction with any sewerity.
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Figure 2.  Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose, by Age Group — Reactogenicity
Subset for Phase 2/3 Analysis —Age Group: >55 Years— Safety Population
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Mote: Mumber above each bar denotes percentage of subjects reporting the reaction with any sewerity.
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DOFRBBHEILT 7 AL FRRE ChH o7 (Figure 4) .

fEEN SRR O AL, | BRI ESEEE B L O2 B HEMEOWT L EHE (27.8%%)
45.0%) XV bElpE (19.9%%F 37.7%) Th3 K<, 1[0 % & b C 2 [o] B #ff% C©
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Figure 3.

Subset for Phase 2/3 Analysis —Age Group: 16-55 Years— Safety Population

Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age Group — Reactogenicity
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Figure 4.  Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age Group — Reactogenicity
Subset for Phase 2/3 Analysis —Age Group: >55 Years— Safety Population
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Table 6. 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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Table 7. 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)

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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16~17 B OFERE TIix, 1 BE#EfHENST—2 Iy b4 7 B £ TCOFEFRRRBHRGIEL,
BNT162b2 BT 16 5l (11.6%) BLIOT T REETTH] (4.8%) Toh o7~ (Table 11) .

Table 8. 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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Figure5.  Forest Plot of Tier 2 Adverse Events Reported From Dose 1 to 1 Month After Dose 2 - ~38000 Subjects for Phase 2/3 Analysis -

Safety Population
Forest Plot of Tier 2 Adverse Events Reported From Dose 1 to 1 Month After Dose 2
—~38000 Subjects for Phase 2/3 Analysis — Safety Population
1 1 1 | 1 1 1 1 | | 1
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Percent Risk Diffevence
BNTL162Zb2 (30 pe) versus Flacebo

Vaccine Group O BNT162b2 (30 pg) (N=18801) ¥ Placebo (I=18785)
Note: MedDEA (w23.1) coding dicionary applied.
Wote: A MedDEA preferred term is defined as a Tier 2 event if there are at least 1% subjects with the AE term in at least 1 vaccine group.

Note: 2-Bided CI based on the Miettinen and Nwuminen method for the difference in proportions (BINT162b2 (30 pg) - Placebo) expressed as a percentage. They are not
adjusted for multiplicity and should be used for screening purposes only,

FFIZER. CONFIDENTIAL SDTM Creation: 17MCWV2020 (09:48) Source Data: adae Table Generation: 18IOV2020 (03:535)
(Cutoff Date: 14ITCY2020, Snapshot Date: 16MCW2020) Output File: /mda2 unblinded/C4591001_IA P3 2MPDZ/adae {001 t2 p3
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2 [a] B8R4 OB AR (i) 22 5 HTH o7 37,586 BICHOWT, 2 HEFEE 1 5
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Table 9. 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)
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)
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Table 9. 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
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)
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 discase 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 9. 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)
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)
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)
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Table 9. 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
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)
Diarrhoea 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)
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 9. 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
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)
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)
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Table 9. 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
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)
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)
PFIZER CONFIDENTIAL

Page 78



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

Table 9. 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)
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)
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Table 9. 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
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)
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 9. 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)
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)
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Table 9. 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
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)
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 9. 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) 1(0.0) (0.0, 0.0)
(0.0, 0.0) 1(0.0) (0.0, 0.0)
Oral fungal infection (0.0, 0.0) 1 (0.0) (0.0, 0.0)

0
Ophthalmic herpes zoster 0
0

Orchitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.0)
0
0
0

Osteomyelitis (0.0, 0.0) 1(0.0) (0.0, 0.0)
Otitis media bacterial (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)
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)
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Table 9. 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
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)
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 9. 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)
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)
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Table 9. 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
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)
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 9. 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)
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)
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Table 9. 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
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)
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)
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Table 9. 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)
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)
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Table 9. 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
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)  (0.1,02)  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)
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 9. 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)
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)
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Table 9. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
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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
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)
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)
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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)
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)
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Table 9. 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 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)
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)
PFIZER CONFIDENTIAL

Page 94



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

Table 9. 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)
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)
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Table 9. 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
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)
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 9. 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)
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)
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Table 9. 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
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 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)
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)
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Table 9. 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 SITE@@ 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 HERNTIA@@ 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)
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@@
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)
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Table 9. 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
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)
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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2EIEEREEICDRL LY 2 » ABOBHFEEZZ T - 88E (C4591001 38R % 3 fHE%)

2 B HBEFRT 2 % H UL LB 2 266 U 7- 9513 19,067 11 CH v, 2 [a] H 8RR OB B
EHAR (tpofi) 232 % A THo7237,586 Bl & ARk, 1 mIHEREEN LT —2y v4A7HE
TSRO LN TR A EFERIL, UTOIRERRSEICDEIND ISFREDOFERTH -7,

o - BHEELIORGEAOIRIE (BNT162b2 B : 11.9%, 77 vREE : 2.9%)
o  ERERI L OVEAMMRIEE (BNT16202 B : 5.5%, 77 ©AREE : 2.1%)

o TRIERREE (BNTI162b2 BF : 42%, 77 BHREE: 2.1%)

o JEYYER L OVE/AdYE (BNT162b2 B : 1.9%, 77 B REE : 1.6%)

o HIIESE (BNTI162b2 B : 2.6%, 77 REE: 1.8%)

BNT162b2 BEDOA W E I L ONE g O EFSR GERERIRSE) ORBHEEIILITO®mY Tho
776

— - EEPEER L OGN OREE GEimiE : 13.1%, @il 0 10.4%)
BRI L O A AREE S CElnE @ 6.0%, mknkE @ 4.9%)
RS (EEE : 4.8%, milnE @ 3.5%)

YRR KOV AERIE (BHRE - 1.9%, &iE @ 1.9%)

HighEE G5  2.7%, mlinE : 2.5%)

BNT162b2 #E T L - ER A EHG GEAGE) 1E, HHBAER (621 #i, 6.5%) , FBE
(362 f5il, 3.8%) , HEFE (3144, 3.3%) , #57 (3314, 3.5%) , BEJE (320 fil, 3.4%) B&
OFhR (304 f5l, 3.2%) Thotz, 1 BIEBHEENLT—X >y M4 7 BETOHMFT, Znbd
DEERFRLDOIZE L ENRFTKSE X TG E 1 BESICiiek T 21880 7 F % 7
AMOMBICED bz, ThoOFEFEES AR OKES T, B ToRITHY,
F OB, TEFAER G736, 7.0%) , FEEN (256 i, 4.8%) , HEFE (211 i,
3.9%) , #E57 (209 f5il, 3.9%) , FEJE (206 B, 3.9%) , AHANE (192 6, 3.6%) Th-olz,

2.4.3.1.2. 2#BRE (C4591001 3B F 3t 4y, AEESR, HEIRKSEB X OEARGER)

T—5 71y A7 B E CTICHAAN LT EHERE 43,448 f5lD 5 5, BNT162b2 #ED 38 #i
(0.2%) BEIORTTEREED 2361 (0.1%) 12— RMEESNTWARWHESRHD Hivl, fEs
LT, SREBIRSEER X OEAGENCER L2 oMo EFROEFICIE, 2— MeIhTn
ROERLEENT,

1 % HLLEOBERNATE 2 320 L= 37,586 1l & [RIEEIZ, MAAIL LT 2HERE 43,252 FliZou
T, 1EEENST =2y b A7 HE CTICHE SN ERAEFRIINSNEEOEFERTH -
7= (Table 10) .

BNT162b2 B DFnfE 36 & U@l 238\ T, AN DIz EHEERE O SO TED A E 4
(EGEBIRE) ORBUAEIILLTOEY Th-o72,

—i% - BEEEL LOBRGEMAORE CGERiE : 20.9%, &=l @ 15.2%)
BRI L O A AR S Gl © 7.8%, mknkE : 5.8%)

PR RIEE CEEE © 6.6%, mimE : 4.9%)

BYYER KOV AERIE (BHRE © 1.4%, &ifE @ 1.6%)

HigkEE G5 : 3.0%, milinE : 2.7%)
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55 3 A DSOS TFEME DT CTdh 5 8183 Bl &b, ISHIMEICBI# T 2 HLIIETHET
TR, RbVICAEESRLE L THRETL L L, LENST, 2WERET1 RIHE
FENST =20y b A7 HETICRD BN, OGNS o 8183 #iod 1 0] H £%F#
M5 2 E R 1 5 ARRCRRD DR - m A ERHRO R EN OSFEFRRICERT 5 b
DINE DT 2728, FHMNT A2 5 L7z (2.4.3.1.1H) , ROSFEEOHREYM CTH 2 B
% 7 AUWNICHE SNTAFERLMIT L THAE L7z, Z2< OFFERPRISTMEFES (6.2.3.1
H) ONFEE T 5% - EFEERS X OGN OREE, HEKkREB L O A MRS,
BIOMRREEOEHRTHDH Z LD, #H% 7 BUPNIZHEE L5813 0 FE MR 3
HEBZ, BEfEL 1 p HREFEE TTIE < ZoMMZ28R LT,

Table 10 IZ77 9 X 912, BNTI62b2 BE L 7T v RO KISIEMEOAER S BFENIRSE) O3
BAERE X, LT Thot,

o % BHEER LRGN OINKE (BNT162b2 #f : 18.5%, 77 REE : 3.8%)
o MEKZAB LU SHEREE (BNT162b2 B : 7.0%, 7 FBAREE : 2.0%)
o HPLRFEE (BNTI62b2 B : 5.9%, 77 BAREE : 2.3%)

| B BEFENS 1 B BEFRE% 7 A TIE, BNTI6202 BEEOLUL FOA EHES BEHIARSE) D%
BAEEX, T—H Wy A7 HE TORBMBEOKSTH o7 (BNTI2W2 BEL 7T v REED
)

o % BFFEERLORGERAIOINEE (BNT162b2 F : 10.2%, 77 BHREE : 2.3%)
o BB IO AHAREE (BNT162b2 B : 2.2%, 7B REE : 0.7%)
o MHRLRMEE (BNTI62b2 Bf : 2.1%, 77 BWHREE : 1.0%)

FIREIC, 2 [E BB 2 B BBEFE% 7 HEFTIE, BNTI6202 BEOLI FOAEFSL ERE RS
) ORBMEEX, T—F 0y bATHETORBBEDO DR EHY0% Ldiz (BNT162b2
BEL TS RBEO )

o % BFEERLIORETMORIE (BNT162b2 £ : 13.3%, 77 BREE : 1.6%)
o MEKZAB LU SHEREE (BNT162b2 B : 4.8%, 7 FEBAREE : 0.5%)
o MHEZAMEE (BNTI162b2 & : 4.1%, 7T B AREE : 0.7%)

| FIBEFES | B BERE 7 BRI O 2 RIB MG 2 B BEFE%E 7 BRFICGRRD vz —
fi% « EEEER X ORGEAOIREE GEFTAER, BB, BEBIOEY) , EKREB X
OSBRI E (RR) 72 b NCHERRES (W) OAFFFS (EAGHE) 1L, Zhbooas
ERIRDECTHE SNTEAFFELOKRM S % HD, kg CRBBEE N R o7,

ERE LT, 1R BEER)G 1 B BEEM% 7 B, 2 BIHEERG 2 Bl B BEfE% 7 HRFIZERO 5
NEAEEFELY, FICONEHESICERT 2O TH o7, ZOMAIE, 77 vREEL g
L T BNTI62b2 BE CHEFELOREMBEENSERICE VB L LTRY LEZ NS,

16~17 MOESE T, | HBEENST =4y b4 7 HETICRD ORI TR EEES
I, — % - AFEER I OGN OWREE [BNT162b2 £ : 15 #1 (10.9%) , 77 & AREE : 5 4
(3.4%) 1 OFERTHDHREN, EFTEAEN, EFE JEE, WY, EHEAAIERER X OERE
NIEMR CTdH->7= (Table 11) ,
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Table 10.  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)
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)
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Table 10.

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
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)
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 10.  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)
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)
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Table 10.  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
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)
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 10.  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)
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)
PFIZER CONFIDENTIAL

Page 107



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.4 BRIy e 2

Table 10.

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
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)
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(53) (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) (4.8,5.4) 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 10.  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)
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)
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Table 10.  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
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)
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 10.  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, 0.2) 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 20(0.1) (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)
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)
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Table 10.

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)
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BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI®)  n" (%) (95% CI°)
Preferred Term
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)
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 10.  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)
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)
0

Meningitis bacterial (0.0, 0.0) 1(0.0) (0.0, 0.0)
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BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI®)  n" (%) (95% CI°)
Preferred Term
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)
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)
PFIZER CONFIDENTIAL



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

Table 10.  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)
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)
PFIZER CONFIDENTIAL

Page 115



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

Table 10.  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
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)
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)
Lumbear 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 10.  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)
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)
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BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI®)  n" (%) (95% CI°)
Preferred Term
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)
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 10.

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) (4.3,4.9) 142 (0.7) (0.6, 0.8)
Arthralgia 224 (1.0) 0.9, 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 (0.4) (0.3,0.5) 74 (0.3) (0.3,0.4)
Neck pain 25(0.1) (0.1,0.2) 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)
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)
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BNT162b2 (30 pg) Placebo
(N*=21621) (N*=21631)
System Organ Class n® (%) (95% CI®)  n" (%) (95% CI°)
Preferred Term
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)
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 10.  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)  (0.1,02)  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)
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)
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Table 10.  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
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 (5.0) (4.7,53) 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)
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 10.  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)
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)
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Table 10.  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

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)
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 10.

