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Figure 1-1. 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)
7 after Dose 1)

Mid-dose-level 2-dose group (n=15)

IRC (safety
after Dose 1)

A 4

IRC (safety) Mid-dose-level 2-dose group (n=15)
 Z

High-dose-level 2-dose group (n=15)

IRC (safety
after Dose 1)

—— IRC choice of group(s) for Phase 2/3 (—I

(safety & immunogenicity after Doses 1 and 2)

High-dose-level 2-dose group (n=15)

A 4

Phase 2/3 Single vaccine candidate (1:1 randomization active:placebo)
Safety and immunogenicity analysis of Age: >16
Phase 2 data (first 360 participants) (Stratified 16-55 or >55)

by unblinded team (these participants
BNT162b2 30 pg or placebo 2 doses

will also be included in Phase 3 (n~21,999 per group, total n~43,998)

analyses)

Abbreviation: IRC = internal review committee
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Table 1-2. Investigational Product Lot Numbers — Interim Phase 1

Investigational Product Vendor Lot Number
Manufacturer (Manufacturer) Lot Numbera (Pfizer)

BNT162bl1 (10 pg, 20 pg, BioNTech BCV10320-A E220395-0001L
30 pg, and 100 pg)
BNT162b2 (10 pg, 20 pg, BioNTech BCV40420-A E220395-0004L
and 30 pg)
Normal saline (0.9% sodium Pfizer DK1589 20-001592
chloride solution for
injection)

Note: C4591001 End of Study and Quality Control (QC) Record for Study Drug Appendix (Section D) dated 11Sep2020
was used to create this table.

a. Lot number assigned to the investigational product by Pfizer Global Clinical Supply.

Protocol C4591001 Investigational Product Lot Numbers Table — Interim Phase 1, Final, Version 1.0, 16Sep2020.
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2 fE TR &AM H O 1ERE 72 W] 95%(S X X, Fofiz AW THE L7 (Clopper-
Pearson %) .

Pl X OVEE O & FRARMN (BLQ) 1%, 05X [E&TIR (LLOQ) ] L&RE LT

MO FEFHMIEE Th 2 RETE, 2FRIS, AEFFRB IOEERAGEFRZ LN
?&%E’J*ﬁﬁfﬁ,ﬂ:%i@‘iU“Jﬁl?ﬁik%fﬁﬁfﬁ,ﬂz% X, BT EICEROMETE R L, B =

X, FHMIEE Z & O#ERE ks L O OEIE 72 5 ONT Clopper-Pearson 1 TR L 72 ] 95%
ﬁ:%ﬁl:?ﬁ’i’ﬁ Wiz,

1.2. RBRHE R
1.2.1. BEBRE DNERE L O
BNT162bl :

FiknfE (18~557%) Tik, 10 pg#f, 20 pg #Ed LU0 30 pg BEICIEAEA L ST X TOHERE
23 BNT162bl 72137 784D 2 [BlEEfE LT 72, £72, 100 pg BEICIEER (LI 72T TD
PR IX, BNTI62b1 72137 72RO 1 [ Z 172, 100 ug @ 2 [B1HBEREIL, SOSFEMED
728, IRC BNHILEZRE L, T—4 v A7 BRFERT, FlED 10 pg #F 12 Fl4 11 4123

BNT162b1 10 pg @ 2 [B] B #2521 775, ARG FAEAMRE AT 2 [B] B #f% Ofs RIS 1
TV, @ik (65~85m%) TiE, HFHERICEER LI N T X TOWERF 7Y, BNT162bl
FXT T BARD 2 B A 2T T,

BRE LT, ZRMMTRER (BEARIV T ENTZHREDS L, 1FBRY 7 F % 1[4
PLEEERE U729 _RC o) TiE, HiEE  SEOWTNTh, #REORSENAANT
bolo [AIED 10~30 ng B : 37 il (82.2%) , #hnkE D 100 ug #f : 14 1 (93.3%) , milkinkE
D 10~30 ug B : 42 6 (93.3%) 1 . MO FRAEITFENIE T 35.0 5% (100 pg BETH 35.0

%) , EEE T 69.0 W Ch o7z, EED 10 ug B, 20 pg AR KOV 30 ug BETIEBHEOEIS M
moTe [622% 28 #1) 1 . FHinfE D 100 ug #k X OEIE Cld ko EIE RN Emho T [
kg D 100 pg B : 60.0% (9 #1) , il 71.1% G2 41) ] .
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 {2 DFEERDOE L

BNT162b2 :

FnE R L OEEE O HERICEEAL ST X TOWERE S BNT162b2 £7213 77 &R
D 2 [FIBEFE 220 =,

BRE LT, HHEORSEOWBREFIZANTHY [396] (86.7%) 1, mElEDT X CTOWER
FEWBEANTH-T [4561 (100%) 1 . FhofIfElL, kg Tl 37.0m%, mlnkE TlX68.0
WCH o7, EhER X OEEmEOWTNTH ZREDOEIG R EmN-T- [FHkE : 57.8% (26

F) , = 62.2% (841 1,

1.2.2. MO R

R E LT, RSEMEFESRIIT 2 ARMEIITFRRETH Y, REMBIIEYM chH -7, T
RTOHEREN 2 BIH O 2% T T2, BOSRMERNRRK & 72 o e BEERIE, T XTHREBIED
7o FIE LT,

AR E TRl BT AT, BNT162b1 BE CIESEAIENR (58.3%~100.0%) , JEi%
(0%~16.7%) L OMERE (0%~25.0%) TH Y, BNT162b2 Bf (FEHEBAIEN @ 33.3%~
91.7%, FAR : 0%~8.3%, MEIE : 0%~16.7%) & ki U CRBBEENEN-T-, B E L
T, HEEIMIEE D RPTRS OFRBBEE O _EH 378 bz,

JRPTEOG DI BUBEEL, ikl & ik U Tl TR o7, b % <R bz mpTOG
T DTSN ORBISERE L, g [BNT162b1 30 ug £ (1 [0] B #FE1% 100.0%, 2
o] H #25E# 100.0%, LA F[AEE) , BNT162b2 30 pg # (91.7%, 83.3%) | &LEEL T, @il
J& [BNT162b1 30 pg #£ (91.7%, 75.0%) , BNT162b2 30 ug & (75.0%, 66.7%) 1 TiEn»
776

JRFTEOG DI BB IE, HiifE D BNT162b1 B & bels LC, @&iiinfE o BNT162b2 FE TK
Mol TEGEALATR OB Y, A8 BNT162b1 30 pg #f & bl L C, @linfE o
BNT162b2 30 pg B Tl > 7= (BNT162b2 30 pg £ : 1[5 B #Fi1% 75.0%, 2 [°] B Bk
66.7%, BNT162b1 30 pg #¥ : 1 [A] H #fi1% 91.7%, 2 [0l H#4E% 75.0%)

WA T 1 ] B AL E 7oL 2 [ BRI SRR O bV 2 RUGIE, BNT162bl O
30 ug T COHEBRETIE, 97 (16.7%~83.3%) , HAJ (25.0%~100%) , HEFE (8.3%~
66.7%) , FEL (0%~75.0%) I L ORI (83%~75.0%) TdHH, BNT162b2 D 30 pg £
TOMERE [DE97 (8.3%~75.0%) , FE (0%~66.7%) , HFE (0%~58.3%) , FEEN
(0%~16.7%) FBLOFHE (0%~58.3%) 1 & i U CHBBHENmNoT-, BiFKE L
T, FAEEINCEE S 25 RIS ORBEBE D EH NGRS b,

B BROSOFBSEL, Al L i U Cmling TR o 72, 07 OFBUEET, FHkmE O
BNT162b1 30 pg £ (1 [A] B B2/t 50.0%, 2 [B]H B 83.3%, LA FEIE) 35X O
BNT162b2 30 pg # (41.7%, 75.0%) &L T, mMilisfEo BNT162b1 30 pg £ (50.0%,
66.7%) #5 L TOVBNT162b2 30 pg # (25.0%, 41.7%) TEK» o7z,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 {2 DFEERDOE L

o EHIUSORBBEEL, FilRfEO BNT162bl BE L il LC, &g BNT162b2 £ TE2 >
7o P OFBUFEEY, BNT162b1 30 pg (1 [0 H#2FE% 50.0%, 2 [F] HE % 66.7%) &
bz L C BNT162b2 30 pg £ (1 [7] B #2557 25.0%, 2 [0 H 8% 41.7%) TR -7,

WO DOEEERIL, BEEZLIIHFHEE LT, BV I T LEEDOH HHEREGOKE
X, e-diary THE SN UGFEMEEFHLEIL TW e, SEOEEFRIXIFEA RO LNT,
BOLNTERLIRRY 7 F 0 L OREERIZ AW & ST,

HENHERS, ACBILWNERY 7 T OB IEICE TG EFERITBD LN T,

U L RERO—WEHY 280 3, miERE S KOV EHAERET L R HBERED 1~3 BZICEO b
2, 1[I HEMD 6~8 A% £ TllEE L,

R T, BRRAYICEZE BT TR b rinoTe,

BNT162b2 I, BNT162bl & Ll U CRFR AJREZR SUGCEME B KO et e 7 vy A V&R L, #
2/3 FAE 4y BNT162b2 Z i8I 2 —[K & 7p o 7=,

BEMDOREH

o SREMET BT 7 A D=2 1 [l HEREZ IS IR S 7 BNT162b1 100 pg ZFR &,
BNTI162b1 33 X OVBNT162b2 DT XTOHE (10 ug, 20 ug B L V30 ug) TEENOTR
FRER AR TH -T2,

o ERELT, RUSFEME 1 AR SRR XD b 2 B SRR ICm o T,

o JRFTEIEE L OEHISORBBEE L, 2k LT (B2 B HEER) , BNT162b1 LV
% BNT162b2 Tl o 7=,

o HiinJE To BNT162bl 3 XU BNT162b2 B2Fi 4 O RGRVENL, FE TR b-FR LY
RS CHBUEIE AR o 720 RUSFEMED R DE, BEE-ITHEETH-oT-,

o REIDOAEFRIL, BEFLIIFTEETH-T-, BEELRAEFRBILWERY 7508
@‘:PJJ:K:EO f:ﬁ%%% n‘u&)%ﬂfaﬁi))o 7'2_0

o KL LT, AEFSLOBHMEIL, BNTI62b1 # & ik LT BNT162b2 BT <,
BNT162b2 Bt DO EfinfE 1L, AEFSE R LI-WREE1 &b D70 -7, BNT162b2 BED
BB TIE, BEOAEERITILEALROONT, TRTERY 7 F o L ORBERERITAR
W &l X T,

o JEIRKRAEICK D, 1[I HEMRZICHERBELS X OESHERETY VRO —FR 72 23R &
=ny, BBELNIZETE L, BERMRBEIEIZe <, WRMNIZEREZ2FT R &Ik S e
Mol

1.2.3. ZEFEOR R
BRE LT, HiEBLLIOEREDOW D0 HERET, BNT1I62b1 £7212 BNT162b2 @ 1[5 H
PERETR 21 HIRFIC, BEMERT (BERERTO MG P FHUA GMT (W ORETE 100 THh-o70) &b
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 {2 DFEERDOE L

RTCHRD TIHWHFFIPUASISNFR O H v (MG FIPUAR GMT O : ZEnfE 12.5~28.6, &

N

WhE 11.2~12.5) .

BB X ONEEE O T X ToOHER T, BNT162bl £ 7-1Z BNT162b2 @ 2 [A] B #:fi#% 7 HIEF

&7
—>

FEFIZERWFFIPUASS DN FE D Hiv7e (IF P FIFUAR GMT O#iPH : ##nfkE 160.3~362.5,

g 19.9~178.7) . 30 ug #ETiX Day 52 (2 [RIE#EFETZ 1 » AR 1C, Wi4-nE O BNT162b1
FER OV BNT162b2 B CHLIFG P APA GMT 1XFEFREE CTH - 7= (TG P Fibiis GMT O#il -
143.6~180.5) .

EE (18~55m%)

2 [o] B #i% 7 HF D SARS-CoV-2 50%IML{E HAIHUA GMT (X, 20 pg #E3 LT 30 pg FEDOW
PTHICEWTSH, BNTI62b1 BEL D & BNT162b2 B Tl o 7=, MG PFHTA GMT 14,
BNT162b1 10 pg F£3 L UOVBNT162b2 10 ug #E CRIFRE ThH -7z, Day 52 (2 [BIHEEME% 1 »
AKE) OIyEHFFHUA GMT 1%, BNT162bl #3 LUV BNT162b2 BEO WS, 1 [0 HEEfE
BOBHIORES LY HE L < BWESHERE STV,

BERER2D 2 [B] B MR 7 HFF £ T SARS-CoV-2 50%ILiE FFFifTiAfti o> GMFR 1%,
BNT162b1 30 pg FEFS L TOVBNT162b2 30 ug #ECHE L < @72,

BNT162b1 30 pg #£35 L OV BNT162b2 30 ug BEO T X COERE T, 2 [0 H % 7 £ T
{\Z SARS-CoV-2 50% & FFRIFLRMM A X—RA T A b 4 5L E ER LT,

BihE (65~85%)

2 [B] HEfRTR 7 AR SARS-CoV-2 50%Ii{E FFIHUA GMT 1%, BNT162b1 30 ug #E LV &
BNT162b2 30 pg #£ Crinro 72, Day52 (2 [l H#4E#% 1 % HFRF) @ SARS-CoV-2 50%IfiL{E
PR GMT 1%, BNT162b1 30 ug BEF L OVBNT162b2 30 pg RECRIEE TH -7,

PR D 2 [B] B MR 7 H £ T SARS-CoV-2 50%ILiE FFFifLiAfti o> GMFR 1%,
BNT162b1 30 pg FEFS L TOVBNT162b2 30 ug #ECHE L < @72,

BNT162b1 30 pg #£35 K OV BNT162b2 30 pug FED KEsy OWRE <, 2 [BIA#EME% 7 AL T
{\Z SARS-CoV-2 50% & FFRIFLRMM A N—RA T A b 4 5L E ER LT,

SR IR M D i

GMT, GMFR, [iEHFIFAAMAS 4 (500 E 5 U729k o FIA 3o K O SAFE 54 dhfi

(RCDC) 7592 &, BNT162bl 35 L T BNT162b2 (3£ E 3 L OVE kg o Wi
BWTH 2 [ M 7 HIEICIZ5R Y SARS-CoV-2 ML PR G2 358 L=, TRt
REOGIE Day 52 % CHERF S 4, 37 24 mE B L O &R CHELL L T,

GMC, GMFR & X OWURRF AV G 1gG HUARIREEDS 4 (500 B BR/ U7 gBRE OFIG 25 )
Wr9-2% &, BNT162bl 3 L UVBNT162b2 (X 4vh 2 [B1 B EEfE% 7 0 RFCHURR & 1gG Bk
OFEER FRAFHE L., 0O EFIT Day 52 £ THEFF ST,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 {2 DFEERDOE L

*  SARS-CoV-2 i FFFafiikix, BNTI162b1 100 pg TiX, 1[0 HEFER% 3 @£ TIThPniC
ER UM, 1 BIESERE% 7 BEFE TION—2 T A ME LRI R - 72,

o LFROT—HIL, 2BEBENMLETHDLH L ERE LTINS,
1.3. #E55h
AJRBROE 1 FBE/r T, BNT162b2 (30 pg) IX@mE A2 30 T, FFECE LT v 7 7 A

R L, AE R X O O CRRWLIR ARG 755 L, 55 2/3 fHE S T,
BNT162b2 (30 pg) ZHWHZ & & LTz,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 % OFERDOE L D

2.C4591001 B [HEHMEE 2 AEPFAEN (B 1234) 1 (53.5.1.1, FHLEED

BB OISR - R AZ G E LT, ant U L AEYYE 2019 (COVID-19) (ZxF3 5 BHIER
PERER SHEERE 2 17 A LA 2 (SARS-CoV-2) VU RE:E (RNA) U7 F o Emiozzett, 2
SPE, BRI L OE IR FT 55 123 1, 7B ARKIR, EfEAL, BEESH, W

AR

2.1. B E

REMER K (131 565) , M= M), RAY (6HR) , W77V (4
&), 7TV Qi) TARrFY (1 R

INFRSCHR 7R L
TEERIAME : 2020 4E 4 A 29 A~k

Ty FATH

202048 H24H SEVRRE oy 0208 H B 1 0 A RFE COR M X OElitET — 4

202049 H2 H F2RRE Sy 208 H BT HIRF £ COREMET —H

2020410 H 6 H BE2/340E Ay D2RI H R | 0 A RFE TOREMNT —F (A D6610%i)
BLOR AR 2tET — 4 (36,85501)

2020411 H4H Fa2/340E0 53 o0 1a] B AT 2 o AT (COVID-19 & 5194451 S Ak )

SR RPERMMSE T H 1 2020429 A 17 H [58 1 #8853 @ Visit 7 (2 [0l B #EREZ OBAL) 7 v &
A5 T ]

BHIS XL ¢ 26 1/2/3 #H

2.1.1. By
2.1.1.1. 3 1 FHE S
KRIEBROE 1 FHERS> O B, Estimand 36 X OGEME B OMEZ LI TSR LT,

Table 2-1. %5 1 &4y D HEY, Estimand 3B X OSHMIHEE (C4591001 3XER)

HE Estimands SEmE B

FEHM

fEFERR A BNTI62 2 1[5 D72 &b 1 EOIERY 7 F o8 o BTs RS,
FF2EEEL-ZEE0  HEESZUZHEREICBWT, T FEIRE L OVER)

et LORAMEEZ LR WS LegiREORS o BHBOS (R, JRTT

EREAR o FAEMTR 7 HEORPTEOS ORE, HOE, WERE, R,
o BEMTR 7 HHOESOS HRLE T2 3B L L= A,
o 1 [B] H HAEIE 7> b e AR 1 HRLE 1213 U 7= PAETR)
1 H AR ETOREFRR s AEER

o 1 [H] HHEFRRE N & B K2R 1% s HELHEHRS
6 h ARE CORENFERS
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 % OFERDOE L D

Table 2-1.