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)
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)
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Table 10.  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 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)
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)
PFIZER CONFIDENTIAL

Page 126



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

Table 10.  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)
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)
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Table 10.  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

System Organ Class
Preferred Term

Vaccine Group (as Administered)

BNT162b2 (30 pg)
(N*=21621)

(%)  (95% CI°)

Placebo
(N*=21631)

(%)  (95% CI)

Rash

Pruritus
Hyperhidrosis
Dermatitis contact
Urticaria

Night sweats
Rash pruritic
Erythema

Eczema

Rash maculo-papular

Alopecia

Skin lesion
Dermal cyst
Dermatitis
Angioedema
Dermatitis allergic
Rash erythematous
Acne

Actinic keratosis
Blister

Drug eruption
Ecchymosis
Alopecia areata
Cold sweat
Hand dermatitis
Macule

Pain of skin
Papule

Pruritus allergic
Psoriasis

Rash papular
Rosacea

Dermatitis acneiform

Dermatitis atopic
Dermatitis bullous

Dermatitis exfoliative

Diabetic foot

Erythema nodosum

Hangnail

45(02)  (0.2,0.3)
21(0.1)  (0.1,0.1)
26(0.1)  (0.1,0.2)
13(0.1)  (0.0,0.1)
15(0.1)  (0.0,0.1)
15(0.1)  (0.0,0.1)
8(0.0)  (0.0,0.1)
8(0.0)  (0.0,0.1)
6(0.0)  (0.0,0.1)
5(0.0)  (0.0,0.1)
4(0.0)  (0.0,0.0)
3(0.0)  (0.0,0.0)
4(0.0)  (0.0,0.0)
2(0.0)  (0.0,0.0)
2(0.0)  (0.0,0.0)
3(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
2(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
2(0.0)  (0.0,0.0)
2(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
2(0.0)  (0.0,0.0)
0 (0.0, 0.0)
1(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
0 (0.0, 0.0)

0 (0.0, 0.0)
1(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
1(0.0)  (0.0,0.0)
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37(02)  (0.1,0.2)
17(0.1)  (0.0,0.1)
8 (0.0) (0.0, 0.1)
17(0.1)  (0.0,0.1)
11(0.1)  (0.0,0.1)
3(0.0) (0.0, 0.0)
4(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0)
2(0.0) (0.0, 0.0)
3(0.0) (0.0, 0.0)
3(0.0) (0.0, 0.0)
4(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0)
3(0.0) (0.0, 0.0)
2(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0)
3(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0)
2 (0.0) (0.0, 0.0)
2(0.0) (0.0, 0.0)
2 (0.0) (0.0, 0.0)
2(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0)

0 (0.0, 0.0)

0 (0.0, 0.0)
1(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0)

0 (0.0, 0.0)
2 (0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0)

0 (0.0, 0.0)
1(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0)

0 (0.0, 0.0)
0 (0.0, 0.0)
0 (0.0, 0.0)
0 (0.0, 0.0)
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Table 10.  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)
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)
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Table 10.  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
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)  (0.1,02)  23(0.1) (0.1,0.2)
INJECTION SITE PAIN@@ 5(0.0) (0.0,0.1) 2 (0.0) (0.0, 0.0)
FATIGUE@@ 6(0.0)  (0.0,0.1) 0 (0.0, 0.0)
FEVER@@ 5(0.0) (0.0,0.1) 0 (0.0, 0.0)
HEADACHE@@ 2(0.0)  (0.0,0.0)  2(0.0) (0.0, 0.0)
CHILLS@@ 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
L ARM SITE INJECTION PAIN@@ 2(0.0)  (0.0,0.0) 0 (0.0, 0.0)
ANEMIC SYNDROME@@ 0 (0.0, 0.0) 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, 0.0) 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 SITE@@ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 10.  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 SITE@@ 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 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@@ 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, 0.0) 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 SITE@@ 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)
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)
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Table 10.  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
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)
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 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. 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 11.  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) 534 (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
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.
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2432. 1BV 7 F U LEEOH D HEEL (C4591001 RBR 5 3 FHE)

KIBBROE 3 FHER Y DIRERY 7 F o L BE DO & 5 A EFLOFEMEB L O%E R, M5.3.5.1
C4591001 {BRBRFAFEIG £ 12.3.3.22 THICFEH LT,

2.4.3.2.1. 2 [B] B EEREM4 O BBAFRAERIM (FRE) 232 » A O#BRE (C4591001 FBR 55 3 #HHS
4 MRV IV F U EBEEDD HHEES)

2 [B] B $EME% OB BRRA IR (FOefE) 232 » A Tho7z 37,586 BT, 1 [RIEEFRS 2 [EIH
BRi% 1 » ARFE CTORBRY 7 F o LBEEOH A HEFROEBIHEX, BNTI62b2 FET
208%, ST ERBETS 1% Thole, FRIGMY 7 F o LEEOH L5 HHEFLIT, RISHEMESF
LTHY, —i - BHEFEL LRGN ORIEBIZE I L, BNT162b2 # T 3426 5l (18.2%)
BLOTT7EREET 6286 (3.3%) IcHiEFani, VI EEZRILI-EBRED S D, 47/64
BIDNRBAL ERIC L VIRBR Y 7 F o LBIEDH 0 SISz, U 2 EE O RER Ik &
O BLL, U7 F o8k 2~4 BUNICWE Sz 24.44718)

37,586 filth, 2 M HEEMEZ IV 7e< &b 2 » ARBIOBEGAA Z 5172 19,067 il CTlX, 185D 7
F o L BEOD B H A EEL ) BNT162b2 BET 13.6%58 L N7 T B AREET 3.6%DHEERE T g S
i,

2.4.3.2.2. 2HBRE (C4591001 B F 3 f8H 0, IBRUV IV F UV LBEEDH P HEESR)

A ANSNT-2ERE (4325241) O 6, 1 EAFEENST—2H >y hA 7 HETOIRRY
IF v LD B HAERFLORBMEEIL, BNT162b2 BT 20.7%, 77 B AREETS5.1%TH -
72 (24321 TR L7z 37,586 Bl TRO NIRRT 7 F o B0 H 55 ERER A5

te) . ERBRU I F U LBEEOHLAEFRIIOCFEFESTHY, K - 2FEEBLOD
BN OIRBEIZ /3 FE S, BNT162b2 BT 3924 5] (18.1%) , 77 BAREET 720 1] (3.3%)

s S iz, BHAANYEERE TY o REEN B LT 70 Fi7F 50 B CIRERFE Y EERHIZ L
RERT 75 LS O Lol S iz,

T—XF v N4 7 HOREE TBNTI62b2 FECrb NIRRT 7 F o CEBEOH 5 HEFR %
UTIZR LT,

o SPINIERIL (VI FURINEIZEGEY 7 TF UL EREL, BBV T L
Bl D SIS Tz, 1T & A EOWERE T, SEKINMI 2B EEEED | B FEI1X2
HIZ3EBL, 2 HMEE L, BIEEIX /L —FR1 (8E) ThoT,

o O6PIMT T TFUHERAIE (V27 F RIS, BORA, U7 F o EM%EOEBRE, bk
ITEBFEFEORL) Z2HEL, RBRU 7 F U LEEDH Y LS, 46T, V2
FUBERAMHEIX 1 MBSO | % E7-132 BRICRBEL, 26/ TIRY 7 F o8Bl
OREIL 2 0] H B IR U7z, BRI R o DB 7 2~3 B8, 161234 B
Thole, Z7L—R2 (FEE) O 1 HHE2kRs, V7 F U ERGIHEOEEREIZS L —
K1 () Thoi,

o 2 BUNEHMEME (~IVRRE) AL, IBRU 7 FU LB Y LfiEn, 71—
R 1 () OBEEEFREAZEO S 1T, 2 M A% 3 BRHICEH L, Hii
MiZ3 A CTh -7z, b9 1 HITHE, BEHEREOEELILZ L— K2 (F%E) Th
0, 2BIEEE%L 9 BRFICRILL, T—XF v b4 7 BOR TRk L T,
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2.4.33. BRI EES (C4591001 R 2 3 fHE5)

AIRBR O 3 ARy D BIRFALE EH L OFEMEB L O%E S 4 M5.3.5.1 C4591001 TABRIARE R &
12.3.3.2.3 HH|ZFg#H L 7=,

2.4.3.3.1. 2 [B] B EEREM4 O BBAFRAERIM (FRE) 2352 » A O#BRE (C4591001 FRBR 55 3 #HHS
4y, RIRRIAEES)

2 [a] H R OBBRRAIR (P RME) 232 » H TH 7= 37,586 FITIE, 1 (8] H BEREE o JIRA
FERZLORBMBEE ML) o7 (04%) . | [FIHERMZ O L2 NG ERERE, K - 25K
EB IO GEMOREIZOEINDIFRTH Y, FEFTOLTH D EFTNIER A K H %
<EE Sz (BNT162b2 B : 0.3%, 77 BAREE: 02%) .

2 [0 B 5% OBV ERHS ORBBAE I Ko7 (0.3%LLT) o 2[5 B EEf% O I 7 B
THT, - AFEER OB EHMOREICHOEENLIELRLTHY, TSNS TH S
FESTEATE R 5 e b 2 < A S 17~ (BNTI162b2 BE @ 02%, 7T BAREE : 0.1%) .

BNT162b2 O 1 [H1H 36 L OV 2 [Bl H G VTSN TS, U7 F A4 2 AR 7 Lo
F—FUSIFHE Shiehro Tz,

2.4.3.3.2. 2HBRE (C4591001 FRBR & 3 fBH Sy, ENRFBIAEESR)

ZEMT —H% v AT B F TOMHT & T Uiz S ANEERE TIE, WINoORETH 1 [\
H 2R % O B EH S O RBHE I TE» > 72 (0.5%LLTF) o 18 B % o 172 AR A
HLE, R RHEEB LRGN OREBICOEESNIELTHY, MRS TH D
AR D i b 2 < S Sz (BNT162b2 B @ 0.3%, 77 BAREE 1 02%) . 1[0 B4
%, EESAUCEERG L LTV N EEN 1 BICREBL LT,

2 [a] H R4 O BN A E R G O B 1L, WML BIK2 o7 (03%LLTF) o 2 (8] B85
#BOTERAERAEES T, K - SFEEB LIRS ORBICHHEINIERTH Y,
FEFHAANL SR T 2 FEFBAER A I b 2 < HiF Sz (BNT162b2 #f : 0.2%, 77 B AREE :
0.1%) .

BNT162b2 @ 1 [FIHEB L2 B H AR T ICBWT Y, U7 F U Ax3 2 IR 7 1oL
F—BUTmE SN o 7=,

2434 BEETIIEMEENTARENH 2 E8EES (C4591001 B 5 3 HHED)
AIRERDE 3 ARGy DB E £ 713G 2 BT Al REE N S D B EFROHMB L O R4
M5.3.5.1 C4591001 JRERKFEHAS 2 12.3.3.2.4 THIZFLHE L 7=,

2.4.3.4.1.2 B BERE%Z OBMFREHM (FRME) 232 » A OHFEBRE (C4591001 RBR 5 3 FHE
4y, BEELIIAMEENT RSN D 2 HEES)

2 B HEFRE 1 H HEL EOBEE AT 72 37,586 23T, 1B HEFED S 2 [0 B B4
1 7 HRFE COFBEOHEFRROFEIMEITIKLS, BNTI202 BT 1.2%B L 07 7 B REET
0.6%TH o7,

1 Bl HEERES 2 Bl H % 1 v ARG E CITAEMEE DT [N H 5 H EFRNFE L 7- 5%
#1%, BNT162b2 BET 18 0l (0.1%) , 77 HREET204] (0.1%) Th-oT-,
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EEBLOEREENTAREMENH A RERICHOWTIL, EELFEESS (24421 1H) TEE
L7

BNT162b2 BECl, 2 2 My O 2Tt R T o2 1 BlicEmEOHive (EERAEES
£) NEEBLLT-, ZAUTHOWTIL 2342 IHTELE LT,

37,586 BiH, 2 [BIHEEREZIC D72 < &b 2 » A OBYGRAE % 51772 19,067 I ClE, mEE
XM EZ G T RREMEN B 28 EFLORIUEIL, 2 B H#EE% 1 » A M OBERGEA % 5505 L
7237,586 BlCFRD LTz BB L R CTH - 72, 19,067 Bl ik, 1 BB E/)» ST —
Z271y NAT7 BECOREEITAEME G T AIREMENH 5 A HEEFRZREBIMHEIX, BNT162b2
HTENLEN 11%B L 1N0.1%, 7T BREETO0.7%B LN0.1%Th -7z, FEhERIORE RS [F
HRThot,

2.4.3.4.2. EHERE (C4591001 B F 3 HH D, BEEZIIEMEZENTARENHIFESR
%)

MAAN BN T-2HERE (43,252 61) TT—X 0y A7 HE TIClESnZmER L O
ZADTRIREMED B 5B FHRIX, 2 [0 BB OBHGAESIE (FRE) 2525 A ThoT
37,586 fiild L OV 2 [ B EEFEZ I 72 < &b 2 o A OBBFHE %5217 72 19,067 #il TERD L7
HLOLFERETH -T2, WEB I OEMEZE T RN S 2 F EEL OB E KL,
BNT162b2 B CZNLN 1.1%EB L P 0.1%B LT 7 RETEN LN 0.6%B LT 0.1%Th -
7=

16~17 DO F/VHETIE, BNTIO2b2 B 2 il 3 hoE A EE% [EaE s (EELE
LA L UCHE) , SSmERB I OEER] 23RO 67~ (Table 12) .

Table 12.  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)
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Table 12.  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

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.
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244. 0, HELRAEER, ZEMCEETIRRFERBIVCZOMOEELRFEER
(C4591001 3RBX 5 3 FHED)

2.4.4.1. 81" (C4591001 3B %5 3 FHE %)

C4591001 FRERDE 3 Y DIE L, WERAESRES, 240N B?J:_é“éfrﬁﬂiﬁ%mfhﬂiﬁqﬂmbot
OF DO EE G ERSICET 2558 L OREEIE, M5.3.5.1 C4591001 1E5RFATEH S
1234 | ZE&EH LT,

200511 H 14 BOTF—&Z By A7 B E T LT-ERE 1L, 6 3B T6HTH-
7=, ZHZ iBNT162b2E$@2WJkiU77Jzﬂ$@41§J75>ain7‘_0 INHORETITIWTHR
HIRERH Y =R , TBBRU 7 F o L E L S HIE S LT,

IBBICHAAN SN2 BERE 5 b, FETAME Sz 6 BIOFEMZ LT ITRT,

e BNTI62b2 BEDEHpE D 1 HllICEERAEFG L U CERME(LESEEL L, 1 [ H#ERE
D3 BT L,

o BNTI162b2 BEDE#EE D 1 FICH 2 FAERSy 0 2 [ BHEFRED 60 Hi%ICEHELAERR L L
TOMEIEDRFELL, 3 H&L J‘Et L7 (23421H) .

o T ILARBEOHRED 1 HIC, 1[AHEMEE 8 HRFICHEERAEFFR L L TGHERED
H4 (R - A OR S TIBE#IIE O TH2Ry) 2383 L, FBICET
L7z,

o U IRARPEOSKED 1 FIC 2 B B R 15 ARICEERAEFFR L L TP
NIEH L, BHIZFLTC LT,

o I RARPEDOERED 1 BT 2 B B 34 ARFICEERAEFFR L LTORET (B
AH) DS ST, AEE ORERTTEIMERIIE S Ty,
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o T RARFEOSMED 1 HIC 1 [0 MR 16 ARFICEERAEFER L L OLAEEN
AL, RAIZECLE,

FT—XJw A7 H 20204 11 A 14 H) FTITHE LIZBRE ORGR % 2.4.5 HIZRT,

2442 BEELEEHES (C4591001 REBR & 3 HHEHS)

B3y OEE LA FEFROFEME X OWERIE Module 5.3.5.1 C4591001 155 FE# A £
12342 HHIZ/R LTz,

2.4.4.2.1.2 Bl B EREZ OBHRENM (FRE) 232 5 A OEERE (C4591001 3RER 5 3 FHER
7, BEERAEER)

2 0] HBEREL OB BRI (FPofiE) 232 % H O#RE 37,586 Bilod 5 5, 1 [81HEEFE NS 2 [A]
BHEME% 1 » AMICEERAERRE2R®E L-05E 0BG 1X, BNTI622 B (0.5%) & 7Tk
AEE (0.4%) TRRBRETH-7= (Table 13) .

BNT162b2 BE CHRIL L -EHERAEFTRO YD, 3 TIHBRIY ERINER Y 7 F B2 fE L B
Ho UMW L7 (7R TIEEY L) , EREERAEREZOWNENROEIL, Db
(RS HI20.1%) , MRS (S HI20.1%) B X OEYYER L OFAE (L
H1Z 0.1%) ThH-o7-,

BNT162b2 BEDO g O 2 Fli KOG #RE O 1 FlCHIL L, TR Y ERARERT 7 5 b BiiE
DD EHW LT-EERAEEES (K% 11F) IOV TTFRIIR L,

o HhnfEo 14T 1 FIHEEM% 13 BRFICEERAEFR L LT U HE (GRE) 23588
L, =X by "4 7 BORS TREIE CTH-7-, BETDHHES L TRZNH Y
crisaborole #M A 2 L TN 5 48 ik cthC, £ =FAMHIZ BNT162b2 U 7 F - BfE L,
FMER RS L O O SBHEN I Uiz, ABECEEITR <, BV L, FEOFELOEED
7einodz, AMEREBS L O O SERBUTIER TH Y, AREBEIBRAE T4 DY o/ HilE
K (KK25 x 1.1 x 24cm) Bdholc, ARERITEF THY, U YEEIIMORE
D~v—H—FXRETH D Z ERFEEIN, 3 » AR EERO 7 +a—7 v 7k
NEtE SN (BEEREZHEE/RIT 5 aEEH ) |

o FEO1HIT2 R HEERICERLRAEFRE LU Y F U HERICEES 5 FHEE
(SIRVA, i&-> CEBEIENEZITZ 0 < IZHME) NEIL, T—% by A7 HORS
THR L T,

o EHEO1HIT, 2 BEM%L 1 BICEERAEFSRE L CLEMEREIRNS R L 8 A M
fot L7z

1[BBG 2 B HBREE | » HE CTICEERAEEFREWME L-WBRERIL, HhE L ak
B CREEThH T,

HELAERSLE U CRERNG 12 FIIZRH L7z [BNT162b2 #% 8 # (s 7 4, ZEfLMEHR
ER 1A BLOT T 2REE4 6] (ChERE 2 #, Z2LMERIER 1, SOHEZME D hEER 1
) 1 . BNT162b2 BEDO IR 8D H b, 6 HlILANE, 2 FlixEmiE cho7- (FimED 1
BNIBRILNRD BNTZ) . EEORER B 5 b | HCEREEBE S > 7=, ZhbDHER
D OB, RS EMICEDIERY 7 F o O E L D Ll S o b DR o7z,
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2 [n] H RS O VBRI (FhIfE) 2352 » A Toh - 7= 37,586 BIOWERE T, 4+
Hn, N—RA T A KD SARS-CoV-2 JEYIRIL, Bk, AFEFE IR X 50T, HE
R ERRORBUCEEERIICERDO S L TR bR o 7z,

Table 13.  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%CI9 0" (%) (95% CI9
Preferred Term
Any event 103(0.5) (04,0.7) 81(04) (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)
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)
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Table 13. 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%CI9) n" (%) (95% CIY
Preferred Term
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)
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)
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Table 13. 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%CI9) n" (%) (95% CIY
Preferred Term
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)
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) (0.0,0.0)0 2(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) (0.0,0.0)  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)
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Table 13. 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%CI9) n" (%) (95% CIY
Preferred Term
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 DISORDERS 3 (0.0) (0.0, 0.0) 1(0.0) (0.0, 0.0)
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 (INCL ~ 7(0.0)  (0.0,0.1)  8(0.0) (0.0, 0.1)
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)
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)
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Table 13. 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%CI9) n® (%) (95% CI°
Preferred Term
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)0 2(0.0) (0.0, 0.0)
Bipolar disorder 0 (0.0, 0.0) 1 (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 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 HERNTA@@ 1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
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)
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Table 13. 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%CI9) n" (%) (95% CIY

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.
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Table 14. 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) nP (%) (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)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)
Atrial fibrillation 2(0.0) (0.0,0.0) 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) 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)
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Table 14. 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°) nP (%) (95% CI°)
Preferred Term
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 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) (0.0,0.1) 5(0.0) (0.0, 0.1)
CONDITIONS
Asthenia 1(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
Chest pain 1(0.0) (0.0,0.0) 1(0.0) (0.0, 0.0)
Death 0 (0.0,0.0) 1(0.0) (0.0, 0.0)
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)
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(0.00 (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) (0.0,0.00 1(0.0) (0.0, 0.0)
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Table 14. 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°) nP (%) (95% CI°)
Preferred Term
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) (0.1,0.2) 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) 5(0.0) (0.0, 0.1)
Cellulitis 2(0.0) (0.0,0.00 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)
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 (0.0,0.1) 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)
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Table 14. 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
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)
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) (0.0,0.0) 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) (0.0,0.0) 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) (0.0,0.00 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)

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)
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Table 14. 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°) nP (%) (95% CI°)
Preferred Term
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) (0.0,0.0) 1(0.0) (0.0, 0.0)
Subarachnoid haemorrhage 4(0.0) (0.0,0.00 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)
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) 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)
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Table 14. 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
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)
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)
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)
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Table 14. 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°) nP (%) (95% CI°)

Preferred Term

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

Note: Preferred terms with @@ denote uncoded terms.

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. 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 IA P3 2MPD2/adaec s130 sae all p23 saf

Table 15. 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% CIY)  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
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24423 EERAEERICET HAXEICL DA (C4591001 3888 % 3 HHD)

F—HJw hAT7H Q020411 A 14 B) £ TIC2 B HEEME 1 » AORREZ5E T L, 185
FRYERNRBRY 7 F o L EEDH Y S L EE A ERR 2 WME L8 3 s oW
B OGN % 2.4.5 THIZ R,

2.4.43. ZEMICEE L2 1BBRF 1L (C4591001 RBR 56 3 FBEE%)

53 Ay CREL L 7= A AVEICEE U 72165 Ik O FEMIE KON RIE, MS5.3.5.1 C4591001 156k
MR E 12343 THICEEH L TV 5D,

2.4.4.3.1.2 Bl B EEZ OBHFRENM (FRE) 232 5 A OEERE (C4591001 3RER 25 3 FHER
g7, TEMICEE L ZIgsRYF k)

2 [B] H R OBERHAAE IR (FPIfi) 232 » H O#ERE 37,706 1> 5 6, 1 [BIHEEENG 2 [A]
HEERE 1 » ARFOMICHEERELR O OIZIRBRZ T IE L7- #5313 BNT162b2 £ (0.2%) B &
N7 Z7vREE (0.1%) TH 7o 7= (Table 16) .

BNT162b2 #% 34 #i3 KON 7 B AREE 25 BITIRBR TP ILICE > B EFERPRO b, ZONRIL
LTy THolz,

e BNTIZW2 HED THIB LT T BAREED 1 HIH, FEDIRSEO % « EHEEL IO
BN ORI HE SN D HEEFERIC L VIEBRE I L7z (BNT162b2 B : FEHHERAL
VIR 2 it K OVERSE, BHITR, JEO7, TESTEROLECRE AR, TEGTEACAERR, EE, BAmfE
IR, % 16, 77 vREt: fHMERGED TS 1 41) |

e BNTIR2W2 BED 6 BB LT 7 v AREED 4 B3, HE, T L OWEAIHEDZE B
ROFIIHINODAFFRICEIVIEBRAZ R IE L7z (BNT162b2 B : dEURIRIRER 2 1,
Tova— )L, RBFETRE TS L OMRE], & 16, 77 'R  IRREORHMR DO IREE
3fIETLANTF AR LH) .

e BNTI162b2 BED 5 BN, FE#s-RE L OSSR E O E R R OHEICDE SN 6 E
FRICLVIEBRARIE L7- (BNT162b2 B : B KT 2 61, fRhE, mbm, PUROm4
LB, 7T BAREE 4R L0)

e BNTI62L2 BED 5 BB L ONT T2 REED 6 A, MRAEEDIRER KRS HFEIN
HZEEFERICLVIRBRAZTIELZ (BNT162b2 B : 5858 3 51, 2ofh, — il PEadeE i1
F 16, 7T 'AREE  FEMNED E V2 6, FER, MMAEZE, mifutErc, =%y =X
L K16 .

37,706 Gl OPERAE TIE, FlnfEBIOMIEMO T IEICE S EAFEFRICERNICERO D 5%
RO bR o7,
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Table 16. 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

System Organ Class
Preferred Term

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=18801) (N*=18785)

n® (%)  (95%CI9) n® (%) (95% CI°)

Any event

BLOOD AND LYMPHATIC SYSTEM DISORDERS
Lymphadenopathy
CARDIAC DISORDERS
Acute myocardial infarction
Atrial fibrillation
Cardiac failure congestive
Coronary artery disease
Coronary artery occlusion
Tachycardia

EAR AND LABYRINTH DISORDERS
Deafness unilateral
Vertigo

EYE DISORDERS
Eye pain
GASTROINTESTINAL DISORDERS
Diarrhoea
Abdominal discomfort
Abdominal pain
Abdominal pain upper
Diverticular perforation
Dysphagia
Gastrointestinal haemorrhage
Nausea
Paraesthesia oral
GENERAL DISORDERS AND ADMINISTRATION SITE
CONDITIONS
Injection site pain
Chills
Facial pain
Fatigue
Injection site dermatitis
Injection site swelling
Pyrexia
Swelling face
Unevaluable event

IMMUNE SYSTEM DISORDERS
Allergy to vaccine

34(02)  (0.1,03)  25(0.1)  (0.1,0.2)

1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
3(0.0)  (0.0,0.0)  3(0.0)  (0.0,0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)

0 (0.0,00)  1(0.0) (0.0, 0.0)

0 0.0,00)  1(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)

0 0.0,00)  1(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
1(0.0)  (0.0,00) 1(0.0)  (0.0,0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)

0 (0.0,00)  1(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)

5(0.0)  (0.0,0.1)  4(0.0)  (0.0,0.1)
1(0.0)  (0.0,00) 1(0.0)  (0.0,0.0)

1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
1(0.0)  (0.0,0.0) 0 (0.0, 0.0)
0 (0.0,00)  1(0.0) (0.0, 0.0)
0 (0.0,00)  1(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
0 (0.0,00)  1(0.0) (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)

7(0.0)  (0.0,0.1)  1(0.0) (0.0, 0.0)

2(0.0)  (0.0,0.0) 0 (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)
1(0.0) (0.0, 0.0) 0 (0.0, 0.0)

0 (0.0,00)  1(0.0) (0.0, 0.0)

0 (0.0,00)  1(0.0) (0.0, 0.0)

0 (0.0,00)  1(0.0) (0.0, 0.0)
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Table 16.

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%CI°) nP (%) (95% CI°)
Preferred Term
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)
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)
PFIZER CONFIDENTIAL

Page 154



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

Table 16. 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%CI°) nP (%) (95% CI°)

Preferred Term

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.

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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ZEE%@%K9&<&%2wﬂ@pwﬁﬁ%imbtﬁﬁﬁwmnmwbaImn&wﬁ@
| I CTHIEICE S T-AEFEENRBO N (FT7BRBITZ YR L)  YEZlmE Clidmidg
T RIREMEDN S D H EFLNHBL LI CIZE -T2, /é‘%ﬁ‘? 7T L RE L SR ST,

2.4.4.3.2. 2HERE (C4591001 FRBR 3 3 tBE Sy, ZEMICEE L -1BB L)

EMERT — 2 X—A v b7 B ETITHAAN LN 43,448 HlD H &, HEFR
DI DITIRERZ W 1L L7 #6513 BNT162b2 £ (0.2%) B L O 7 BAREE (0.1%) TH7en-o
7o ZORERIX, 37,706 BIOEMIZEBIT HIRBRFILICE T A FEFRG LR TH -T2, 1EBRH
1RICE S 7= HEFRIL, H7-ICBNT162b2 BE3 6] (G 37 6) BLOT 7B REES ] (§F30
) TEE SN,

AR XA IEICOWTIL 34 THTEET 5,
16~17 B DOERE T, 1BBRPILICE - FEFERITRO LR T,

43448 FIDH B, IR ILICEST-HERFRIZBWTC, FEMENORERICEERMICERZDH S
ZIIERO Lo T,

2.4.43.3. ZRMEE U2 IBBRPIEICETAXEICL A0 (C4591001 388k 55 3 FHER4Y)
F—EZFHy A7 H Q020411 H 14 H) £ TITIHEBRPILICE > T-AERHERNRH LIS 23
FAER Gy DYRERE DFEGR % 2.4.5 TR,
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2.4.44. ZOMOEERFEESR (C4591001 RER 5F 3 FHEHD)

AJRBRTIX AESI ZFHRTICHE L TV ey o 7228, COVID-19 IZBLTAESI & LCT AU B
WY ERE L Z— (CDC) 28V A MZ#E#i L C\W5 [HE COVID-19) BLO IEEZRH R
FEMER L OMRRRIEM R R OFREME 2 RE T 2 FRE2EE LT, Wb SN aEFRZHN
L7, BEFLHNE X OCEERAEFRGOFMFHMEICENT, 1BBRY 7 F 2 OIS
L7067 H )RR ECHEE T AREGERGIIFFE I N o7,

37,586 Bl DA FEFHGOMHTIZIBNT, TREREEE RFE L2 ABSI ZF5a L, ZEXI LT,
BNT162b2 #£ClX, 64 61 (0.3%) ICHEFLE LTU U ANEIENRE Sz, TOWNERIE, #5
winfE 54 1 (0.5%) , EfpE 10 41 (0.1%) BEIOT T 2REE6HITHY (Table9) , BNT162b2
64 B BIEIT 26 B (0.3%) BROZLMEIT 38 il (04%) THoT-, AEFRLELTY 3
SEDFEBLDNREE S VAL, Bids KOS U (B L<ITh) , A8HE, A8HF L, W
IZEER, U o) GEIRBE) | Thotz, 1FEAEDY /R EEITFEM% 2~4 B LINICHH
L7c (BEfif% 98 H HICRBL L FR 1 a2 a2, 1SR 8 HEUFIZRILL) . b
U U REEDO R M ORI 10 B THY, T—F B v b4 7 HORRT 12 23 REIE T
Hol,

BNT162b2 #EOF g T, 1Bl HEEME% 13 H BICmEEE (WiR) 8L OWEEUE (7 L r¥—
FAE, RMIERICE O NBINERZ L, J6BRY 7 F U8R E B L) & 1 FIRHE S
Too 77 BAREED 1 FHZEYIBEUE (BOX=2 U ST B 6 23 EE S

(Table 9) ., VRBRIYERNIEL, WINBIRRY 7 F o OEfE & Bdl7e L L3 L7,

2.4.4.5. WEVIEEER EIIEBREER OIBBRAENT (C4591001 FRBR 55 3 183 %)

C4591001 FERODE 3 MBIy DT — 2 2L Ea— 1L, I (ADR: U7 F o RN YisEs
EHIEEZ Lz L iEmfl T 2EBRH L2 HEEFR) 2RELL, ZOLEa2—21F, AEER
F—HDIEH, BT HETHRRNNE SN RSB L O G b E oz, ADR O
CIOMS RHHEE DT TV IFLL FD@Y Th D,

o D TEMBEE : 10%LL E

o KL< HDHLND : 1%LL 1 10%A

o HED AEATRY  0.1%LhE 1%KH
o i :0.01%2E 0.1%

o MROTH : <0.01%

2020 4 11 H 14 HEIFE, BNTI162b2 O H &AM T, FHESEE RO CTEMEE CTh >7- ADR
U T EBY THD,

o TEHEATIEIR : 3455/4108 (84.1%)
o JEYT : 2585/4108 (62.9%)
o TR : 2265/4108 (55.1%)

o P : 1573/4108 (38.3%)
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o HESE . 1312/4108 (31.9%)
o TR : 968/4108 (23.6%)
o JEEN : 582/4108 (14.2%)

2020 4E 11 A 14 BB S OZ 2T GREMOF ERERT — 200, 7T RHEOREESE
\Z BNT162b2 BECliE THFE Y — KTV & X 57 ADR % FREllR LTz,

o UL NHIJE : BNT162b2 #f 64/18,801 (0.3%) , 7t REf 6/18785 (0.0%)

2.4.4.6. = D DOZEMFR (C4591001 FRBR 55 3 F8354)
2.4.4.6.1. BJE COVID-19 (C4591001 3Br %5 3 #HESY)

TRBR Ff 5 H & Tl EIE COVID-19 fEEH D=2 1) o F a2 f Ik EHED | oL L CERNICHEE
L7272y, FIEEMEIZIIE S ehvoT-, BHIEFIORYZ T T REEOWBRE N SO, U
F BRI LR O R OB [VAED : U 7 F BRI 0E O FER AR RO (VAERD) %5
ir] ODTET UAITRWI ERRB I NI,

55 2/3 FHER Sy TH B Z MRt 5 72 O IZEH L 72 EJE COVID-19 MEEFNZ-OWT M2.7.3.2.1.1.3.2
H (PR BIOIM2.7.3.2.1.2.42 TH (Ret&MENT) 12588 L7z, COVID-19 BB DO FGHR 1%
2.4.5 WHIZRT,