1A D BRY, Estimand 38 X OFHBIEE (C4591001 3RER)

HE

Estimands

A B

PUFICE YS9 5 s oEl S
s WBBAU 7 F | BIEEEE® 1 H
BLO7 BHE, Z25W0NC2EH
Beflif% 7 0RO MK R F
TR MR A AR A D BB il
o N—2 T A L | [EHEREE 1
HE L7 BHE, 2 [0 H SRR
L2 BEERR% 7 HERCE T D
MR SRR A & 72 1 iR A1k
FHEMEO 7 L — REH)

I A HO R AR B F K OV A
LR

BIREH

fEEERR AT BNT162 % 1 [A]
FhF2EEHRLZEEZD
I i 5,

1RBRYD 7 F L BEREL D LU O RS
T, VARSI T 0O SR EE e AL
ZSF LTV DR (R AT 6E
B 1 [EIHBEERER 7 AR L O
21 HE, 72 6ONC 2 B H #5E% 7
H, 14H, 15 H, 6 H, 12 %
ABIO24 5 H#E

o FERORAT L HUARAMN

(GMT)

o BEFERNICRIT D, BEREML AR
DAY EHAE3 (GMFR)
o BEFERMIC G LT, BB
THURM S 4 F58L b BA L 7o#

B DOE S

o HRER DAL PR B
(GMC)

o | [ HEERERTICKTT D, HERFEL
W 55D GMFR

o BEFERNICRT LT, BEREMZARER
THIREN 4500 E ESH U795
HOEE

o KIFRTORES 1gG PUAIREEC
%% SARS-CoV-2 LI HFn#t
IR D 8T -5 (GMR)

SARS-CoV-2 IfiLi# " FnHi At

S1 Gk a7 G
(IgG) HUIRIESE

BIO
ZHREEES R A A > (RBD)
FED 1gG Pk

* SARS-CoV-2 IfiLi& H Fnfi Al
o S fEA IgG Prikye s
» RBD #ti & 1gG Prikim i

o FEARLEMO Bstimand Th 5, 18] HEERER) O &M% 6 » HIFE COEERAE
FRICOWTITTEHMEETITRARA L TR, T—ENELNTHLERNT A,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 % OFERDOE L D

2.1.1.2. 56 2/3 ¥EER 4y

AKIEBROE 2/3 FAER4y D B9, Estimand 3 K OGEE H O EE 2 DA PR LT,

Table 2-2. %5 2/3 fHE4y D B, Estimand 38 X OEHMEE (C4591001 3R5R)
Hif e Estimands FLAHIE B
TEA MM

BB T 7 F HEFERIIC SARS-
CoV-2 BN HER ST

WBEERE 123U T, BNT162b2

O 2 [m HEEM% 7 HRFLARE I
b b= COVID-19 i E R
WX DB R T 5,

P EYIRBU T2
HPEfEtL 7 BEESE T, 165
FE i S oD B AR L UE A
SEL TV AR (G AT RE
#) 1B

100X [1-FJE=LL (IRR) ]
IRR : 7T B AREEIKT 5
BNT162b2 BED 1

2 [ml H R 7 BB £ Clomigs:
B E 7217 A L 2T SARS-
CoV-2 EGen
el OBBFHIRIZ 31T 5 1000
ANEEH T2 0 O COVID-19 FEIER

REL TV

[ kA o 72 34 R R R o

KRR A (NAAT) CHEE]

TRCOYRE (V7 F o8
FEATD SARS-CoV-2 JFEYLHER
DAEIZEDLLT) 2B

T, BNTI162b2 @ 2 [m] H 47
#% 7 BEFLIBRICR D BT

COVID-19 #eEFNZXIT5H
k% 95,

DI EBIBBRY 7 T 2 [
H¥EMt% 7 AR E T, 165k
it G 0D 2 A FL e A
SEL TV AR (G AT AR
) \ZBITD

100X (1-IRR)

IRR : 77 EAREEIZRT 5
BNT162b2 #ED b

BEHIMIZE T 5 1000 AMFEH T2
D D COVID-19 FIEHR (YL
B FE 73S EREEI D NAAT T
fife i)

TR

MEAEZE O T LTI
360 I3\ T, BNT162b2 &
et v 7 7 A VAR
% (2 FIERSY) o

Dl by 1 [EOIRERY &
T B B T TR T
HINTEUTOESE (%)
- KPERESL 7 B RO RPTRS
- KPR 7 R O2E KIS
- 1Bl HBEREA D 2 (8] H R
%7 HEESE CORERS
-1 |l HBEREA S 2 [B] H PR
%7 HESECOERERA
ERHG

CEHROE (RN, %97, WA

< JRETEOS (RSN, JE

IR, EAR)

ko

i
L

i, TSR, IEE, R,
F IR EAA L2 R,
F 7 ILE L L7 RIS

- AEHRS
- HERAERR

5 2/3 My CHEAEAE O fF
T LT _RTOmBRE B W
T, BNTI162b2 D247 1
77 A NVEFET D,

L &y 1 ElOIRERD 7

T B & T TR T

HINTEUTOESE (%)

- KPERESL 7 BH RO JRPTR S

- KPR 7 R O2E KIS

-1 [B]HBEREAS D 2 (8] H
%1y ARESRETCORESF
£

-1 |l HBEREA S 2 [B] H PR
%oy AR ETOEER
HEHEG

- BERG
- HERHERS
- i 6000 FlOHEERE I

DT

- JRFTEOG (SRS,
R, BER)

C REOE GEEN, Y5, §A
e, BEHE, IEM, TR, OB
L FE T B R U7 A A,
B E 72 AL U2 B
i)

PFIZER CONFIDENTIAL
Page 18



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

2.7.6 % OFERDOE L D

Table 2-2.

%5 2/3 FEE4y D HHY, Estimand 38 X OFHMEEE (C4591001 3A5R)

A ®

Estimands

ﬂﬁﬁﬁ

B3 IS ICES L 12~15
R DPEERE 1BV T,
BNT162b2 OZEMET 07 7

Hip by 1 EOIERY 7
F U 22 T TR TR
EINTEUTOEE (%)

CRPTEOS (ESERALATE, 58
7R, MEAR)
C RIS (R, JEY7, B

A NWEFHLT 5, - A% 7 BRI O RETROS Y, HOE, IEM-, FHL, ETH
- FAERETR 7 B O KOG FTEAL LA, HTE
-1 A H RS 2 [B] B F IR L7 RIERE)
%1y AMEECOREER - HEHE4S
% - HERAEEES
- 1 ARG 2 AR
%6 » AR E COEER
HERR
B e

1RBRD 7 F U HEFERITIZ SARS-
CoV-2 &Y FRE ST 7e
WkBRE 12BN T, BNT162b2
O 2 A H L 14 HEELIRRIC
b B ALT- COVID-19 fife iE 5]
Zxt 2 B EE T 5,

D EHIRBRU T2
HE:fE# 14 HBFRET, 15
R 3 it ] oD TR A U A
BESF LTV DR (FHm AT
Bef]) 1I2FBIF 5

100X (1-IRR)

IRR : 7T B AREECXT %
BNT162b2 Bt

2 [l HBEfER 14 B R £ Tloiig
FHIETILT A NV AFEIC
smmcwamm#ﬁ;énfw
7RO ERE O BRI
1%0AE%tw@cmm}w%
JER (PR & 72134 E
RO NAAT THEE)

TRCOYRE (V7 F o8
TERTD SARS-CoV-2 JEYLTERR
OFEIZED L) I2BWn

T, BNTI162b2 @ 2 [m] H %7
% 14 ARFLIRICR O Bz
COVID-19 feEFNZXIT5H
MEE RIS 5,

DI EHIBBRY 7 T 2 [
HEEfE% 14 BEESE T, 1R

B I it e 2 oD R A FhUE A
@#Lfmé%%%(ﬁﬁﬁ
Hefl) 2k D

1oox (IIRR)

IRR : 7T B AREECXT %

BNT162b2 Bt

EBEHIMIZE T 5 1000 AMFEH T2
D D COVID-19 FIEHR (YL
B FE 7 ITA EREEI D NAAT T
fife i)

1RERT 7 F L HEFERTIC SARS-
CoV-2 &Y RE ST e
WBRE 12BN T, BNT162b2
D 2 Bl HEEM% 7 HEER IO
14 Hﬁjﬂ‘:ulgq“ \—uu&b%hf_ﬁr
COVID-19 e EBNZ X9 5 H
itk & R 5,

D EYIRBU T2
HE:fEf% 7 HREB LUV 14 H
WEalE C, TRBR S At E &

T E RS EA S LTV D
B G ATRER)) 23St

b

100X (1-IRR)

IRR : 7 F B RBECHKT 5

BNT162b2 B D b

2RI 7 B LN 14 H
B ClomiE M E iz A v
x%m SARS-CoV-2 &L T

RS IVTWRNEER T OB R
W BIF5 1000 NMEHTZY OE
JE COVID-19 Hife 7E 151 D FEFE R

TRTCOWEHRE (V7 F o8
TERTD SARS-CoV-2 JEYLTERR
OFEIZEDHT) I2BWn
T, BNTI162b2 o 2 6] H45F#
#% 7 BEFB LN 14 ARELIRRIC
P B 7= HAE COVID-19 H

D EHIRBRU T2
Hift 7 ARERB LN 14 H

REREC, IRREMmEHEED
TR LA T LT D
Brg (REmATRER) 12dsi)

5o

BEIHIMIZE T 5 1000 AM4EH 7
D OFESE COVID-19 e EFl D%
JiE 2R

EHNHRT DHZIMEZFAGT 100X (1-IRR)
b, IRR : 7T BREEICKT B
BNT162b2 Bt
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 % OFERDOE L D

Table 2-2.