245 EBAEBROXEICL B0 (C4591001 B 5 3 1BEH )

FIME Sy CHE SN L, EERAEER, BRPIICE-ST=HESES, COVID-19 MEER
B L OMTHIREBRE OAGR 1T M5.3.5.1 C4591001 JEBRMAFESHEE 14 THICEHEH LT,

2.4.6. fEEa (C4591001 KB 2 3 FHE %)

C4591001 FBROES 3 FHE 7> DA 38,000 1] [2 [A] B #fE% OB BRFHAWIF (FhJufE) 252 4 AR’
OWERE ] OO NTRERTIE, BNTI162b2 30 pg 13 16 UL EOWBRF B W T2 TH Y 2
RYETHRAETH -7, RUNRMER LA EHFGOEIEL L L ORBUSEE X, Al (555%
LIF) ke CElngE (56 mll k) THEL TRo 7o, RISEMEO EAEE XM HEimE & b I
L CHREEN S P T, St OBMTHA L, AEFR T a7 7 A Vb EeMICET
LERBPBERITTIERIN R o7, BEERAEFZORIL LU CITHAANNPERE B
LTA72<, BNTI2W2 #E & 7T B ARBETRIRE CTH o7z, HEHFGUT XL D IEOFEHEE H i
L TIE<, BNTI2B2 Bt L 7T v REEORI CRIRE CTH 7=, ZOLEMT a7 7 AL, 2[5
HERE%IZ D72 < &b 2 » A OB Z S5 L7259 19,000 Bl O EREER TH LN H D
E—E LT\,

T—HX7y bAT7H (20204F 11 A 14 H) FEA TR 44,000 B &2 LA AL, 18R 7 5 L Bfdith
DB MR 2 7295 E 0> B3 DNt ORERIE, B L TR 38,000 #13 ON 19,000 4
Qe A% DR &b 2 5 HOBUREZ Fi L7-W50RE) OFEELT 07 7141 LAk
Thole, BERAEFRB LU CORBMEITINS, BNT162b2 # & 77 AR CRRE T
bV, HEERZIDZPIEHBL ThehoTz,

W03 FIER Y DT — 2 1%, &R, FHiER L OEEREOWERE I LT, ML TR R
OB coReMT —4 & —& L T\,
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3. FER R BEEMB I ORI TICRIT 2R etH

3.1. NEHEREF

3.1.1. Bl

BNT162b2 (30 pg) DIRBRIZIZ 65 LA LOPERFE 1N E Eh, £ 07— & Nt L OHRE
DEMRAFHHIZEF 5 L T D,

HEAT R O IR TH 5 C4591001 7RBRIE, 25 1 AHERSy O H ERR T HE 5 T 65~85 ik DAEHR
J& L LT 65z 2Rt NI, K0 KRERE 23 FE)C5Sa Bz duina %
MBANT, BEMEOT —ZATIC L VSO EE O | FEOfER (2.2 1H) 1IZHVT
BT2MEy Q3H) TENEMERL, IOIZE3IFM Q4H) THLNIZEREDOEE /2 Z4e
MT — & B AT LT,

T RTOMTERE & FHEEOMIZGEERRZEZNRBD LTS, Thbh, SimE TALI
2 SOGIEMEE & 0 R CHEEE MEVMER A H VD, AT RAICERBIZBEIE TS Z E A b
TW5, &KL LT, BEAFTLTWDIERT —Z 05, EICEIBIZET D ROGFIE S R E
THDHZENRENTND,

ARHGTERER T, BRZENET — 2 RN O EREICB I 5V 7 F L OREMRITHLNTH D,
LR, +oRRRET -2 M E6NTHRNTD, BRIREZRET 17 7 A LR
il CHEIE T ERHE L L TO 20 EFEROT 2 ITIEE > TR,

3.1.2. /MR

ARHTEIZBNT, 16 WA OPERA X2 BNT162b2 O EVEIIMEL L T 7auy,

3.1.3. BEAREHE ~DEFE

T FABR Td D C4591001 ikBRIZIE, [EEAY72 505 RANRAE £ 72 1B IMRIEORRE = 4
THEREZEBANAGESE Lz (1.1.231H) 28, KHFEELS T, KBEEMICBTZ Y75
DEEMIZET 5T —XIIR 5N TN D,

3.2. A EMERTF

AL

3.3. EWHAEEH

FFAIE 3L SN U 7 F o OFFIR L OPHHER, OFHEE, OFHEICEET 2500,
M5.3.5.1 C4591001 {R%5R I Nt 5HmIE 6.5 DU Fe# L7,

3.4, R L UM O

BNT162-01 &5k

20028 H 13 AT —# 71 b A7 H £ CITHEDOHRE X2 o 7=,
C4591001 B

i F - 3R O S NI AR & Lz (1.1.2.3T8) . C4591001 iBrodT— 4% h ~ 47 H
(2020 = 11 A 14 H) FERT, Ff 23 BIOHERE OILIRN 2B EIE® T — & N— R S,
ZD 5 9FNFIERAZBBICY 7 FUogEEMREIICR I Le 24433H) , 5IEkEE, ZAb0
BB DILYRAE R 2803 5,
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TRTOMIRIE, e RMRIBE, WREFITFOMOEEREFOY 27 2615, BIEAF
THEIR T — A DA THH -0, EFHIC BNTI62b2 Z 3 L= T 7 F 2fEH U A7 %
HETAHITIEE S TV,

Y COATABRITETH TH Y, ARFERATIISE T LT, A5 - FEERMERER
(DART) O#EE () 1320204 12 HIZATT 5 PETH D,

FBHIFITIBUNT, BNTI62b2 UV 7 F B O ERIR AL EAEFS IOV BNT162b2 % 72 13 RHA D ZEREIR
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6. APPENDICES
6.1. Appendix A : Study BNT162-01 Safety Evaluation Plan
The BNT162-01 protocol is included in Module 5.3.5.1 BNT162-01 Protocol.

6.1.1. Study BNT162-01 Part A Study Schema
Dose cohort schema for BNT162b1 and BNT162b2 (P/B)¢

Cohorts with younger adults

Cohort3

12subjects -

safety daia

SRC Review

Based on

= 6 subjecis

for

Cohort1FIH

Day 1: 1 Sentinel
subject

Hh Sabl)! Review
Day 2: SSIubjeds
Bh SaialyiReuiew
Day 4: Bs]ubjec's

1
48 h Sakty Review
|
SRC Review®

Cohorts with older adults

Cohort 84

Day 1. 2 Sentinel
subject

24 h Sakty Review

Day 2: 4Isubjec1s

Bh Sab:y Review

Day 4: Blsubjeds
1

48 h Sakty Review

SRC Review=

Based on
safety daia for
= fi subjects

Based on
salely daia for
= 6 subjects

Cohort9

Day 1. 2 Sentinel
subjects

24 h Sakty Review
Day 2: 4lsubjects
4Bh Saily Review
Day 4: ﬁisubjeds
B h Sablty Rewiew

SRC Review=

Cohort2

Day 1: 2 Sentinel
subjects

2 b Sskty Review
Day 2:4iubjec1s
B h Saial)l« Review
Day 4:6;ubjec1s
4Bh Saial:r Review
SRC Rflwiewa

Based on
saiety data for
= 6 subjecs

Based on
salety daia for
= 6 subjects

Cohort4

Day 1: 2 Sentinel
subjects

Uh Saialleemew
Day 2: 4slubjec1s
B h Sably]Review
Day 4: ﬁsfubjeds
4Bh Saiayl Review
SRC R»sll‘.rieﬂ.n\fa

Cohort10

Day 1. 2 Sentinel
subjects

2 b Saity Review

Day 2: 4 subjects

43 h Sakty Review

Day 4: 6 subjects

48 b Saity Review

SRC Review=

The data assessed by the SRC for progressing comprises 48 h data for 6 subjects.

If these cohorts use doses lower than already tested, 12 subjects may be dosed on one day in these cohorts and the cohorts may be
conducted in parallel to each other / to any dose escalation cohorts. If they use doses higher than already tested, subjects will be dosed

using a sentinel dosing/subject (2-4-6) staggering process.

For the dose regimens, see Section 1.1.1.2.

Based on
salety daia for
= § subjects

Cohorts 5to 7°

Day 1. 2 Sentinel
subjects

Hh Sablleeulew

Day 2: 4slubjec1s

Bh Saialy]Reuiew

Day 4: leubjeds
1

48 1 Sakly Review
|
SRC Review®

Administration of the planned 10 pg dose in Cohort 8 requires that at least a 10 pg dose has shown acceptable tolerability in younger

adults.
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6.1.2. Schedule of Activities (Study BNT162-01)

Page 161

Procedure / Visit 0 Visit 1 Visit 1 | Visit2 | Phone | Visit3 | Visit4 Visit4 | Phone | Visit5 | Visit 6 Visit 7 Visit 8 Visit 9
Assessment Pre-dose | Dosing at call at Pre- Dosing | call at ~7d ~21d ~28d ~63 d ~162 d
& 24+2h | 48+2h dose & Post- | 48+2h | from from from from from
Post- dose Visit4 | Visit 4 Visit 4 Visit 4 Visit 4
dose (EoS (FU (FU
Visit) Visit) Visit)
h -30 to
Day 0 1 1 2 8 22 22 29 43 50 85 184
Informed consent X
Inclusion/exclusion X
o X .
criteria (review)
. . X
Medical history X (update)
Physical
examination incl. X X2 X? X2 X2 X2 Xa X2
height
Vital signs, body Xt X X X XP X X X X X
weight
12-lead ECG X X
Urine pregnancy e
test for WOCBP
Urine drugs odf X X
abuse screen
Alcohol breath test
U%'ll'.le collection for X X X X X X
clinical laboratory ©
Blood draw for X X X X a XL X
clinical laboratory f | (15mL) | (15mL) (15 mL) (15 mL) )m (15 mL)
Blood draw for X
viral screening & (5 mL)
Blood draw for X
SARS-CoV-2 (2.6 mL
testing k )
Oral swipe for
SARS-CoV-2 xm
testing
Allocation to IMP X
Dosing! X X
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Procedure / Visit 0 Visit 1 Visit1 | Visit2 | Phone | Visit3 | Visit4 Visit4 | Phone | Visit5 | Visit 6 Visit 7 Visit 8 Visit 9
Assessment Pre-dose | Dosing at call at Pre- Dosing | call at ~7d ~21d ~28d ~63d ~162d
& 24+2h | 48+2h dose & Post- | 48+2h | from from from from from
Post- dose Visit 4 | Visit 4 Visit 4 Visit 4 Visit 4
dose (EoS (FU (FU
Visit) Visit) Visit)
Day ® _3?) to 1 1 2 8 22 22 29 43 50 85 184
Blood draw for X X X a OX L X X X X
immunogenicity " (10 mL) (10mL) | (10 mL) )m (10 mL) (10 mL) (10 mL) (10 mL)
Blood draw for
HLA X (4 mL EDTA-blood) P
Blood draw for
CMI (100 mL) ™° X X
Blood draw for € Up to 5 blood draws for explorative biomarker/immunogenicity research purposes. Blood draw volumes may vary. The total blood volume drawn will not
research exceed 200 mL per participant over the complete study, i.e., over approximately 7 months. =
Partbicip‘a'nt hotline Start - - - - - - - - - - End
availability
Issu.e participant X X X X X X X
diaries
C.oll.ect participant X Xi X X X X x x
diaries
Reco;d.AEs since X X X X X X X X X
last visit
Local reaction
assessment/ X°® X X X Xx® X X X
systemic events
Concomitant X X X X X X X X
medication
Participant . )
wellbeing X! X!
questioning

Brief (symptom-directed) physical examination; no height measurement.
At 1, 3, and 6 h (£15 min) after dosing.
Vital signs: systolic/diastolic blood pressure, pulse rate, respiratory rate, and body temperature; body weight only at Visit 0.
Urine screening for drugs of abuse (amphetamines, benzodiazepines, barbiturates, cocaine, cannabinoids, opiates, methadone, methamphetamines, phencyclidine, tricyclic antidepressants).

Dipstick urine analysis: glucose, bilirubin, ketone, specific gravity, blood, pH, protein, urobilinogen, nitrite, and leukocytes. Microscopic urinalysis: if warranted by dipstick results, urine sediment
was microscopically examined for the presence of red blood cells, white blood cells, casts, crystals, epithelial cells, and bacteria.

Clinical laboratory tests: (Chemistry) alkaline phosphatase, creatinine, ferritin, C-reactive protein, albumin, alanine aminotransferase, amylase, aspartate aminotransferase, gamma glutamyl

transpeptidase, total bilirubin, blood urea nitrogen, glucose, lipase, sodium, potassium, calcium; (Hematology) hemoglobin, hematocrit, red blood cell count, white blood cell count and differential
(neutrophils, lymphocytes, monocytes, eosinophils, basophils), platelet count. Only in women who are not WOCBP: follicle stimulating hormone (FSH) at Visit 0.
Viral screening for Human Immunodeficiency Virus (HIV) 1 or 2, Hepatitis B, Hepatitis C.

PFIZER CONFIDENTIAL

Page 162




SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BER Ay Ze

" Flexibility for visit days: Visit 3 Day 8+1 d; Visit 4 Day 22+2 d; Visit 5 Day 29+3 d; Visit 6 Day 43+4 d; Visit 7 Day 50+4 d; Visit 8 Day 85+7 d; Visit 9 Day 184+9d.

' Only for the first 6 participants per dose group. Questioning on and documentation of AEs as well as systemic and local reactions, the latter in case of upcoming dose decision meetings.
7 Only IMP-related AEs.

Blood draw for anti-SARS-CoV-2 antibodies (samples will be stored until a test is commercially available).

For dose groups 1 and 8, dosing with at least 1 h intervals between participants for the first 6 participants and then with of at least 30 min intervals for the remaining 6 participants. For all other dose
groups, dosing with at least 30 min intervals between participants.

™ Oral swipe for SARS-CoV-2 testing either on Day -1 or at the Visit 1 on Day 1.

" The listed blood draw days may be adapted if justified by the collected data. Leftover blood after completion of the immunogenicity assessments may be used for additional analyses as described in
Protocol Section 8.7 (Genetics) and/or Protocol Section 8.8 (Biomarkers).

°  For participants who have given consent, one aliquot of the blood sample drawn for analysis of CMI may be used for HLA typing to allow additional analysis of T-cell receptor repertoire and / or
phenotypic characterization of T-cells specific to vaccine-encoded antigens.

P If HLA typing using the blood sample collected with Lithium Heparin is not conclusive, EDTA-blood was drawn for HLA testing.

Abbreviations: AE = adverse event; CMI = cell-mediated immune testing; D or d = day; ECG = electrocardiogram; EDTA = ethylenediamine tetraacetic acid; EoS = end of study (Visit); FU = follow-up
(visit); h = hour(s); HLA = human leukocyte antigen; Day 0 = 1 d before Day 1; IMP = investigational medicinal product; min = minute(s); SARS-CoV-2 = the virus leading to COVID-19; WOCBP =
women of childbearing potential.
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6.1.3. Study BNT162-01: Safety Assessments
6.1.3.1. Physical Examinations, Vital Signs, and Electrocardiograms (Study BNT162-01)
Complete physical examinations were performed at screening. Brief physical examinations were

performed at later time points including prior boost immunizations.

e A complete physical examination included, at a minimum, assessments of the cardiovascular,
respiratory, gastrointestinal and neurological systems. Height (in cm) was also recorded during
complete physical examinations.

e A brief (symptom directed) physical examination included an overall health judgement. In-depth
physical examinations were required if obvious pathological signs were visible or in the case the
subject states any signs or symptoms.

Vital signs included body temperature, pulse rate, respiratory rate, and blood pressure. Normal ranges of
the vital sign parameters are presented in Module 5.3.5.1 BNT162-01 Statistical Analysis Plan Table 4.
Body weight will also be recorded.

Standard 12-lead ECGs were recorded and judged by the investigator to be clinically significant or not.

6.1.3.2. Subject Diaries (Study BNT162-01)

Subjects were given subject diaries at Visit 1 and were asked to record any reactions between visits,
solicited local reactions at the injection site (pain, tenderness, erythema/redness, induration/swelling) and
solicited systemic reactions (nausea, vomiting, diarrhea, headache, fatigue, myalgia, arthralgia, chills, loss
of appetite, malaise, and fever [ie, >38°C]). Subject diaries were collected at the visits as described in the
SoA (Section 6.1.2),

6.1.3.2.1. Local Reactions (Study BNT162-01)

Assessment of local reactions after IM immunization was used to validate the solicited assessment of local
reactions in the patient diary and potentially support AE reporting.

Local reactions (both investigator assessed and solicited in the subject diaries) were graded using criteria
based on the guidance given in US FDA Guidance for Industry “Toxicity Grading Scale for Healthy Adult
and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trials” for “Local Reaction to
Injectable Products”. The grades are Grade 0 (Absent), Grade 1 (Mild), Grade 2 (Moderate), Grade 3
(Severe) and Grade 4 (Potentially life threatening).

The solicited local reactions were evaluated for the following time intervals:

e  Prime immunization up to day 7 (inclusive) after initial immunization
e Boost immunization up to day 7 (inclusive) after boost immunization
e Both intervals combined

The intervals started with the date and time of the immunization.

6.1.3.2.2. Systemic Reactions (Study BNT162-01)
Systemic reactions after IM immunization were assessed via daily solicited reports in the subject diaries
and at the times given in the SoA (Section 6.1.2).

Systemic reactions were graded using criteria based on the guidance given in US FDA Guidance for
Industry “Toxicity Grading Scale for Healthy Adult and Adolescent Volunteers Enrolled in Preventive
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Vaccine Clinical Trials” for “Systemic reaction grading scale”. The grades are Grade 0 (Absent), Grade 1
(Mild), Grade 2 (Moderate), Grade 3 (Severe) and Grade 4 (Potentially life threatening). Fever was graded
as Mild (38.0-38.4°C), Moderate (38.5-38.9°C), Severe (39.0-40.0°C and Potentially life threatening
(>40.0°C).

The solicited systemic reactions were evaluated for the following time intervals:

e Prime immunization up to day 7 (inclusive) after initial immunization
e Boost immunization up to day 7 (inclusive) after boost immunization
e Both intervals combined

The intervals started with the date and time of the immunization. Further details regarding the analysis of
local reactions are provided in the SAP (Module 5.3.5.1 BNT162-01 Statistical Analysis Plan Section
6.4.2).

6.1.3.3. Adverse Events and Serious Adverse Events (Study BNT162-01)

Adverse Events

An AE is any untoward medical occurrence in a patient or clinical study participant, temporally associated
with the use of study intervention, whether or not considered related to the study intervention.

NOTE: An AE can therefore be any unfavorable and unintended sign (including an abnormal laboratory
finding that is clinically significant), symptom, or disease (new or exacerbated) temporally associated with
the use of study intervention.

Events after signing ICD and before study intervention administration were handled as AEs.

AEs were coded using the Updated Version MedDRA® 23.0 including specific terms for COVID-19 to get
a SOC and PT for each AE.

A TEAE is defined as any AE with an onset date on or after the first administration of study intervention
(if the AE was absent before the first administration of study intervention) or worsened after the first
administration of IMP (if the AE was present before the first administration of study intervention). AEs
with an onset date more than 28 d after the last administration of study intervention will be considered as
treatment emergent only if assessed as related to study intervention by the investigator.

For more details regarding how adverse events were defined, refer to Module 5.3.5.1 BNT162-01 Protocol
Section 10.3.1.1 and Section 10.3.1.2.

Suspected Adverse Reactions

A Suspected Adverse Reaction was defined as all untoward and unintended responses to a study
intervention related to any dose administered.

o The definition also covers medication errors and uses outside what is foreseen in the protocol,
including misuse and abuse of the study intervention.

e The definition implies a reasonable possibility of a causal relationship between the event and the
study intervention. This means that there are facts (evidence) or arguments to suggest a causal
relationship.
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Serious Adverse Events

If an event was not an AE per the definition above, then it could not be an SAE even if serious
conditions were met (eg, hospitalization for signs/symptoms of the disease under trial, death due to
progression of disease).

An SAE was defined as any untoward medical occurrence that, at any dose:
e Results in death

e s life-threatening

The term “life-threatening” in the definition of “serious” refers to an event in which the trial
subject was at risk of death at the time of the event. It does not refer to an event which
hypothetically might have caused death if it were more severe.

e Requires trial subject hospitalization or prolongation of existing hospitalization

— In general, hospitalization signifies that the trial subject has been detained (usually
involving at least an overnight stay) at the hospital or emergency ward for observation
and/or treatment that would not have been appropriate in the physician’s office or out trial
subject setting. Complications that occur during hospitalization are AEs. If a complication
prolongs hospitalization or fulfills any other serious criteria, the event is serious. When in
doubt as to whether “hospitalization” occurred or was necessary, the AE should be
considered serious.

e Results in persistent disability/incapacity
e [sa congenital anomaly or a birth defect.

AEs of Proven COVID-19 Disease of Moderate or Severe Intensity

Any case of proven COVID-19 disease occurring during the observation period was reported as an SAE,
where the intensity of the respective AE is rated as “moderate” or “severe” (according to the criteria
provided in Module 5.3.5.1 BNT162-01 Protocol Section 10.3.1.7). If none of the other SAE definitions
were deemed suitable, then the SAE criterion of being a “medically important event” was applied
(according to the definitions provided in Module 5.3.5.1 BNT162-01 Protocol Section 10.3.1.4).

For more details regarding serious adverse events, refer to Module 5.3.5.1 BNT162-01 Protocol Section
10.3.
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6.2. Appendix B: Study C4591001 Safety Evaluation Plan
The C4591001 protocol is included in Module 5.3.5.1 C4591001 Protocol.

6.2.1. Study C4591001 Study Schema

Phase 1 For each vaccine candidate (4:1 randomization active:placebo)
Age: 18-55y Age: 65-85y
Low-dose-level 2-dose group (n=15)

IRC (safety) IRC (safety

Low-dose-level 2-dose group (n=15)

\ 4

v after Dose 1)
Mid-dose-level 2-dose group (n=15)

IRC (safety .
IRC (safety) »  Mid-dose-level 2-dose group (n=15)
N7 after Dose 1)

High-dose-level 2-dose group (n=15)

IRC (safety
after Dose 1)

A 4

High-dose-level 2-dose group (n=15)

) IRC choice of group(s) for Phase 2/3
(safety & immunogenicity after Doses 1 and 2)

Phase 2/3 Single vaccine candidate (1:1 randomization active:placebo)
Age: >12
(Stratified 12-15, 16-55 or >55)

Safety and immunogenicity analysis of
Phase 2 data (first 360 participants) by
unblinded team (these participants will ~ BNT162b2 30 pg or placebo 2 doses
also be included in Phase 3 analyses)  (n~21,999 per group, total n~43,998)
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6.2.2. Schedule of Activities (Study C4591001)
6.2.2.1. Study C4591001 Phase 1 SoA

An unplanned potential COVID-19 illness visit and unplanned potential COVID-19 convalescent visit are required at any time between Visit 1
(Vaccination 1) and Visit 10 (24-month follow-up visit) that COVID-19 is suspected.

Visit Number Screening 1 2 3 4 5 6 7 8 9 10 Unplanned | Unplanned
Visit Description Screening | Vax 1 Next- | 1-Week | Vax2 | 1-Week | 2-Week | 1-Month | 6-Month 12- 24- Potential Potential
Day Follow- Follow- | Follow- | Follow- | Follow- | Month | Month | COVID-19 | COVID-19
Follow- | up Visit up Visit | up Visit | up Visit | up Visit | Follow- | Follow- Illness | Convalescent
up Visit | (Vax 1) (Vax2) | (Vax2) up Visit | up Visit Visit? Visit
(Vax 1)
Visit Window (Days) 0 to 28 Day 1 1to3 6to8 (19to23 | 6to8 |12to16 |28to35| 175to | 350to | 714 to | Optimally |28 to 35 Days
Days Days Days Days Days Days Days (189 Days|378 Days|742 Days| Within 3 After
Before After After After After After After After After After | Days After | Potential
Visit 1 Visit1 | Visit1 | Visit1 | Visit4 | Visit4 | Visit4 | Visit4 | Visit4 | Visit4 | Potential | COVID-19
COVID-19 | Illness Visit
Illness
Onset
Obtain informed consent X
Assign participant number X
Obtain demography and X
medical history data
Obtain details of medications X
currently taken
Perform physical examination X X X X
Measure vital signs X X X X X X X
(including body temperature)
Collect blood sample for ~10 mL ~10mL | ~10mL | ~10 mL | ~10 mL
hematology and chemistry
laboratory tests®
Collect screening blood ~10 mL
sample for HIV, HBsAg,
HBc Ab, and HCV Ab tests
Serological test for prior ~20 mL
COVID-19 infection
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Page 169

Visit Number Screening 1 2 3 4 5 6 7 8 9 10 Unplanned | Unplanned
Visit Description Screening | Vax 1 Next- | 1-Week | Vax2 | 1-Week | 2-Week | 1-Month | 6-Month 12- 24- Potential Potential
Day Follow- Follow- | Follow- | Follow- | Follow- | Month | Month | COVID-19 | COVID-19
Follow- | up Visit up Visit | up Visit | up Visit | up Visit | Follow- | Follow- Illness | Convalescent
up Visit | (Vax 1) (Vax2) | (Vax2) up Visit | up Visit Visit? Visit
(Vax 1)
Visit Window (Days) 0 to 28 Day 1 1to3 6to8 (19to23 | 6to8 |12to16 |28to35| 175to | 350to | 714 to | Optimally |28 to 35 Days
Days Days Days Days Days Days Days (189 Days|378 Days|742 Days| Within 3 After
Before After After After After After After After After After | Days After | Potential
Visit 1 Visit1 | Visit1l | Visit1l | Visit4 | Visit4 | Visit4 | Visit4 | Visit4 | Visit4 | Potential | COVID-19
COVID-19 | Illness Visit
Illness
Onset
Perform urine pregnancy test X X X
(if appropriate)
Obtain nasal (midturbinate) X X X
swab(s)°
Collect nonstudy vaccine X X X X X X X X X
information
Confirm eligibility X X X
Collect prohibited medication X X X X X X X X X X
use
Review hematology and X X X X X
chemistry results
Review temporary delay X X
criteria
Confirm use of contraceptives X X X X X X X X
(if appropriate)
Obtain randomization number X
and study intervention
allocation
Collect blood sample for ~50 mL ~50mL | ~50 mL | ~50 mL | ~50 mL | ~50 mL | ~20 mL | ~20 mL | ~20 mL ~20 mL
immunogenicity assessment + + +
optional® | optional® | optional®
~170 mL | ~170 mL |~170 mL
Administer study intervention X X
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Visit Number Screening 1 2 3 4 5 6 7 8 9 10 Unplanned | Unplanned
Visit Description Screening | Vax 1 Next- | 1-Week | Vax2 | 1-Week | 2-Week | 1-Month | 6-Month 12- 24- Potential Potential
Day Follow- Follow- | Follow- | Follow- | Follow- | Month | Month | COVID-19 | COVID-19
Follow- | up Visit up Visit | up Visit | up Visit | up Visit | Follow- | Follow- Illness | Convalescent
up Visit | (Vax 1) (Vax2) | (Vax2) up Visit | up Visit Visit? Visit
(Vax 1)
Visit Window (Days) 0 to 28 Day 1 1to3 6to8 (19to23 | 6to8 |12to16 |28to35| 175to | 350to | 714 to | Optimally |28 to 35 Days
Days Days Days Days Days Days Days (189 Days|378 Days|742 Days| Within 3 After
Before After After After After After After After After After | Days After | Potential
Visit 1 Visit1 | Visit1 | Visit1 | Visit4 | Visit4 | Visit4 | Visit4 | Visit4 | Visit4 | Potential | COVID-19
COVID-19 | Illness Visit
IlIness
Onset
Assess acute reactions for at X X
least 30 minutes after study
intervention administration?
Explain participant X
communication methods
(including for e-diary
completion), assist the
participant with downloading
the app, or issue provisioned
device, if required
Provide thermometer and X X
measuring device
Review reactogenicity e-diary
data (daily review is optimal < > <+—>
during the active diary period)
Review ongoing X X
reactogenicity e-diary
symptoms and obtain stop
dates
Collect AEs and SAEs as X X X X X X X X X X X X X
appropriate
Collect e-diary or assist the X
participant to delete
application
PFIZER CONFIDENTIAL

Page 170




SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BER Ay Ze

related clinical and laboratory
information (including local
diagnosis)

Visit Number Screening 1 2 3 4 5 6 7 8 9 10 Unplanned | Unplanned
Visit Description Screening | Vax 1 Next- | 1-Week | Vax2 | 1-Week | 2-Week | 1-Month | 6-Month 12- 24- Potential Potential
Day Follow- Follow- | Follow- | Follow- | Follow- | Month | Month | COVID-19 | COVID-19
Follow- | up Visit up Visit | up Visit | up Visit | up Visit | Follow- | Follow- Illness | Convalescent
up Visit | (Vax 1) (Vax2) | (Vax2) up Visit | up Visit Visit? Visit
(Vax 1)
Visit Window (Days) 0 to 28 Day 1 1to3 6to8 (19to23 | 6to8 |12to16 |28to35| 175to | 350to | 714 to | Optimally |28 to 35 Days
Days Days Days Days Days Days Days (189 Days|378 Days|742 Days| Within 3 After
Before After After After After After After After After After | Days After | Potential
Visit 1 Visit1 | Visit1 | Visit1 | Visit4 | Visit4 | Visit4 | Visit4 | Visit4 | Visit4 | Potential | COVID-19
COVID-19 | Illness Visit
IlIness
Onset
Collection of COVID-19— X X

Abbreviations: e-diary = electronic diary; HBc Ab = hepatitis B core antibody; HBsAg = hepatitis B surface antigen; HCV Ab = hepatitis C virus antibody;
HIV = human immunodeficiency virus; NAAT = nucleic acid amplification test; vax = vaccination.

a.

b.

The COVID-19 illness visit may be conducted as an in-person or telehealth visit.

Hematology: hemoglobin, complete blood count with differential, and platelets.

alkaline phosphatase, total bilirubin, blood urea nitrogen (BUN), and creatinine.
Two swabs will be taken at Visits 1 and 4. One will be tested (if possible at the site, otherwise at the central laboratory) within 24 hours and vaccination will only proceed if

it is NAAT-negative for SARS-CoV-2 genomes. The second will be sent to the central laboratory for potential later testing.

Blood chemistry: alanine aminotransferase (ALT), aspartate aminotransferase (AST),

The first 5 participants in in each group will be observed at the site for at least 4 hours after study intervention administration. Further vaccination will commence no sooner
than 24 hours after the fifth participant received his or her vaccination.
An optional blood draw of ~170 mL will be taken at 1 of the visits (from selected participants who consent) for exploratory COVID-19 research.
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6.2.2.2. Study C4591001 Phase 2/3 SoA

An unplanned potential COVID-19 illness visit and unplanned potential COVID-19 convalescent visit are required at any time between Visit 1
(Vaccination 1) and Visit 6 (24-month follow-up visit) that potential COVID-19 symptoms are reported, including MIS-C.