%5 2/3 FEE4y D HHY, Estimand 38 X OFHMEEE (C4591001 3A5R)

A ®

Estimands

P B
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Table 2-2. &5 2/3 #8545 D B#, Estimand 38 X OEHHER (C4591001 3RER)
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145 ERIEEI D NAAT CTHETE) ]

o FIEAMED Estimand D 9 5, 5 2/3 AHERSY O 1 Al HEERE)N S 2 [AI HBERE 6 v HBES T
DEENEERS

o SRR OO AR IE

21.2. 1BBRT YA v~

AIEERIL, BEEERRAZ XS L LT, SARS-CoV-2RNA U 7 F ez il i+ 5, & 1/2/3 40, 4
B2, EELRE, 7R, BI8FH ek, HERE, Ao TtH 5,

AIBERIT 2 N— (B 1*@4& TR IO 23 FESy) THER SIS, BB 1 MRES TIZIY 7 T U
MBI OHELEET S, 623 S TIE, am— MR LA Z T 5, A1GBROM
%% Figure 2-1 127 0 —X TR L7,

PFIZER CONFIDENTIAL
Page 21



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 % OFERDOE L D

Figure 2-1. 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)
7 after Dose 1)

Mid-dose-level 2-dose group (n=15)

IRC (safety _ .
IRC (safety) % Mid-dose-level 2-dose group (n=15)
2 after Dose 1)
High-dose-level 2-dose group (n=15)
IRC (safety

% High-dose-level 2-dose group (n=15
after Dose 1) £ group ( )

> 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)
Safety and immunogenicity analysis of Age: >12
Phase 2 data (first 360 participants) (Stratified 12-15, 16-55, or >55)

by unblinded team (these participants

BNT162b2 30 pg or placebo 2 doses
will also be included in Phase 3

(n~21,999 per group, total n~43,998)
analyses)

Abbreviation: IRC = internal review committee

AKIEERTIE, COVID-19 IZ%13 % 2 fii¥HD SARS-CoV-2 RNA U 7 F L AeEffi D22 E, AR
FOGRIE R AR U7z, 85 23 #HE0 0 CiX, 36 1 A ORERICESZ®IR L 1 fiEO T 7
F UAMERIZOWT, ARhEE R L7,

o PEEFERIZIX 2 (21 BREIME) & L7

o G 1FEE T, EEOHETERE L,

o ZERIEMRIE L U7z [ 1 FB¥B%Y © 18~55 1%, 65~85 %, &5 2 fHElsy @ 18 MLl (18~55
%, FETIX 55 i ~85 ik ThEfl) , B 3 HEERy ¢ 12 kLA (12~15 5%, 16~55 %k E70iE
55 i CRgflk) ] .

BRI 2T — 2 L E 2 — 2 ETx5H L9, 774 P —43 L BioNTech #EDfEE 135 1
FAER S DWERE ~DIRERD 7 F B0 T EHRICES L CERIE Lo 72, 5 2/3 ARy TIdih
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L7z] 7 b—F 1 OEERBREERE 21X, F—3REORVOMKKRIK T L— K1 &®E
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Z O D ERAFEHE

22. KIBBR D Efi (B D > T D IRBREMEREBEO R X v 7, 77 A4 P—tB IO
BioNTeck #-0 LB ¥ L OVF oG E, 720 IR Y EN OFREEE T ich 2155k HE
MiEEHERI D R %~ 78 L ONF O BIEEE

214. 188U 7 Fv, vy hER, ABEBIOCHE, EEMERR I ORI
2141.1BBRU 7 F o B8XUn vy MBS

e BNTI162bl [RBD #a— K35 X7 LA REHFA v ¥—V R (modRNA) &5
B ki1 (LNP) HUHIZ#H7~4 H 72 SARS-CoV-2 RNA U 7 F ]

e BNTI162b2 [SARS-CoV-2 £FAR, P2 ER, BMERIANA I X /7E (P2S) #a— K
9% modRNA & LNP A 2 #1751 7= SARS-CoV-2 RNA U 7 F ]

o JEFRATEIK (JESHH 0.9%HE LT R U T AR

5 1/2/3 FHEL S THWZIEEBR Y 7 F o DIE# % Table 2-3 IZ/x L7z,

Table 2-3. Investigational Product Lot Numbers — Interim Phase 1/2/3

Investigational Product Phase Manufacturer Vendor Lot Number Lot Number? (Pfizer)
(Manufacturer)
BNTI162b1 (10 pg, 20 pg, 30 1 BioNTech BCV10320-A E220395-0001L
ug, and 100 pg)
BNT162b2 (10 pg, 20 pg, 1 BioNTech BCV40420-A E220395-0004L
and 30 ug)
Normal saline (0.9% sodium 1 Pfizer DK1589 20-001592
chloride solution for
injection)
BNT162b2 (30 pg) 2/3 BioNTech BCV40420-A E220395-0006L.003/P220395-
0012L
BCV40420-A E220395-0035L.002/P220395-
0048L
BCV40420-A E220395-0035L003/P220395-
0048L
BCV40420-A EU2065896/E220395-0004L
BCV40420-A PA2070104/P220395-0008L
BCV40620-A PA2071394/P220395-0029L
BCV40620-A PA2072393/P220395-0019L
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Table 2-3. Investigational Product Lot Numbers — Interim Phase 1/2/3

Investigational Product Phase Manufacturer Vendor Lot Number Lot Number? (Pfizer)
(Manufacturer)
BCV40620-B PA2071395/P220395-0016L
BCV40620-B PA2072396/P220395-0016L
BCV40620-C PA2071396/P220395-0047L
BCV40620-C PA2072439/P220395-0047L
BCV40620-D PA2072442/P220395-0042L
BCV40620-D PA2072765/P220395-0042L
BCV40720-A PA2074172/P220395-0053L
BCV40720-A PA2074998/P220395-0060L
BCV40720-B PA2074173/P220395-0051L
BCV40720-C PA2074071/P220395-0052L
ED3938 PA2074300/P220395-0021L
ED3938 EU2074330/E220395-0036L
ED3938 PA2074300/P220395-0022L
ED3938 PA2074300/P220395-0023L
EE3813 PA2074838/P220395-0024L
EE3813 PA2074838/P220395-0020L
EE8493Z PA2077905/P220395-0026L
Normal saline (0.9% sodium  2/3 Pfizer DK1589;20 - 001592 PA2064251/P220395-0005L
chloride solution for DK1589;20 - 001776 PA2065311/P220395-0007L
injection) DK2074;20 - 002029 PA2067775/P220395-0030L

DK2074;20 - 002108
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221

PA2067774/P220395-0013L
PA2069407/P220395-0031L
PA2069407/P220395-0032L
PA2069407/P220395-0033L
PA2069407/P220395-0034L
PA2069407/P220395-0044L
PA2069407/P220395-0045L
PA2069407/P220395-0046L
PA2069407/P220395-0054L
PA2069407/P220395-0055L
PA2069407/P220395-0056L
PA2069407/P220395-0062L
PA2069407/P220395-0065L
PA20694070TH/E220395-
0049L

Note: C4591001 End of Study Information and Quality Control (QC) Record for Study Drug Appendix (Section D) dated

06Nov2020 was used to create this table.
a. Lot number assigned to the investigational product by Pfizer Global Clinical Supply.

Protocol C4591001 Investigational Product Lot Numbers Table — Interim Phase 1/2/3, Final, Version 4.0, 06Nov2020.

2142 HER L UHE
Pl
* BNTI62bl : 10 ug, 20 ug, 30 pg B LT 100 pg

* BNTI62b2 : 10 pg, 20 pug 3L T30 pg

%5 2/3 RS CTIE BNT162b2 30 ug & H4FE L 7=,
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HErhigE=E (ICU) ~D ABE
A

2.1.5.2. ZEMEDFREE
FEEAR A G AR D)

IR FEHEFHEE CTHE L TV AT X TOMKREZ, BRREFIEELLVATr Y a2 —/1iZ
o CTHEM LT, et EORMBENE UL, BRI Y WO TUEREICH KRR 2 3
L7,

TRBRAEY = AR R MR A S 2 30 L CSE b L, IR I CEBRRMICEROH 5
AL EIEGIREE (CRF) OFEHGMICELGE Lz, RSN £ 7213 b it 28 HLN

2, EERMAEMESERNICERZRO S 5 B SR S 2561, EAEEED LER—27
A MEIZETHE T, FRITERMAMLEMD LI AT 4 BVE =X —DERIIZEFZRN 720
BT 5 FE T, 0K UMRAES SN U7z, TRBRIY AN 22 & U7 R I SR HE (i
TFZR—RA T A MEIE S 2o T280E, WREREL, 7 7 A ¥ —138 X O BioNTeck £1:1Z
L7,

BTG E KOV UG

RIS LT R T OWRE I L O 2/3 FHER IS UEEEAL ST ) 0 72 <
&b 6000 B, 1RERD 7 F 8RR 7 HIEORATES, S8 RGE L OREESE A ofE Iz
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2.7.6 % OFERDOE L D