Page 172

Visit Number 1 2 3 4 5 6 Unplanned | Unplanned
Visit Description Vaccination 1| Vaccination 2| 1-Month 6-Month 12-Month 24-Month Potential Potential
Follow-up Follow-up Follow-up Follow-up COVID-19 | COVID-19
Visit Visit Visit Visit Illness Visit* | Convalescent
Visit
Visit Window (Days) Day 1° 19 to 23 Days | 28 to 35 Days | 175 to 189 350 to 378 714 to 742 Optimally |28 to 35 Days
After Visit 1 | After Visit 2 | Days After | Days After | Days After Within 3 After
Visit 2 Visit 2 Visit 2 Days After Potential
Potential COVID-19
COVID-19 | Illness Visit
Illness Onset
Obtain informed consent X
Assign participant number X
Obtain demography and medical history data X
Perform clinical assessment® X
For participants who are HIV positive, record latest X X X X X
CD4 count and HIV viral load
Measure height and weight X
Measure temperature (body) X X
Perform urine pregnancy test (if appropriate) X X
Confirm use of contraceptives (if appropriate) X X X
Collect nonstudy vaccine information X X X X
Collect prohibited medication use X X X X X X X
Confirm eligibility X X
Review temporary delay criteria X X
Collect blood sample for immunogenicity ~20 mL ~20 mL ~20 mL ~20 mL ~20 mL ~20 mL
assessment? ~10 mL ~10 mL ~10 mL ~10 mL ~10 mL ~10 mL
Obtain nasal (midturbinate) swab X X X
Obtain randomization number and study X
intervention allocation
Administer study intervention X X
PFIZER CONFIDENTIAL
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Visit Number 1 2 3 4 5 6 Unplanned | Unplanned
Visit Description Vaccination 1| Vaccination 2| 1-Month 6-Month 12-Month 24-Month Potential Potential
Follow-up Follow-up Follow-up Follow-up COVID-19 | COVID-19
Visit Visit Visit Visit Illness Visit* | Convalescent
Visit
Visit Window (Days) Day 1° 19 to 23 Days | 28 to 35 Days | 175 to 189 350 to 378 714 to 742 Optimally |28 to 35 Days
After Visit 1 | After Visit2 | Days After | Days After | Days After Within 3 After
Visit 2 Visit 2 Visit 2 Days After Potential
Potential COVID-19
COVID-19 | Illness Visit
Illness Onset
Assess acute reactions for at least 30 minutes after X X
study intervention administration
Explain participant communication methods X
(including for e-diary completion), assist the
participant with downloading the app, or issue
provisioned device, if required
Provide/ensure the participant has a thermometer X X
(all participants) and measuring device
(reactogenicity subset participants only)
ReYiew reac'togenicity. e-digry data' (daily review is «—> —>
optimal during the active diary period)®
Review ongoing reactogenicity e-diary symptoms X X
and obtain stop dates®
Collect AEs and SAEs as appropriate X X X x*f x*f Xf X Xf
Collect e-diary or assist the participant to delete X
application
Collection of COVID-19-related clinical and X X
laboratory information (including local diagnosis)

Abbreviation: e-diary = electronic diary; HIV = human immunodeficiency virus.

Reactogenicity subset participants only.

mo o oW

The COVID-19 illness visit may be conducted as an in-person or telehealth visit.
The visit may be conducted across 2 consecutive days; if so, all steps from assessing the inclusion and exclusion criteria onwards must be conducted on the same day.
Including, if indicated, a physical examination.
20 mL is to be collected from participants >16 years of age; 10 mL is to be collected from participants 12 to 15 years of age.
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6.2.3. Study C4591001: Safety Assessments
Safety Assessments are described in Module 5.3.5.1 C4591001 Protocol Section 8.2 and Appendix 3.

6.2.3.1. Electronic Diary (Study C4591001)

Participants were required to complete a reactogenicity e-diary (see Module 5.3.5.1 C4591001 Protocol
Section 8.2.2).  All participants in Phase 1, and a subset of at least the first 6000 participants randomized
in Phase 2/3, were asked to monitor and record local reactions, systemic events, and antipyretic medication
usage for 7 days following administration of the study intervention. Any participants in Phase 3 who are
HIV-positive or 12 to 15 years of age may also have been included in this subset (will be reported at a later
time). In addition, participants 16 through 17 years of age enrolled under Protocol Amendment 9 and
onwards will be included in the reactogenicity subset.

For participants who were not in the reactogenicity subset, these local reactions and systemic events were
to be detected and reported as AEs, in accordance with Module 5.3.5.1 C4591001 Protocol Section 8.3.2.

6.2.3.1.1. Local Reactions (Study C4591001)

During the reactogenicity e-diary reporting period, participants were asked to assess redness, swelling, and
pain at the injection site (from Day 1 through Day 7 after each dose, where Day 1 is the day of each dose)
and to record the symptoms in the reactogenicity e-diary. If a local reaction persisted beyond the end of
the reactogenicity e-diary period following vaccination, the participant was requested to report that
information.

Redness and swelling was measured and recorded in measuring device units (range: 1 to 21) and then
categorized during analysis as absent, mild, moderate, or severe based on the grading scale in Table 17.
Pain at the injection site was assessed by the participant as absent, mild, moderate, or severe according the
grading scale in Table 17.

If a Grade 3 local reaction was reported in the reactogenicity e-diary, a telephone contact occurred to
ascertain further details and determine whether a site visit was clinically indicated. Only an investigator
or medically qualified person was able to classify a participant’s local reaction as Grade 4. Ifa
participant experienced a confirmed Grade 4 local reaction, the investigator was to immediately notify the
sponsor and, if it was determined to be related to the administration of the study intervention, further
vaccinations were to be discontinued in that participant.

Table 17.  Local Reaction Grading Scale (Study C4591001)

Mild Moderate Severe Potentially Life
(Grade 1) (Grade 2) (Grade 3) Threatening
(Grade 4)
Pain at the Does not interfere Interferes with Prevents daily activity [ Emergency room visit
injection site |with activity activity or hospitalization for
severe pain

Redness >2.0cmto 5.0 cm >5.0cm to 10.0 cm >10 cm Necrosis or

(5 to 10 measuring (11 to 20 measuring | (=21 measuring exfoliative dermatitis

device units) device units) device units)
Swelling >2.0cmto 5.0 cm >5.0cm to 10.0 cm >10 cm Necrosis

(5 to 10 measuring (11 to 20 measuring | (=21 measuring

device units) device units) device units)
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6.2.3.1.2. Systemic Events (Study C4591001)

During the reactogenicity e-diary reporting period, participants were asked to assess vomiting, diarrhea,
headache, fatigue, chills, new or worsened muscle pain, and new or worsened joint pain (from Day 1
through Day 7 after each dose, where Day 1 is the day of each dose) and to record the symptoms in the
reactogenicity e-diary. The symptoms were assessed by the participant as absent, mild, moderate, or
severe according to the grading scale in Table 18.

If a Grade 3 systemic event was reported in the reactogenicity e-diary, a telephone contact occurred to
ascertain further details and determine whether a site visit was clinically indicated. Only an investigator
or medically qualified person is able to classify a participant’s systemic event as Grade 4. If a participant
experienced a confirmed Grade 4 systemic event, the investigator was to immediately notify the sponsor
and, if it was determined to be related to the administration of the study intervention, further vaccinations
were to be discontinued in that participant.

Table 18.  Systemic Event Grading Scale (Study C4591001)
Mild Moderate Severe Potentially Life
(Grade 1) (Grade 2) (Grade 3) Threatening
(Grade 4)
Vomiting 1-2 times in >2 times in Requires IV Emergency room visit or
24 hours 24 hours hydration hospitalization for
hypotensive shock
Diarrhea 2 to 3 loose stools |4 to 5 loose stools |6 or more loose Emergency room visit or
in 24 hours in 24 hours stools in 24 hours | hospitalization for severe
diarrhea
Headache Does not interfere | Some interference | Prevents daily Emergency room visit or
with activity with activity routine activity hospitalization for severe
headache
Fatigue/ Does not interfere | Some interference | Prevents daily Emergency room visit or
tiredness with activity with activity routine activity hospitalization for severe
fatigue
Chills Does not interfere | Some interference | Prevents daily Emergency room visit or
with activity with activity routine activity hospitalization for severe
chills
New or Does not interfere | Some interference | Prevents daily Emergency room visit or
worsened with activity with activity routine activity hospitalization for severe
muscle pain new or worsened muscle
pain
New or Does not interfere |Some interference |Prevents daily Emergency room visit or
worsened with activity with activity routine activity hospitalization for severe
joint pain new or worsened joint pain
6.2.3.1.3. Fever (Study C4591001)

Temperature was collected in the reactogenicity e-diary in the evening daily during the reactogenicity e-

diary reporting period.

It was also collected at any time during the reactogenicity e-diary data collection

periods when fever was suspected. Fever was defined as an oral temperature of >38.0°C (100.4°F).

The highest temperature for each day was to be recorded in the reactogenicity e-diary. Temperature was
to be measured and recorded to 1 decimal place and then categorized during analysis according to the scale
shown in Module 5.3.5.1 C4591001 Protocol Table 3.

If a fever of >39.0°C (102.1°F) was reported in the reactogenicity e-diary, a telephone contact was to
occur to ascertain further details and determine whether a site visit was clinically indicated. Only an
investigator or medically qualified person is able to confirm a participant’s fever as >40.0°C (>104.0°F).
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If a participant experienced a confirmed fever >40.0°C (>104.0°F), the investigator was to immediately
notify the sponsor and, if it was determined to be related to the administration of the study intervention,
further vaccinations was to be discontinued in that participant.

6.2.3.2. Adverse Events and Serious Adverse Events (Study C4591001)
Definition of AE

An AE is defined as any untoward medical occurrence in a patient or clinical study participant, temporally
associated with the use of study intervention, whether or not considered related to the study intervention.

NOTE: An AE can therefore be any unfavorable and unintended sign (including an abnormal laboratory
finding), symptom, or disease (new or exacerbated) temporally associated with the use of study
intervention.

Additional details regarding events that meet the AE definition and events that do not meet the AE
definition are provided in Module 5.3.5.1 C4591001 Protocol Section 10.3.1.

Definition of SAE

If an event is not an AE per the definition above, then it cannot be an SAE even if serious conditions are
met (eg, hospitalization for signs/symptoms of the disease under study, death due to progression of
disease). An SAE is defined as any untoward medical occurrence that, at any dose:

e Results in death

Is life-threatening

e Requires inpatient hospitalization or prolongation of existing hospitalization

Results in persistent disability/incapacity
. Is a congenital anomaly/birth defect
e  Other situations (as described in the protocol)

Additional details regarding SAEs are presented in Module 5.3.5.1 C4591001 Protocol Section 10.3.2.

AEs will be reported by the participant (or, when appropriate, by a caregiver, surrogate, or the participant's
legal guardian).

Time Period and Frequency for Collecting AE and SAE Information

The time period for actively eliciting and collecting AEs and SAEs (“active collection period”) for each
participant begins from the time the participant/parent(s)/legal guardian provides informed consent, which
is obtained before the participant’s participation in the study (ie, before undergoing any study-related
procedure and/or receiving study intervention), through and including Visit 7 for Phase 1 participants, and
Visit 3 for Phase 2/3 participants. In addition, any AEs occurring up to 48 hours after each subsequent
blood draw must be recorded on the case report form (CRF).

SAEs will be collected from the time the participant/parent(s)/legal guardian provides informed consent to
approximately 6 months after the last dose of study intervention (Visit 8 for Phase 1 participants, and Visit
4 for Phase 2/3 participants).
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Follow-up by the investigator continues throughout and after the active collection period and until the AE
or SAE or its sequelae resolve or stabilize at a level acceptable to the investigator and Pfizer concurs with
that assessment.

For additional details regarding data collection for adverse events, refer to Module 5.3.5.1 C4591001
Protocol Section 8.3 and Module 5.3.5.1 C4591001 Statistical Analysis Plan Section 3.1.4.

Intensity for each AE and SAE reported during the study was assessed as mild (Grade 1), moderate (Grade
2), severe (Grade 3), or life-threatening (Grade 4) and assessed for causality as described in Module
5.3.5.1 Protocol Section 10.3.3.

For information regarding recording/reporting and follow-up of AEs and/or SAEs, refer to Module 5.3.5.1
Protocol Section 10.3.3 and 10.3.4.

6.2.3.2.1. Disease-Related Events and/or Disease-Related Outcomes Not Qualifying as AEs or SAEs

Potential COVID-19 illnesses and their sequelae that are consistent with the clinical endpoint definition
should not be recorded as AEs. These data will be captured as efficacy assessment data only on the
relevant pages of the CRF, as these are expected endpoints.

Potential COVID-19 illnesses and their sequelae will not be reported according to the standard process for
expedited reporting of SAEs, even though the event may meet the definition of an SAE. These events
will be recorded on the COVID-19 illness pages in the participant’s CRF within 1 day.

NOTE: However, if either of the following conditions applies, then the event must be recorded and
reported as an SAE (instead of a disease-related event):

The event is, in the investigator’s opinion, of greater intensity, frequency, or duration than
expected for the individual participant.

OR

The investigator considers that there is a reasonable possibility that the event was related to study
intervention.

Potential COVID-19 illness events and their sequelae will be reviewed by a group of internal blinded case
reviewers. Any SAE that is determined by the internal case reviewers NOT to meet endpoint criteria is
reported back to the investigator site of incidence. The investigator must report the SAE to Pfizer Safety
within 24 hours of being made aware that the SAE did not meet endpoint criteria. The investigator’s
SAE awareness date is the date on which the investigator site of incidence receives the SAE back from the
internal case reviewers.

6.2.3.3. Phase 1 Stopping Rules (Study C4591001)

Stopping rules were in place for all Phase 1 participants, based on review of AE data and e-diary
reactogenicity data, until the start of Phase 2/3 or 30 days after the last dose of study intervention in Phase
1, whichever was later.

Refer to Module 5.3.5.1 C4591001 Protocol Section 8.2.3 for additional details on Phase 1 stopping rules.

6.2.3.4. Surveillance of Events That Could Represent Enhanced COVID-19 and Phase 2/3 Stopping
Rule (Study C4591001)

As this was a sponsor open-label study during Phase 1, the sponsor conducted unblinded reviews of the
data during the course of the study, including for the purpose of safety assessment. Any NAAT-
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confirmed COVID-19 cases in Phase 1 were to be reviewed contemporaneously by the IRC and the Data
Monitoring Committee (DMC).

In Phase 2/3, the unblinded team supporting the DMC, including an unblinded medical monitor, will
review cases of severe COVID-19 as they are received and will review AEs at least weekly for additional
potential cases of severe COVID-19. At any point, the unblinded team may discuss with the DMC chair
whether the DMC should review cases for an adverse imbalance of cases of COVID-19 and/or severe
COVID-19 between the vaccine and placebo groups.

Stopping and alert rules were to be applied (see Module 5.3.5.1 C4591001 Protocol Section 8.2.4).
Participants were instructed when to contact the site due to potential COVID-19 illness (see Module
5.3.5.1 C4591001 Protocol Section 8.13). Reporting and review of potential COVID-19 illness is further
detailed in Module 5.3.5.1 C4591001 Protocol Section 8.3.7.