WCEF HEE (e-diary) (ZF0EkT 5 Z LR HITZ, 5 3 MERDICSIN L 72 HIV Bt ekERe
BER1R2~15 3 OWERE & Z O ERICE TN RN H 523, 2 b OERIZ OV TR
BAWRET D, £, WBRIMFTEELET 9 (2020 410 H 29 A) FERLAEICHA AN S L
72 16~17 i OWEERE % SOSEE O Rl REMICE D D TETH D, BUSFNEDOFEAfix G4 M
IZEENWHEBRE IR DN RFTSE KOS N AEFRE LTRSS,

JRETEOG + BOSIRME % e-diary (252892 WM T, SUERF RS ORR, MEIRS & U9 &
At L, BOSHEPEDRER ZFLET 5 Z L3R b, 1BRY 7 F MR ThOGRIE &
e-diary (ZRCET D WIMDSHE T L7t © RFTSUS A Riee L7258, HRE T OBFRERET 2
TR, R L ONERIE, RESEORN (EAOFH : 1~21) AW THRIER
FOGLER L, MRMTRRICEHIR IS, AL, BE, PHEEEITEEICOE L, T
CIRIE, HRE B DRI RIS X, 2L, BE, PEEEZIEECHELE,

BHRIG  FOSEYEZ e-diary IZFCdkd 2 WM, SBRF (T, T, SR, 07, BIE W
BUE 7213 L7 PR, TR 721 308U b L 72 BRI IS DU CRIAME LRSSk L7z, SRR
HEPFHEREICIESE, 2L, BE, PHE, E3mEcoELL,

FOGEME: % e-diary (ZF0dkd 2 BRI T, #BRE13E B 4 FICRIBEEZRIE L, BEWEEDN-HE
13 OFF R CIRIEZHIE L=, 3BT, DA 38.0°C (100.4°F) LA EELEFRL-, FHDIK
RO I EE%E e-diary [ZF08k L7,

TGBREEERD 72 I TRBREARERM 2G4 L2 1L, e-diary DA AT BIZHEHE T O /AT,
RS ETIIMRE - BEFRAIOBMICBE LT, & T HZHRENOAF LI,

AEERBIUVEELRAESRSR

HERRIT, WRE (LD WITIEY LROONTEAIE, s, RFEAEZIIMGEE) 28
BT, AEFRBLOEERAEFRAZINET 2 HMILFRERGE: [REIIERE 55 I
ST 51 (T72bb, BRICEET A2AEL TONRRY 7 F 0 O8REEZ1T 5 8 ICHE L

721 B, AR I Visit 7 (2 [BIHBEFEL 1 » HEE) £, % 2/3 fid visit3 2 [81H
Pefite 1 » AWE) £TE L, £72, KI5 48 BRI LIPICRE L 7= A EHE S % CRF 1270
gRLTo, EERELAEFFRGL, FEIUGRD DE&EEFE G5 1 AAE2E Visit 8, 55 2/3 #7313
Visitd) %56 » ARFETINET L2 L L LT,

SRR (EIRFRLAAE S5 OEBIRIL, 168D 7 F 80l tk 4 BRI (5 1 ARERS Y O 4%
FERAND 5 Bl %I 5)  F 72138 30 0 LI (B D OERE 25%5) & LTz,

2.1.5.3. RO FHmIR B
#1AE Y TIRLL R 23 M Lo, &5 2/3 B4 ©H RBD #64 1gG HiAREZ %, FHMi+ 57
ETH D,

e SARS-CoV-2 IfiL.yE -h it
e SARS-CoV-2 |ZHF I 22 PURRE A HUARTR B
e RBD A IgG HiikiE (RBD % =— K32 BNT162b1 & i)
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2.7.6 % OFERDOE L D

e SIS 1gG Bk (P2S & =— K342 BNT162b2 & i)
o NEAPURRE (5 23 My DH)

2.1.6. FFHFRYT H 1A
2.1.6.1. SEEHEMT
2.1.6.1.1. HZIMEDIEAT

BNT162b2 OHZWMEDOFHN (1 OO EERHMIEE) X, 1R8RY 7 F 8RR OIRRY 7 F

2 [ HEERER 7 HIEE CICMIEFME 2137 A L A2 09IZ SARS-CoV-2 YL FE 0 H AL TUN e
R IC BT D, 2 B BEEES 7 B ERLIEICER S Sz COVID-19 feE Bz 53T HHM L
2o T2 F UM (VE) 1 100x (1—IRR) OFHAUC L W HEE L7z, IRR |L BNT162b2 #ED
COVID-19 RJER & Z IS DT T REEOIIERDLTH S, A X 95%(E FAXMF L
xR (BEOU I FURMENI%E LS, bbb, P [VE>30%T7T—4%] ) F~X—%

HNAMET VE A, FRNCHE L/ MEREO X=X Sz Fainme LTEB L, 95%
FEHXE B L OFEZMERITBHF CHE L,

WO I ENTIRE D LM P [VE>30%|7 — % ] 2 99.5%% 8 2 7= 35 & 7o 1 b (&M i
DFEZFEF P [VE>30%|7 — 4 1 73 98.6%% M 2 7235512 BNT162b2 UV 7 F L OFIMNENGRD H
nszeelim,

BAND 2 BO PRI DOWFTINIT, BAEEITTY 7 F U AMEDR R S5 FRFERD 5.0%A
WOHE, ~K27 4 v bRShanicy (BREN) , IBRPIEOHME T2 L& LT,

F 72, EEFHMEEE OESEMMBNT ClX, VE & 2Ol 95%(F X M 2 BRI cRE L7
Clopper-Pearson {512 L D R 7=,

2.1.6.1.2. S FME DT

SARS-CoV-2 ML HFnguifli, S1#5iA 1gG HrikiEE R L UVRBD #54 IgG LRI OV T,
GMT £7-21X GMC & Z D 95%EHEXM 2 HH L7-, GMT B L OGMC 1E, *FEZEH L 7= ] EE
DB 2 RSt A Had 2 2 & TR Uiz, Wil 95%FHE XX, xHxZ# L 7= &
EOEEI T DI HEX ] % Student D t DARIZIESEH M L, = O %2 FUE [ZHiH 5
il CHRMHL,

GMFR 3R HAH: LT HIE I 072 (BEffitk —HEREAT) O a2 RO BE IS WO B A 4% Z &
TR U7z, MRS, S L2 EE O ZOSEEMEIZ R 5 X H % Student O
tMICHESEHH L, TOMRZFEREICYOEERT 5 2 & TR L,

GMR (T2 He U= E D72 (B - 2485 O SARS-CoV-2 i HRIHLIAR —S1 A 1gG
PURIREE) OS2 JFR S 395 = & TR Uz, miE BT, <L
T ENE DFE DB 5T HIEHEX M % Student D t A3 ICHESE B L, Z Ot B4 JF R JE
(AT A 2 L TR L,

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

PFIZER CONFIDENTIAL
Page 31
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2.7.6 % OFERDOE L D

Prikfiirs L OVEE O FEE FRAM (BLQ) 1%, 05X [E& TR (LLOQ) ] :¢®RE LT,

2 Bl HEERE% 1 » AREE TITIGEF E 72137 A L A FHIIT SARS-CoV-2 B FRD HAL TV
WIRBRE SR A x5 L LT, 2 IEI B 1 » HIFICEIT 5 SARS-CoV-2 ILiFE P FIHTAD GMR

(16~25 W DOHERE 1T T 5 12~15 O E) BLORZOWM 95%FEHEXME=H L, FESH
PEAFHI 5, GMR 38 X O O] 95% F X I, SR U 72 JIEME OB O 21253
LIEFEX M % Student D t HARICIHES TR L, ZORERA ISR MRS 5 2 L THH
T 5, FHEOET [ (12~25 @ OFHE TORER) — (16~25 i OFHpfE CORR) | &7
%, GMR DOitifH] 95%(ZHEX [ D FRRAY 0.67 % ERFVEFHELENSRIES N2 L £ 95,

2.1.6.1.3. ZEMEDORMT

ZEMEOFEFHMIEE Th 2 mTIG, 2 RIG, AEFEB LIOEERAGEFEFR2 NI

R HIRAEME R B LMK AL FRAEER T GG 1ESSOR) 1L, B EICERNREIET

R UTe, 2B 2/3 #HER S O FH G 3-tier 7 m~%%ﬂ%mf?ﬁ Lz, ZO7 7a—FTiEH
EEHLZLUFO Tier-1, Tier-2, Tier-3 DUV HUHNIHFE L 7=,

o Tier-1 [TFERMICEE2HEFRTHY, oML B o —FHE THANIHTE LI-F5,
BNTI162b2 712 ¥ = 7 kTl Tier-1 IZHLE LT-AEERIL R0,

o Tier-2 | Tier-1 UANDHEFRG T, WIS AN FRLETDH, D7 tb 1 O@YA
BT T URECHBUMEE 1%L, EOFEFESFSR (MedDRA FAGE) % Tier-2 DHEG LIE
Al

o Tier-3 1%, Tier-1 £721% Tier-2 DWW IUCHEEY LAWERLET 5,

2.1.6.1.4. & DD

Z20E L= HIV & EE%ﬁ‘?‘é%ﬂi%ﬁ%@ﬁé@j’oiUﬁafﬁfﬁE%nELE’J %ﬁ’fﬁé%if&;é i
77, T OWEBREEFIC 4572230 COVID-19 HEERIN R LAzt ZoEMIC
VE i+ 5 FETH D,

TR EIT T2 CTAEEINTIESR T 7 F o O A5 1T 7= 16~55 O # O#ERE 12317
DM X OE EM 2 s R BT 2 TETH D,

1 B BEEFEIZ ISR BTz, T _XTOEIE COVID-19 #EE BN W CERIRANIZER LT,

2.2, RBRRE R

2.2.1. 55 1 FHER Sy

2.2.1.1. #EBRE DNERE & Ot

BNT162b] :

HilknE (18~555%) TIE, 10 pg #f, 20 pg A3 KOV 30 pg BAICIE(E AL S o R T oS
73 BNT162bl 72137 7 2AHR D 2 [l LA 7=, £72, 100 pg FEICEER{LINLTZT X TO

BBRFT 1L, BNT162bl 721X 7 BARD 1 Bl Z 27, 100 pg @ 2 [B] HE#FEIE, FOGRMED
728, IRC W IEZRE LTz, T—X 0y bA 7 HRET, HlnEo 10 pg £ 12 #1411 FH
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
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BNT162b1 10 pg @ 2 [l B H#FE 25215 778, ARE FHAERR R T 2 [ B 58 1% ORE RITG 5 0
TV, @ik (65~855%) TiX, FHEMICE/ELILINTT X TOHERE S, BNTI162b]
if\_ i? 7?1‘0) 2 @&%ﬁ%x j’f;o

BRE LT, ZRMMITRER (BIEARIV T ENTEREDOS L, BT 7 F % 1[4
UL ST R COERE) L, Gl s i EoWnTnTh, #WREORZHEN A A
Tholo [HEED 10~30 pg B : 37 1 (82.2%) , #lnE D 100 pg # : 14 451 (93.3%) , Eifn
JE& D 10~30 pg £ : 42 61 (93.3%) 1 . Fln> B3 ) T 35.0 % (100 pg BETH 35.0
%) , miEE T 69.0 s Th ol FilnfED 10 ug #f, 20 ug FEd K030 pg FETIT B EOEIE A
mnoTe [62.2% (28 41) 1 . #iwlEd 100 pg #Ed6 L V& ClELMEORIE R mnoTe E
g D 100 pg Bf : 60.0% (961 , Ml 71.1% G2 41) ] .

BNT162b2 :

FlnE B L OEERE O ERICEEAL SN T X TOWEBRE D BNT162b2 £72137° 7 &R
@ 2 E@%ﬁ%X j—fx_o

BRE LT, HMBOKRSZEOWHRZIZANTHY [396] (86.7%) 1 , mEilmEO T X TOHER
FEVWBENTH-T [4561 (100%) 1 . FhsOFIAEIE, kg Tl 37.0 5%, milvkE Tl 68.0
WmChote, FmERs I ONEREOWTNTHLREDEIG B EmN-T- [FinE : 57.8% (26
B, mniE o 62.2% (841 1,

2.2.1.2. ZEMEORER

R LT, JOSFEMFRITHT 2 2AETHFARTH Y, RIEWRITEYMThH 72 (f
RAE : 1.0~4.0 H) o TNTOPBRE D 2 B H Oz 2T 1o, ROSIEMEDRIRIR & 72> oA EE
R, TNTRBIED 2 EIE LT,

o [WAEENE TR SN RFTRIGIE, BNT162b1 B CTUHEREAIENR (58.3%~100.0%) , FEiR
(0%~16.7%) B ILOWEIE (0%~25.0%) THY, BNT162b2 &t (GEFHBALEN : 33.3%~
91.7%, FIR : 0%~8.3%, MER : 0%~16.7%) & i L CREBEENEN-T-, BIKE L
T, HEHINCLE S BTG OFBBEE O FHNED ST,

o JRPFTRUSOFBBEIL, FiE L i U CElnE TR o7, b2 <R b RETRG
T DIERELEE ORBUHEL, *lvkE [BNT162b1 30 ug £ (1[5 B ££FH1% 100.0%, 2
[B] H B84 100.0%, LLF[EE) , BNT162b2 30 pg # (91.7%, 83.3%) ] LLb#L T, &l
J& [BNT162bl 30 ug #% (91.7%, 75.0%) , BNT162b2 30 ug #% (75.0%, 66.7%) 1 TlE»-
77

o RFTRUSOFEBURELY, miliiE O BNT162b1 #f & Il LT, millnfE o BNT162b2 £ T
Do Tz, VESFACAERE OR BRI IL, S8 D BNT162b1 30 pg # & Il L C, Hiflinfg o
BNT162b2 30 pg #E T2 > 7= (BNT162b2 30 pg £f : 1 [0 H R4 75.0%, 2 0] H #2fE1%
66.7%, BNT162b1 30 pg #¥ : 1[5 H Bfi% 91.7%, 2 [0l H#FE % 75.0%)

o W4FEHRIE T 1 Bl HEEREL £ 7213 2 BB EEREZICZ RO b 2F KL, BNT162bl @
30 ug FTOHEBERETIE, KT (16.7%~83.3%) , §AJA (25.0%~100%) , HHFE (8.3%~
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66.7%) , FE (0%~75.0%) FBLOMRHE (83%~75.0%) T&HY, BNTI162b2 D 30 pg £
TOHER Y (83%~75.0%) , FHFE (0%~66.7%) , FEFE (0%~58.3%) , FEEL
(0%~16.7%) BLOFHATE (0%~58.3%) ] &Ik U CRBEBEENEN-T-, BIFE L
T, FHERINCEE S 2 RIS OFRBMEE O _FRPRED bz,

o BHMUSOFBEIL, vk L i LU CEnE TR o7, P ORBUBEEL I, ElE O
BNT162b1 30 pg £ (1 [5] B B2/ 1% 50.0%, 2 [B]H B 83.3%, LA FEIE) X O
BNT162b2 30 pg # (41.7%, 75.0%) &H#&L T, mEiisfEo BNT162b1 30 pg £ (50.0%,
66.7%) ¥ L OVBNT162b2 30 ug ff (25.0%, 41.7%) THE-o7z,

o BHRISORBMEIL, m#inE O BNT162bl B & il LC, EifsfE o BNT162b2 #E TR
7o JETTORBUEEE L, BNT162b1 30 ng #f (1 [B1HHEFET% 50.0%, 2 [BHEEMEE 66.7%) &
bbiZ LT BNT162b2 30 pg A (1 [0 H #5814 25.0%, 2 [0 HH#f% 41.7%) TR o7,

KESDEEREL L, BEEIITHEECThHoT-, BT 7 F o EBEEOH HHE RSO RE
E, e-diary THE SN OSFMEEEHLIL CW e, SEOFEFRILIEAERDLNT,
HOOENT-FLHIEERT 7 F o & OREERIT W SRSz,

HERAESRER, HEBLWERY 7 F o OBEMEPIEICE T EFRITRBO NN T2,

U U RERO—BRY 7208, Wi REBS L OEH BT REEREDO 1~3 ARICED Lz
2, 1[I HEFED 6~8 A% % ClclEE L,

FIRRAE T, BRIICEEZRFT IR bhihoT,

BNT162b2 iZ, BNTI162bl & i L CRFEAEAJREZ SUNEME B KOt e 7 v A Vv ERL, &
2/3 FAERSy C© BNT162b2 Z iR 35 —[K L 7e o 7=,

ZEMDORER

o USHEMET BT 7 A ND7IZ 1 BB EFEBZ IS IR S 4172 BNT162b1 100 pg 2R,
BNT162b1 35 JTUVBNT162b2 DX TOMHE (10 ug, 20 pg B LU 30 pg) TERENDITE
AIRER AR TH -T2,

o ERLLT, ROSEMT 1 FIAERME LY b 2 B HERERIC @7,

o RETRIGE LB ISORBBBEEL, 2L LT (FrC 2 BIHER%) , BNT162b1 LV
3 BNT162b2 T2 - 7=,

o EilnfE T BNTI162bl 3 X TYBNT162b2 #ffith O EIENL, #FlsE TRO LI FHR LY
IR CERBMEE B KD o 72y ROSFEMED RER3E, BEE-ITTEETH- T,

o KHADEEREE, WEEITEETH T, TRAHETRE L ORRY 7 52 0
RS LI B o T BRI D DA - T,

o AIRL LT, HEFESLORBMEEIX, BNTI162bl £ & it LT BNT162b2 B T <,
BNTI162b2 BED &g 1%, AEFLEZRBE LIEREL KL D720 - 7=, BNT162b2 #D
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EiE T, MEOAEFEFRITILAEROLNT, T XTERY 7 F o L ORRERITA
&I S LT

FEARMRAIC LD, 1[0l B ML ICHFERE S L OEHERETY R ERO —Refy 72 b 23 7R X
=23, BELNIZEIE L, R ZRIEE L2 <, BARMIZERE P A & IXHE S /e
Noilz,

BNT162b2 30 pg IZFVVT, FFA HRER USRI T 1 7 7 A )L d KOO FIHURSOS OFf
WMONRT UANRKE CTH-T2Z XY, ZOBRBRY 7 F U BIOHEOHMAG HEEE 2/3
FRERAT IR L 7=,

2.2.1.3. SR ORE R
AIEL LT, BMER I OEEET, | B EEE%IC, BT L TR TV IR SOG

N

b bz,

FEER I OEEHBOT X TCORER T, BNTI62bl 721X BNT162b2 @ 2 [0 B % 7 0 &
2, FEFIZHRONFH TR TR D bz, BREHERFOFURMITN—R T 1 OHRM L v
LS HWEDHERF S LT,

g (18~555%)