6.2.3.5. Exposure During Pregnancy or Breastfeeding, and Occupational Exposure

Details regarding exposure during pregnancy or breastfeeding and occupational exposure are presented in
Module 5.3.5.1 C4591001 Protocol Section 8.3.5.
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6.3. Appendix C: Phase 1 Study C4591001 Post-text Tables and Figures
6.3.1. Reactogenicity (Phase 1, Study C4591001, Post-text Tables and Figures)
6.3.1.1. Local Reactions (Phase 1, Study C4591001, Post-text Tables and Figures)

Figure 6.  Subjects Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each
Dose — Phase 1, 2 Doses, 21 Days Apart — Age Group: 18-55 Years of Age — BNT162b1

— Safety Population
Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Phase 1 — 18-55 Years — BNT162b1 — Safety Population
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Note: Number abowve each bar denotes percentage of participants reporting the reaction with any severity.
PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:29) Source Data: adfacevd Table Generation: 29 AUG2020 (00:52)
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Figure 7.  Subjects Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each
Dose — Phase 1, 2 Doses, 21 Days Apart — Age Group: 65-85 Years of Age — BNT162b1
— Safety Population
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Fedness Swelling Pain at the injection site

100
92 92

80

50 | S8

Dose 1

40

204 17

100 +

% of Subjects
(=]
o
(=]
(=]
(=]
l ®
-
(=]

80

60

Dosge 2

40

20 4
B B B

Lo B OB o | B 0

1 I I I 1 I
10 pg 20 pg 30 ug Placebo 10 ug 20 ug 30 g Placebo 10 ug 20ug 30 ug Placebo

Vaccine Group (as Administered)
| Severity [N Mild BEE3 Moderate HEM Severe N Crade 4 |

Note: Humber abowve each bar denotes percentage of participants reporting the reaction with any severity.
PFIZER CONFIDENTIAL SDTM Creation: 28ATG2020 (16:29) Sowurce Data: adfacevd Table Generation: 29 AUG2020 (00:51)
(Cutoff Date: 24 ATIG2020, Bnapshot Date: 28A1G2020) Output File: (CDISC)AC4591001 1A Pl/adee_f001_Ir maxsev_65_bl_pl

PFIZER CONFIDENTIAL
Page 180



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

Figure 8.  Subjects Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each
Dose — Phase 1, 2 Doses, 21 Days Apart — Age Group: 18-55 Years of Age — BNT162b2
— Safety Population

Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Phase 1 — 18-55 Years — BNT162b2 — Safety Population
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Figure 9.  Subjects Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each
Dose — Phase 1, 2 Doses, 21 Days Apart — Age Group: 65-85 Years of Age — BNT162b2

— Safety Population
Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Phase 1 — 65-55 Years — BNT162b2 — Safety Population
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6.3.1.2. Systemic Events (Phase 1, Study C4591001, Post-text Tables and Figures)
BNT162b1

Figure 10. Subjects Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Phase 1, 2 Doses, 21 Days Apart —
Age Group: 18-55 Years of Age — BNT162b1 — Safety Population
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Figure 11. Subjects Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Phase 1, 2 Doses, 21 Days Apart —
Age Group: 65-85 Years of Age — BNT162b1 — Safety Population
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BNT162b2

Figure 12. Subjects Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Phase 1, 2 Doses, 21 Days Apart —
Age Group: 18-55 Years of Age — BNT162b2 — Safety Population
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Figure 13. Subjects Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Phase 1, 2 Doses, 21 Days Apart —
Age Group: 65-85 Years of Age — BNT162b2 — Safety Population

Fewver Fatizue Headache Chills WVormiting Diarthea Muscle pain Joint pain

100

80+

60 ~

Dosel

40 13

%% of Subjects
L=]
o
o
o
o
-]
-]
o
8=
=
o
o
o
o
o
[=]
o
o
o
o
ZE
=
a-
-
o
o
o
o
B8
=

60

Dose 2

40

11

] ] ]
o [0 o o o o o | |
| I I I | I I I I |
& P& S B o & B B P G G o P

] B ]
o) ¥ ) 3 = 5
£ R HT R q}q;f" BT AR P Q\q;f' BT AR q}# BT AT Q\?&"

[=]

5 o %
A

I S R R I R B ~

N Q}q&\ ‘1)?&\' B

T

Vaccine Group (as Administered)
| Severity [N Mild BE5A Moderate BB Severe B CGrade 4 |

| Fever [ 35.0°C to 35.4°C B8 »38.4°C to 36.9°C M >35.9°C to40.0°C [ >400°C |

Note: Number above each bar denotes percentage of participants reporting the event with any sewverity.
FFIZER CONFIDENTIAL SDTM Creation: 28ATTG2020 (16:29) Source Data: adfacevd Table Generation: 29AT1G2020 (00:52)
{(Cuteff Date: 24 ATTG2020, Snapshot Date: 28ATTG2020) Cutput File: (CDISC)/C4591001 1A Fl/adee_f001_se_maxsev 65 b2 pl

PFIZER CONFIDENTIAL
Page 186



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIRBY 2 2k

6.4. Appendix D: Phase 2 Study C4591001 Post-text Tables
6.4.1. Reactogenicity (Phase 2, Study C4591001, Post-text Tables and Figures)
6.4.1.1. Local Reactions (Phase 2, Study C4591001, Post-text Tables and Figures)

Figure 14.
Dose — Phase 2 — Safety Population
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Figure 15. Subjects Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each
Dose, Phase 2 - Age Group: 18 - 55 Years — Safety Population
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Figure 16.

Dose, Phase 2 - Age Group 56 - 85 Years — Safety Population
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6.4.1.2. Systemic Events (Phase 2, Study C4591001, Post-text Tables and Figures)

Figure 17. Subjects Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Phase 2 — Safety Population
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Figure 18. Subjects Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, Phase 2 — Age Group: 18 -55 Years —
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Figure 19. Subjects Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, Phase 2 —Age Group: 56 -85 Years —
Safety Population
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6.4.2. Exposure, Disposition, and Study Population Characteristics (Phase 2, Study C4591001, Post-
text Tables)

Table 19.  Disposition of All Randomized Subjects — Phase 2

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years Total
(N*=88) (N*=92) (N*=180) (N*=180) (N*=360)
n® (%) n® (%) n® (%) n® (%) n® (%)
Randomized 88 (100.0) 92 (100.0) 180 (100.0) 180 (100.0) 360 (100.0)
Not vaccinated 0 0 0 0 0
Vaccinated
Dose 1 88 (100.0) 92 (100.0) 180 (100.0) 180 (100.0) 360 (100.0)
Dose 2 87 (98.9) 92 (100.0) 179 (99.4) 179 (99.4) 358 (99.4)
Withdrawn after Dose 1 and before Dose 2 1(1.1) 0 1 (0.6) 0 1(0.3)
Withdrawn after Dose 2 0 0 0 0 0
Reason for withdrawal
Adverse event 1(1.1) 0 1 (0.6) 0 1(0.3)

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 20.  Demographic Characteristics — Phase 2 — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years Total
(N*=88) (N*=92) (N*=180) (N*=180) (N?=360)
n® (%) n® (%) n® (%) n® (%) n® (%)
Sex
Male 46 (52.3) 50 (54.3) 96 (53.3) 94 (52.2) 190 (52.8)
Female 42 (47.7) 42 (45.7) 84 (46.7) 86 (47.8) 170 (47.2)
Race
White 72 (81.8) 85(92.4) 157 (87.2) 152 (84.4) 309 (85.8)
Black or African American 9 (10.2) 3(3.3) 12 (6.7) 21 (11.7) 33(9.2)
American Indian or Alaska native 0 1(1.1) 1(0.6) 1(0.6) 2 (0.6)
Asian 5(5.7) 0 5(2.8) 4(2.2) 9 (2.5)
Multiracial 1(1.1) 1(1.1) 2(1.1) 1(0.6) 3(0.8)
Not reported 1(1.1) 2(2.2) 3(1.7) 1(0.6) 4 (1.1)
Ethnicity
Hispanic/Latino 13 (14.8) 3(3.3) 16 (8.9) 20 (11.1) 36 (10.0)
Non-Hispanic/non-Latino 74 (84.1) 88 (95.7) 162 (90.0) 158 (87.8) 320 (88.9)
Not reported 1(1.1) 1(1.1) 2(1.1) 2(1.1) 4 (1.1)
Age at vaccination (years)
Mean (SD) 414 (10.30)  65.9 (6.53) 53.9 (14.99) 51.3(15.91) 52.6 (15.49)
Median 44.0 65.0 56.0 55.5 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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6.4.3. Analysis of Adverse Events (Phase 2, Study C4591001, Post-text Tables)

Table 21.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 7 Days
After Dose 2, by Age Group — Phase 2 — Safety Population Age Group: 18-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=88) (N*=90)
Adverse Event n® (%) n® (%)
Any event 8(9.1) 10 (11.1)
Related® 334 6 (6.7)
Severe 2(2.3) 0
Life-threatening 0 0
Any serious adverse event 1(1.1) 0
Related® 0 0
Severe 1(1.1) 0
Life-threatening 0 0
Any adverse event leading to withdrawal 1(1.1) 0
Related® 0 0
Severe 1(1.1) 0
Life-threatening 0 0
Death 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 adverse event category. For "any event", n =
the number of subjects reporting at least 1 occurrence of any adverse event.

c. Assessed by the investigator as related to investigational product.
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Table 22.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 7 Days
After Dose 2, by Age Group — Phase 2 — Safety Population Age Group: 56-85 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=92) (N*=90)
Adverse Event n® (%) n® (%)
Any event 4(4.3) 8(8.9)
Related® 2(2.2) 2(2.2)
Severe 0 0
Life-threatening 0 0
Any serious adverse event 0 0
Related® 0 0
Severe 0 0
Life-threatening 0 0
Any adverse event leading to withdrawal 0 0
Related® 0 0
Severe 0 0
Life-threatening 0 0
Death 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 adverse event category. For "any event", n =
the number of subjects reporting at least 1 occurrence of any adverse event.

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

PFIZER CONFIDENTIAL SDTM Creation: 05SEP2020 (13:08) Source Data: adae Table Generation: 090CT2020
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Table 23.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 7 Days
After Dose 2, by System Organ Class and Preferred Term — Phase 2 — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years
(N*=88) (N*=92) (N*=180) (N*=180)
System Organ Class n®  (95%CI) n® (95% CI° n® (%) (95% CI° n® (%) (95% CI)
Preferred Term (%) (%)
Any event 8(9.1) (4.0,17.1) 4(43) (1.2,10.8) 12(6.7) (3.5,11.4) 18(10.0) (6.0, 15.3)
BLOOD AND LYMPHATIC 1(1.1) (0.0,6.2) 0 (0.0,3.9) 1(0.6) (0.0,3.1) 0 (0.0, 2.0)
SYSTEM DISORDERS
Lymphadenopathy 1(1.1) (0.0,6.2) 0 (0.0,3.9) 1(0.6) (0.0,3.1) 0 (0.0, 2.0)
GASTROINTESTINAL 1(1.1) (0.0,6.2) 2(2.2) (0.3,7.6) 3(1.7) (0.3,4.8) 2(1.1) (0.1,4.0)
DISORDERS
Diarrhoea 1(1.1) (0.0,6.2) 1(1.1) (0.0,5.9) 2(1.1) (0.1,4.0) 1(0.6) (0.0,3.1)
Odynophagia 0 (0.0,4.1) 1(1.1) (0.0,5.9) 1(0.6) (0.0,3.1) 0 (0.0, 2.0)
Tongue discomfort 0 (0.0,4.1) 0 (0.0,3.9) 0 (0.0,2.0) 1(0.6) (0.0,3.1)

GENERAL DISORDERS AND 334 (0.7,9.6) 0 0.0,39) 3(1.7) (03,48 739 (1.6,7.8)
ADMINISTRATION SITE

CONDITIONS
Injection site erythema 1(1.1) (0.0,6.2) 0 (0.0,39) 1(0.6) (0.0,3.1) 2(1.1) (0.1,4.0)
Injection site pain 334 (0.7,9.6) 0 (0.0,39) 3(1.7) (0.3,4.8) 0 (0.0, 2.0)
Fatigue 0 (0.0,4.1) 0 (0.0,3.9) 0 (0.0,2.0) 2(1.1) (0.1,4.0)
Chills 0 (0.0,4.1) 0 (0.0,3.9) 0 (0.0,2.0) 1(0.6) (0.0,3.1)
Injection site discolouration 0 (0.0,4.1) 0 (0.0,3.9) 0 (0.0,2.0) 1(0.6) (0.0,3.1)
Injection site swelling 0 (0.0,4.1) 0 (0.0,3.9) 0 (0.0,2.0) 1(0.6) (0.0,3.1)

INFECTIONS AND 0 0.0, 4.1) 0 (0.0, 3.9) 0 0.0,2.0) 1(0.6) (0.0,3.1)

INFESTATIONS
Vulvovaginal mycotic infection 0 (0.0,4.1) 0 (0.0,3.9) 0 (0.0,2.0) 1(0.6) (0.0,3.1)

INJURY, POISONING AND 0  (0.0,4.1) 1(1.1) (0.0,59) 1(0.6) (0.0,3.1) 3(1.7) (0.3,4.8)
PROCEDURAL
COMPLICATIONS
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Table 23.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 7 Days
After Dose 2, by System Organ Class and Preferred Term — Phase 2 — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years
(N*=88) (N*=92) (N*=180) (N*=180)
System Organ Class n®  (95%CI) 0" (95% CI° nP (%) (95% CI°) n’ (%) (95% CI°)
Preferred Term (%) (%)

Contusion 0 (0.0,4.1) 1(1.1) (0.0,5.9) 1(0.6) (0.0,3.1) 1(0.6) (0.0,3.1)
Fall 0 (0.0,4.1) 0 (0.0,3.9) 0 (0.0,2.0) 1(0.6) (0.0,3.1)
Muscle rupture 0 (0.0,4.1) 0 (0.0,3.9) 0 (0.0,2.0) 1(0.6) (0.0,3.1)
Tendon rupture 0 (0.0,4.1) 0 (0.0,3.9) 0 (0.0,2.0) 1(0.6) (0.0,3.1)
INVESTIGATIONS 0 0.0, 4.1) 0 (0.0, 3.9) 0 0.0,2.0) 1(0.6) (0.0,3.1)

White blood cell count increased 0 (0.0,4.1) 0  (0.0,39) 0  (0.0,2.0) 1(0.6) (0.0,3.1)

MUSCULOSKELETAL AND 2(2.3) (0.3,8.0) 1(1.1) (0.0,59) 3(1.7) (0.3,48) 1(0.6) (0.0,3.1)
CONNECTIVE TISSUE
DISORDERS
Myalgia 1(1.1) (0.0,6.2) 0 (0.0,39) 1(0.6) (0.0,3.1) 1(0.6) (0.0,3.1)
Arthralgia 1(1.1) (0.0,6.2) 0 (0.0,3.9) 1(0.6) (0.0,3.1) 0 (0.0, 2.0)
Neck pain 0 (0.0,4.1) 1(1.1) (0.0,5.9) 1(0.6) (0.0,3.1) 0 (0.0, 2.0)
NEOPLASMS BENIGN, 1(1.1) (0.0,6.2) 0 (0.0,3.9) 1(0.6) (0.0,3.1) 0 (0.0, 2.0)
MALIGNANT AND
UNSPECIFIED (INCL CYSTS
AND POLYPS)
Adenocarcinoma gastric 1(1.1) (0.0,6.2) 0 (0.0,39) 1(0.6) (0.0,3.1) 0 (0.0, 2.0)

NERVOUS SYSTEM DISORDERS 0 (0.0,4.1) 0  (0.0,3.9 0  (0.0,2.0) 1(0.6) (0.0,3.1)
Headache 0 (00,41) 0 (00,39 0  (0.0,2.0) 1(0.6) (0.0,3.1)

RESPIRATORY, THORACICAND 0  (0.0,41) 0  (0.0,39) 0 0.0,2.0) 2(1.1) (0.1,4.0)
MEDIASTINAL DISORDERS

Oropharyngeal pain 0 (00,41) 0 (00,39 0  (0.0,2.0) 1(0.6) (0.0,3.1)

Productive cough 0 (00,41) 0 (00,39 0  (0.0,2.0) 1(0.6) (0.0,3.1)

Rhinorrhoea 0 (00,41) 0 (00,39 0  (0.0,2.0) 1(0.6) (0.0,3.1)
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Table 23.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 7 Days
After Dose 2, by System Organ Class and Preferred Term — Phase 2 — Safety

Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years
(N*=88) (N*=92) (N*=180) (N*=180)
System Organ Class n®  (95%CI) 0" (95% CI° nP (%) (95% CI°) n’ (%) (95% CI°)
Preferred Term (%) (%)

SKIN AND SUBCUTANEOUS 1(1.1) (0.0,62) 1(1.1) (0.0,5.9) 2(1.1) (0.1,4.0) 1(0.6) (0.0,3.1)
TISSUE DISORDERS

Dermatitis 0 (0.0,41) 0 (00,39 0  (0.0,20) 1(0.6) (0.0,3.1)
Hangnail 1(1.1) (0.0,62) 0  (0.0,3.9) 1(0.6) (0.0,3.1) 0 (0.0, 2.0)
Macule 0 (0.0,4.1) 1(I.1) (0.0,5.9) 1(0.6) (0.0,3.1) 0 (0.0, 2.0)
Rash macular 0 (0.0,41) 0 (00,39 0  (0.0,20) 1(0.6) (0.0,3.1)

Note: MedDRA (v23.0) 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.
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Table 24.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 7 Days
After Dose 2, by System Organ Class and Preferred Term, by Age Group — Phase 2 —
Safety Population Age Group: 18-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=88) (N*=90)
System Organ Class n’ (%)  (95% CI°) n® (%) (95% CI°)
Preferred Term
Any event 8(9.1) (4.0,17.1) 10(1L.1) (5.5,19.5)
BLOOD AND LYMPHATIC SYSTEM DISORDERS 1(1.1) (0.0, 6.2) 0 (0.0, 4.0
Lymphadenopathy 1(1.1) (0.0, 6.2) 0 (0.0, 4.0)
GASTROINTESTINAL DISORDERS 1(L.1) (0.0, 6.2) 2(2.2) (0.3,7.8)
Diarrhoea 1(1.1) (0.0, 6.2) 1(1.1) (0.0, 6.0)
Odynophagia 0 (0.0,4.1) 0 (0.0, 4.0
Tongue discomfort 0 (0.0,4.1) 1(1.1) (0.0, 6.0)
GENERAL DISORDERS AND ADMINISTRATION SITE 3(3.4) (0.7, 9.6) 3(3.3) (0.7,9.4)
CONDITIONS
Injection site erythema 1(1.1) (0.0, 6.2) 1(1.1) (0.0, 6.0)
Injection site pain 3(3.4) (0.7, 9.6) 0 (0.0, 4.0)
Fatigue 0 (0.0,4.1) 2(2.2) (0.3,7.8)
Chills 0 (0.0,4.1) 0 (0.0, 4.0)
Injection site discolouration 0 (0.0,4.1) 0 (0.0, 4.0)
Injection site swelling 0 (0.0,4.1) 0 (0.0, 4.0)
INFECTIONS AND INFESTATIONS 0 (0.0,4.1) 1(1.1) (0.0, 6.0)
Vulvovaginal mycotic infection 0 (0.0,4.1) 1(1.1) (0.0, 6.0)
INJURY, POISONING AND PROCEDURAL 0 (0.0,4.1) 1(1.1) (0.0, 6.0)
COMPLICATIONS
Contusion 0 (0.0,4.1) 1(1.1) (0.0, 6.0)
Fall 0 (0.0,4.1) 1(L.1) (0.0, 6.0)
Muscle rupture 0 (0.0,4.1) 0 (0.0, 4.0)
Tendon rupture 0 (0.0,4.1) 0 (0.0, 4.0)
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Table 24.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 7 Days
After Dose 2, by System Organ Class and Preferred Term, by Age Group — Phase 2 —
Safety Population Age Group: 18-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=88) (N*=90)
System Organ Class n® (%) (95% CI9 n® (%) (95% CI°)
Preferred Term
INVESTIGATIONS 0 (0.0,4.1) 0 (0.0, 4.0)
White blood cell count increased 0 (0.0,4.1) 0 (0.0, 4.0)
MUSCULOSKELETAL AND CONNECTIVE TISSUE 2(2.3) (0.3, 8.0) 1(L.1) (0.0, 6.0)
DISORDERS
Myalgia 1(1.1) (0.0, 6.2) 1(1.1) (0.0, 6.0)
Arthralgia 1(1.1) (0.0, 6.2) 0 (0.0, 4.0
Neck pain 0 (0.0,4.1) 0 (0.0, 4.0
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 1(1.1) (0.0, 6.2) 0 (0.0, 4.0
(INCL CYSTS AND POLYPS)
Adenocarcinoma gastric 1(1.1) (0.0, 6.2) 0 (0.0, 4.0)
NERVOUS SYSTEM DISORDERS 0 (0.0,4.1) 1(1.1) (0.0, 6.0)
Headache 0 (0.0,4.1) 1(1.1) (0.0, 6.0)
RESPIRATORY, THORACIC AND MEDIASTINAL 0 (0.0,4.1) 2(2.2) (0.3,7.8)
DISORDERS
Oropharyngeal pain 0 (0.0,4.1) 1(1.1) (0.0, 6.0)
Productive cough 0 (0.0,4.1) 1(1.1) (0.0, 6.0)
Rhinorrhoea 0 (0.0,4.1) 1(1.1) (0.0, 6.0)
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 1(1.1) (0.0, 6.2) 0 (0.0, 4.0
Dermatitis 0 (0.0,4.1) 0 (0.0, 4.0)
Hangnail 1(L.1) (0.0, 6.2) 0 (0.0, 4.0)
Macule 0 (0.0,4.1) 0 (0.0, 4.0)
Rash macular 0 (0.0,4.1) 0 (0.0, 4.0)
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Table 24.  Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 7 Days
After Dose 2, by System Organ Class and Preferred Term, by Age Group — Phase 2 —
Safety Population Age Group: 18-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=88) (N*=90)
System Organ Class n’ (%)  (95% CI°) n® (%) (95% CI°)

Preferred Term

Note: MedDRA (v23.0) 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.
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Table 25. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 7 Days
After Dose 2, by System Organ Class and Preferred Term, by Age Group — Phase 2 —
Safety Population Age Group: 56-85 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=92) (N?=90)
System Organ Class n® (%) (95%CI9 n" (%) (95% CI°)
Preferred Term
Any event 443) (1.2,10.8) 8(8.9) (3.9, 16.8)
BLOOD AND LYMPHATIC SYSTEM DISORDERS 0 (0.0, 3.9) 0 (0.0, 4.0)
Lymphadenopathy 0 (0.0, 3.9) 0 (0.0, 4.0)
GASTROINTESTINAL DISORDERS 2(2.2) (0.3,7.6) 0 (0.0, 4.0)
Diarrhoea 1(L.1) (0.0,5.9) 0 (0.0, 4.0)
Odynophagia 1(1.1) (0.0,5.9) 0 (0.0, 4.0)
Tongue discomfort 0 (0.0, 3.9) 0 (0.0, 4.0)
GENERAL DISORDERS AND ADMINISTRATION SITE 0 (0.0, 3.9) 4(44) (1.2,11.0)
CONDITIONS
Injection site erythema 0 (0.0, 3.9) 1(1.1) (0.0, 6.0)
Injection site pain 0 (0.0, 3.9) 0 (0.0, 4.0)
Fatigue 0 (0.0, 3.9) 0 (0.0, 4.0)
Chills 0 (0.0, 3.9) 1(1.1) (0.0, 6.0)
Injection site discolouration 0 (0.0, 3.9) 1(1.1) (0.0, 6.0)
Injection site swelling 0 (0.0, 3.9) 1(1.1) (0.0, 6.0)
INFECTIONS AND INFESTATIONS 0 (0.0, 3.9) 0 (0.0, 4.0)
Vulvovaginal mycotic infection 0 (0.0, 3.9) 0 (0.0, 4.0)

INJURY, POISONING AND PROCEDURAL COMPLICATIONS 1 (1.1) (0.0,5.9) 2(2.2) (0.3,7.8)

Contusion 1(L.1) (0.0, 5.9) 0 (0.0, 4.0)

Fall 0 (0.0, 3.9) 0 (0.0, 4.0)

Muscle rupture 0 (0.0, 3.9) 1(1.1) (0.0, 6.0)

Tendon rupture 0 (0.0, 3.9) 1(1.1) (0.0, 6.0)
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Table 25. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 7 Days
After Dose 2, by System Organ Class and Preferred Term, by Age Group — Phase 2 —
Safety Population Age Group: 56-85 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=92) (N*=90)
System Organ Class n® (%) (95% CI°)  n" (%) (95% CI°)
Preferred Term
INVESTIGATIONS 0 (0.0, 3.9) 1(1.1) (0.0, 6.0)
White blood cell count increased 0 (0.0, 3.9) 1(1.1) (0.0, 6.0)
MUSCULOSKELETAL AND CONNECTIVE TISSUE 1(L.1) (0.0, 5.9) 0 (0.0, 4.0)
DISORDERS
Myalgia 0 (0.0,3.9) 0 (0.0, 4.0)
Arthralgia 0 (0.0,3.9) 0 (0.0, 4.0)
Neck pain 1(1.1) (0.0, 5.9) 0 (0.0, 4.0)
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 0 (0.0,3.9) 0 (0.0, 4.0)
(INCL CYSTS AND POLYPS)
Adenocarcinoma gastric 0 (0.0, 3.9) 0 (0.0, 4.0)
NERVOUS SYSTEM DISORDERS 0 (0.0,3.9) 0 (0.0, 4.0)
Headache 0 (0.0,3.9) 0 (0.0, 4.0)
RESPIRATORY, THORACIC AND MEDIASTINAL 0 (0.0,3.9) 0 (0.0, 4.0)
DISORDERS
Oropharyngeal pain 0 (0.0, 3.9) 0 (0.0, 4.0)
Productive cough 0 (0.0, 3.9) 0 (0.0, 4.0)
Rhinorrhoea 0 (0.0, 3.9) 0 (0.0, 4.0)
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 1(1.1) (0.0, 5.9) 1(1.1) (0.0, 6.0)
Dermatitis 0 (0.0, 3.9) 1(1.1) (0.0, 6.0)
Hangnail 0 (0.0, 3.9) 0 (0.0, 4.0)
Macule 1(L.1) (0.0, 5.9) 0 (0.0, 4.0)
Rash macular 0 (0.0, 3.9) 1(1.1) (0.0, 6.0)
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Table 25. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 7 Days
After Dose 2, by System Organ Class and Preferred Term, by Age Group — Phase 2 —
Safety Population Age Group: 56-85 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=92) (N*=90)
System Organ Class n® (%) (95%CI°) n’ (%) (95% CI°)

Preferred Term

Note: MedDRA (v23.0) 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.
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Table 26. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event After Dose 1 to
Data Cutoff Date (02SEP2020), by System Organ Class and Preferred Term — Phase
2 — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
18-55 Years 56-85 Years 18-85 Years 18-85 Years
(N*=88) (N*=92) (N*=180) (N*=180)
System Organ Class n® (%) (95% 0P (%) (5% 0’ (%) (95% CI) n° (%) (95% CI9
Preferred Term CI9) CI9)
Any event 1(1.1) (0.0,6.2) 0 (0.0,3.9) 1(0.6) (0.0,3.1) 0 (0.0, 2.0)
NEOPLASMS BENIGN, 1(1.1) (0.0,6.2) 0 (0.0,3.9) 1(0.6) (0.0,3.1) 0 (0.0, 2.0)
MALIGNANT AND UNSPECIFIED
(INCL CYSTS AND POLYPS)
Adenocarcinoma gastric 1(1.1) (0.0,6.2) 0 (0.0,3.9) 1(0.6) (0.0,3.1) 0 (0.0, 2.0)

Note: MedDRA (v23.0) 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.
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6.5. Appendix E: Phase 3 Study C4591001 Post-text Tables

6.5.1. Exposure, Disposition, and Study Population Characteristics (Phase 3, Study C4591001, Post-
text Tables)

Table 27.  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— 0 4(0.0) 4(0.0)
Dose 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)
PFIZER CONFIDENTIAL

Page 207



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.4 BRIy e 2

Table 27.  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® (%)
Withdrawn after Dose 2 and before 1-month post-Dose 44 (0.2) 84 (0.4) 128 (0.3)
2 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)
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 #%B2+# 1D CCCC3¥ received an
additional dose of BNT162b2 (30 pg) at an unscheduled visit after receiving one dose of BNT162b2 (30 pg) and one dose
of placebo. MOFTHAGRIE IR R I A T
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 28.  Vaccine as Administered by Vaccine Group —~38000 Subjects for Phase 2/3 Analysis
— All Randomized Subjects

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18904) (N*=18892)

Vaccine (as Administered) n® (%) n® (%)
Vaccinated 18858 (99.8) 18849 (99.8)
Not vaccinated 46 (0.2) 43 (0.2)
Dose 1

BNT162b2 (30 pg) 18855 (99.7) 3(0.0)

Placebo 2(0.0) 18846 (99.8)
Dose 2

BNT162b2 (30 pg) 18549 (98.1) 4 (0.0)

Placebo 5(0.0) 18529 (98.1)

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.
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Table 29.  Vaccine Administration Timing — ~38000 Subjects for Phase 2/3 Analysis — All
Randomized Subjects

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
(N*=18904) (N*=18892)
n® (%) n® (%)
Randomized 18904 (100.0) 18892 (100.0)
Not vaccinated 46 (0.2) 43 (0.2)
Dose 1 18857 (99.8) 18849 (99.8)
Dose 2¢ 18554 (98.1) 18533 (98.1)
<19 Days 159 (0.8) 163 (0.9)

19 to 23 Days¢?

>23 Days

17605 (93.1)

17555 (92.9)

791 (4.2) 815 (4.3)

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.

c. Days calculated since Dose 1.

d.  Protocol-specified time frame.
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Table 30.  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® (%)
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 Weeks 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)

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

Vaccine Group (as Administered)

BNT162b2 (30 png) 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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Table 32. 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® (%)
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

American Indian or Alaska native

Asian

Native Hawaiian or other Pacific Islander
Multiracial

Not reported

Ethnicity
Hispanic/Latino
Non-Hispanic/non-Latino

Not reported

Country
Argentina
Brazil
South Africa
USA

Age group
16-55 Years

>55 Years

Age at vaccination (years)

Mean (SD)

1729 (9.2)
102 (0.5)
801 (4.2)
50 (0.3)
449 (2.4
93 (0.5)

5266 (27.9)
13482 (71.5)

112 (0.6)

2883 (15.3)
1145 (6.1)
372 (2.0)

14460 (76.7)

10889 (57.7)

7971 (42.3)

50.5 (15.65)
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1763 (9.4)
99 (0.5)
807 (4.3)
26 (0.1)
406 (2.2)
115 (0.6)

5277 (28.0)
13459 (71.4)
110 (0.6)

2881 (15.3)
1139 (6.0)
372 (2.0)

14454 (76.7)

10896 (57.8)

7950 (42.2)

50.3 (15.72)

3492 (9.3)
201 (0.5)
1608 (4.3)
76 (0.2)
855 (2.3)
208 (0.6)

10543 (28.0)
26941 (71.5)
222 (0.6)

5764 (15.3)
2284 (6.1)
744 (2.0)

28914 (76.7)

21785 (57.8)
15921 (42.2)

50.4 (15.68)
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Table 32. 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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7. Z2EICIR

' US Food and Drug Administration, Guidance for Industry Toxicity Grading Scale for Healthy Adult
and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trial. Rockville, MD: Center for
Biologics Evaluation and Research; September 2007. Available: Available at:
https://www.fda.gov/media/73679/download. Accessed: 30 November 2020.

2 Miettinen O, Nurminen M. Comparative analysis of two rates. Stat Med 1985;4(2):213-26.
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