2 [o] H#E#% 7 A RFD SARS-CoV-2 50%IMIE FAIHUA GMT (X, 20 pg Bk LT 30 pg FEO W
ATV TE, BNTI62b1 B X 0 & BNT162b2 BE Crahro 7=, LG FiHiA GMT 14,
BNT162b1 10 pg #£35 L OV BNT162b2 10 pg # CHRFEE T o7, Day 52 (2 [FIHEEFEZ 1 »
AWE) OMmiEFFIHUAR GMT 1%, BNT162bl #135 L OVBNT162b2 BEOWT 4L, 1 [B] HHEFE
BORMOREE LD HFE L < EVENHERF ST,

BERER O 2 [B] BEME% 7 B E T SARS-CoV-2 50%IfLiE F Fnfiiffi o> GMFR (%,
BNT162b1 30 pg B3 L TUVBNT162b2 30 ug B CTHE L mro 7z,

BNT162b1 30 pg £ L OVBNT162b2 30 pg BED T X COWERE T, 2 [0l HEFER 7 BRFE T
IZ SARS-CoV-2 50%IfLiE F R N—R T A b 452 E ESF LT-,

ElEE (65~85 %)

2 [o] B #fi#% 7 A RFD SARS-CoV-2 50%IM{E FAIHUA GMT (X, BNT162b130 pg #E LD &
BNT162b2 30 ug #ECTminr>72, Day52 (2 [HIHEME 1 » AR @ SARS-CoV-2 50%lfi{FE
IR GMT 1%, BNT162b1 30 pg #35 L OV BNT162b2 30 pug B CREE TH -7,

BERRR G 2 [B] B M%7 B E T SARS-CoV-2 50%IfL.{E F Fnfiiiffi o> GMFR 1%,
BNT162b1 30 pg B3 L TUVBNT162b2 30 ug B CTHE L @mro Tz,

BNT162b1 30 pg A3 &L OVBNT162b2 30 pug BED K/ O#ERE T, 2 Bl HEERER 7 BRFE T
|2 SARS-CoV-2 50%IfLiE FFFLIRMHAN—R T A b 4520 E EF LT,
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SR DR -

e GMT, GMFR, I[Li&HFFHiAnA 4 500 B ESH U908 OFIA 3 I ON B FES A dhikk
(RCDC) 7592 &, BNT162bl 35 L T BNT162b2 (38 E 3 L OVE kg o VWi
BWTH 2 B8] HEERE% 7 HRFICIE58R VY SARS-CoV-2 ML AHi AR S 2558 LT, PRnHUA
BOGE Day 52 % CHERF S AL, 3T 24 mE R L OH &R CHEELL Tz,

* GMC, GMFR 3 X OWBURFFRAIFE S 1gG FURIREEDS 4 (500 B A L7245 E OFIG 2> 54
Wrd 2 &, BNT162bl 35 L TUYVBNTI162b2 (X34 d 2 [B HEFE % 7 H RRICHURKE & 1gG Pk
OEAER ERAZFHE L., 20 LRI Day 52 £ THEFF ST,

e SARS-CoV-2 i+ FnHtiRiL, BNT162b1-100 ug TiX, 1 [B1H B 3 HIFE TlZhHT I
R U223, 1 BB 7 B E TIER—RA T A ME L RRREIZRE - 72,

. bROF—HE, 2EEEALETHS L ETR LTS,

2.2.2. 55 2 FHE Ay
2.2.2.1. BEBRE DNERE X OV

B 2 FEEL AT ISR AR AL BT ) D 360 ] &2 )55 12 BNT162b2 BER L OV T B AR BEICEE A AL
L7z (8180 f3) ., BNT162b2 FEDOHERE D 9 b, 88 BN E (18~55 k%) , 92 B & n
f& (56~855%) Th o7,

2 31 (BNT162b2 B kg > 1 431 : 1 [l B #:51% 2 Bl B BEfERNiRiRa ik, 77 2RO 1
B« F—HH A TEETIIME ) ARV I SWERE NEER Y 7 F & 2 [l LT,
BNT162b2 BE# BRI O 1 Fl1E, 1[0 B Mk 23 BRFICRBL L= EELRAGEFS (Hiym) o
W 1[I H DR, 2 [Bl B BRI IRER A IR LTz,

52 FHER Sy DN AR R AR RIS BNTI6202 BE L 7T v AR CRIE Th o 7o, BT 5
BV TR L OVBNT162b2 BED Mi4EdnfE C B LIF 8+ >Th o 7=,

BRELT, #BREOIZEAEITAAN 858%) , IRWTEANEZIEIT 7Y BIRT AV A
(9.2%) Tholz, B ANR=w 7/T77 VU RHEEHRF OEIGIEL, BNT162b2 #f & 77 B AR CRE
EThol- (LT 89%B LN 11.1%) . BNTI62b2 BFEDFEERI D A=y 71T T 5%
WeBRE DOEISIE, F5nIE T 14.8%, miliifE T3.3% ThoT,

RO P IEIT 2R T 56.0 1% Td o 7=, BNTI162b2 EEDAE D H1 Sl | T8 K8 T 44.0 %38 L O
HiEE T 65.0 % CTh o7,

2222 BEMEORER

o WFEE A U T, SEMRICAHADNIRFTROSOFEIBE I L TRKTH Y, 2HFHE
DIEHBAE IS L OEAELE (I L T 2 [A] H BARL T 1 (0] @ BAfi1% & i L Tradro 7o, JRETE
B DROSITPEFEGIT 5T 5 AAMEITFFA /TRE T, FrelIfI D> 7,
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e BNTI162b2 FE D miinfg THHEMR I DV ROSEMEE, BEL TRET, HnEICRO 60
Zb DX bRIBALENME > To, KRES OOSEMITEE L 723 HEETHY, F1L—F
4 DFZITHRE SN oT,

o HEFRGORBBBHE I, FEALOFEFEGOEELITRE S IIHEETH-T2, 18
BREEEMICL VBB 7 F o LD D L SN EBERAERELRB IO IEICE-T-
HERERITRD SN T-,

o 360 B TEFAM L 7= BNT162b2 (30 pg) #f##% OISR MERS K OHEFERO T v 7 7 1 /W,
%5 1 RS> BNT162b2 (30 pg) #EFERZICBIE SN L e T v 7 7 A L& —H L T,

o 2 [ HEERE% 7 HEFE TOBIEICHET, BNTI62b2 (30 ug) 1T DFF% AlREZ R DA
LT,

2.2.3. 55 2/3 FEE 4y
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MBI OHELEET S, 623 S TIE, am— MR LA Z T %, ARG O
%% Figure 3-1 127 0 —X TR L7,

Figure 3-1. 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)
2 after Dose 1)

Mid-dose-level 2-dose group (n=15)

IRC (safety
after Dose 1)

Mid-dose-level 2-dose group (n=15)

\ 4

IRC (safety)
 Z

High-dose-level 2-dose group (n=15)

IRC (safety
after Dose 1)

—— IRC choice of group(s) for Phase 2/3 (—I

(safety & immunogenicity after Doses 1 and 2)

5
>

High-dose-level 2-dose group (n=15)

Phase 2/3 Single vaccine candidate (1:1 randomization active:placebo)
Safety and immunogenicity analysis of Age: >12
Phase 2 data (first 360 participants) (Stratified 12-15, 16-55, or >55)

by unblinded team (these participants
BNT162b2 30 pg or placebo 2 doses

will also be included in Phase 3 (n~21,999 per group, total n~43,998)

analyses)

Abbreviation: IRC = internal review committee

AKIEBRTIX, COVID-19 IZ%)4 % 2 %;i;*:ﬁ@ SARS CoV-2 RNA U 7 F i D&, BEME
F O M 2 5t U 7=, &5 2/3 AHE ) C B FIER Y DFE RIS EIR L 1 EEO U 7
FAERZHOWNT, BRIEE R L7,

o HEEEEUI 215 (21 AR & L7,
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o BRSO TR, HEOMETEM L,

o ZERIMEMRIE L U7z [ 1 FBERSY © 18~55 1%, 65~85 %, &5 2 fHElsy : 18 bl b (18~55
%, FTIE 55 REBA~8S ML) , B3 FEY 12 E (12~15 5%, 16~55 £ 7-1%
55 B TCRE k) 1.

BIRplZB il 727 — X L B2 —2ETE 5 L9, 77 A W —4d L O BioNTech #-OfEEI13 5 1
FHER 5y DREERAE ~DIRER Y 7 F F1 0 7 ha%& Eébf%*ﬁ{t L7pno T2, 5 23 FaER> Tldia
BRofidtm s L O — 2 ERLEHEICHE, FEEMR T COEBNMNE L R 5B FE L RE,

B A HERE LT,

3.1.2.1. % 1 FE

HRE (U7 FoAmdinl, HER, FEEhl) 15 Gl ciEE L, Eifftk 4.1 TERIEE-IIT 7R
ICIEVELAL LT (BREO T 7 v R E SN BB RESE 2D k5, EEK 124, 7T
R3fELE)

BRECERXR E LT, BMOLEMERME, #BREHAANOEHE, SRR Eo#HIE LU
WaHliZ B2 (IRC) IZ LA LEMNT —% OFHMEIZESIBRY 7 F o OMEOREZEH L
7=

il (65~85 %) ~OIRERY 7 F o 4EHEIL, IRC 23%likE (18~55 %) TR LU RNA 727
Fo 7Ty T F—LDIRBRY 7 F OV TRHE L~V LR EMNT — 2 25t L, %
FUDSZRASTTHE &I L 7= 1212 T - 72,

BAHE T EE T I3 R RE 2D, WREHIIEFH 195 Bl TH -7,

BNT162b1 35 L OV BNT162b2 (22T, 2 Al H M 14 HIFE TOREMNT — 2 88 L O
YT — &2 23l LTRSS, WIhoOBRBRY 7 F 0 b8 28 M ICiED 5 Z LN TEH T 7 F v
B CTHDHEEZ BN,

3.1.2.2. 55 2/3 }EER Sy

KIBBROE 1 FHERS B L OV R A Y T BioNTech #2336 1 DO Ff A Bk (BNT162-01 #5k) @ 2 &
BRCTEHEONT-LENT — 2 BLORIEFEMNT — 2055, 5§23 HERICHD 5 U 7 F o effib L
OZFDOHEL L TBNTI62b2 (30 pg) AR L7z,

652 MERA I, A 360 1] [EIfTEL 1:1 TBNT162b2 £ 72137 7 B R ICEEAL, i TRk

(OKHE : 18~55 7%, 55 ml~85 %, FAEMEDOEIRITH 50%) 1 %% & LT, 2 [0 H#EfM%
7 HEFE CTOLEMNT — 2 B L OSERET — 2 255 2 & & Uiz, &2 FHEy & £l
b, RRBRA~OMHEANE /R L, MAANTHEERE X5 3 FHE 5> O 2hI%EFEAR O %t S B
= S R NP DY e

B OB 3 FER > TIE 12 LA EoF Ext5 L L, Filin it OK%E : 12~15 5%, 16~55
%, SSHRER) L7z, 12~15 mOEEE 2OV TR E OIRER I AR 7> DA AL, K
THI 2000 Bl CTHERR T D FETH H, Tz, 55 MEAOFEEREIIT V72 < & LRBRERD 40%DH;
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BB A ANIND Z L EFm LT, 8 3 My OBERE I THIGT L 1:1 TBNT162b2 £7213 77 &
RCEEAL LT,

55 2/3 FHER Sy TIIEBIEERE T A v 2 W CTEIMEZ RN L 72, O U 7 F U A3iE%E 60%LL
Lkﬁm?ét BT I T UHIEDN 30%% LA D Z & & 90%D R ) & R EE L TREET S
72121%, 2 [BIHBEAER% 7 B LARRIC SARS-CoV-2 YL T[N 9% COVID-19 FeEF]| (EEEaEfh1E
E)#l@@ﬁ%f%otoE%%Q%ZBﬁ% TS OB AL, A ATURED
COVID-19 BEDEIE, BoOU s F o800, BIOHERMED U ITELEMEIC X 2R BB ik
DAREMEIC L W AT & 72 B Al REME N B - 72,

77 R AREED 1 E/M D COVID-19 BIELRE 1.3%, 6 » H LINIZ EEIAMGIE B Ot sk 8615 164
B2 ERET 5 2 L, FHMERREWREBRE DOEIS %2 20%, HBIEAEIN A 111 LIRET D L, KRR
ICLBE 7B BT 1 BEH T2 0 21,999 #1C, SBrefk Q8 Tix43,998 6L 725, Lizdi-o
T, ¥9Z @%%%ﬁ%%zaM% YTOHEREFIE & L, DMC 76 0E VEBIERRIE
FONR—R T A VERHCIIEZRNCNE TH - 729508 OEIS Z M0 L7 fE R (s U TR L
Tw<:kkbkoit,NV?iy?@ﬁ%Kiofm(ﬁWDN%E%ﬁ%<@5ﬂ%@
N0, TOEE, JEFERNREEY, FEFHMEEE O XLV BWEEHENATRE L 72D,

53 AHERSY TlE, BNTI162b2 $#:5E 1% D HEISEITHOWNT, 16~25 BEDOEBRE IZXT 5 12~15 %
OB DIELHTEZ T 5. 2% SARS-CoV-2 IfiLif FFIHLAAM D GMR 123\ T{T W,
15 fEDEEME~— R E LT,

BNT162b2 #fE DM L OMaE el oW, [T 1) CTHE L7~ BNT162b2 245 L7~
16~55 I DOWBRE Z#xtGe L L Cith 5, F7z, 8ERr— /L OERZ2 XFFT 5 7-012B% &
iz TTRE2) CTHLE L72 BNT162b2 O 1 v M &8 L7z & & 02 et KO Rz SN
TRtk %,

BHERE1TA 26 » AT DI VIBRIZSINT 5 TETH D,

3.1.3. ZWrB L O E A A NS
3.1.3.1. BN A%
ARIBERA~DFIAATUTEE L, EBRE I T O TR TOERNEEL T & L,

i ds K OMER

1. BEALORF N T, 18Pl ESS UL TS L IX65 il E8S LA T (B8 1 BB SY) 721X
12 LA b (G 23 ¥8E857) D Btk L Otk

7E : EU Tl 18 BRI OF 1T AN DN o T,

PR J L OB DR

2. PEINTWDLTXTOXREE, RBRY 7 F o HfEsm, BARE, AEEEOFEFEB X
O OMORBRFIRZE T T HERBLCRENEZA LT DH
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3. JRIEIHA, HIRRUMA (LERSE) K ONREBRILY EM OBIRATHIENIC LV, 1BBR~DS
INANERE T 2 & HIWr S VT2

R AR AFUAT 6 W NITRIR O EE AR R 7 IR EOHEEIC X 5 AR E Lo oIk
BEERTOUE LI EREZAT 2H b AN LT 5,

4, 523 FHERS D Ix - VRERFEM EATAS COVID-19 DREYL Y Z 7 23 @\ 0 LI L 7= (ANt
MEAORAE, NAFEZHICY 27 RHHLEEZ LN TWVWAIEB LI NERESFER YD)

[F) A

5. RIEBPASCERICARN (238G L UTENRER) ICX 2B 21TV, RERVISCER &
ONRBR I F IR SN T D B L OIR 2 B5F T & 5%

3.1.3.2. Bpol R
LT OWT DI ZFZ Y T 2 FIIATBRICHAAN RN & & L,

iy

=S RUIREE

£

1. TOMOEZEIITAEHANREE (BT 1 FLIPN £ 7233 TIRBRAE Y RS B B8 &
TZHBATE) &l LIoREE 2 5 T) CHRRAMRE ALY, IGBRBINC L0 ERIENHE
FTHREMED & 5 F, FIITTIRBRAE S ERI AR~ DB 2 RN g) & L7

2. FBARFERZ DI  HIV, CHRIFR T A /LA (HCV) F-1EBRIFFR Y A LA (HBV) DK
YR L TN 5

3. U TF @S D ERAAEFREINLIERY 7 F 2 OMRAHIN TR L TERRT LV
T Bl 7T 714 T7Fv—) OBERHDHE

4. COVID-19 O TPz BN &+ DHANAMEH L TV LHHE

5. EFEICEEER [SARS-CoV-2 @ NAAT §E 5 AVFI T & 220 AT COVID-19 OJEIR = 7= 1311%

EIZ IS FIIMAEYFR) (SARS-CoV-2 NAAT FERE H-38 L O COVID-19 OSEMR F 7~
T HEIC IS <) 12 COVID-19 D2 A5 1T~

6. B 1AE DA LFD Y X7 KF %4 L COVID-19 DEJFEL Y A7 OEnE
o EIME
o BEIRIF
o BRI
o ME
o BTHANTERLITHANALBUEEL T 5HE
o 1 FLAN D2 MR fEE
o BMATHRE
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PFIZER CONFIDENTIAL
Page 49



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 % OFERDOE L D

o AT =V 3L EOEMEER CRERAIEEZR.Y 60 mL/min/1.73 m? Kiifi O#)
o RSN OANTTE
o {K¥sfeEk (BMID) 2830 kg/m? B2 54
o 5tk 6 AURNICSHRIEMEIRIEEZ LE L T 5H
7. 5 1ARESY DI 0 SARS-CoV-2 ~DEG ) 2 7 N0k (B EREEHES, ekt
ICBIEIEF LT D
8. I, WAEMAEEIZHROREICLY, REREEATLIERITEDNDE

9. FE 1S DOA : B ORERBEITBR e LE L 2R CRERE [EFEEiT
BIET ) T~ b—7 A, ACREEREASRELIEEG) v~TF, ¥7 - SU—ERRE, £
FEVERALAE, o =— 2 L U EWRRE, FRRVEI/ MR PESREER, SRERIKE &, B CRZrEr
W, BEMarEEiRyg (ERBIIRS) , wolgd LU o X U ARFEIERERP 1 77) 25
ORZNLICIRE SV ] OBEERER D L&

10. RERE S ERI S NESR 2285 5 K5 2, HUM R RIAE R (2 B9~ 2 i SR R &
T3REERTH

11, & & 7= 132 i
BIER OHHELE -
12. 20 FUAINAT T F OB AT 5H

13. HIRAPE EVEERIERPRIB B AT u A ROEEHRE 25Tt ok (B : %, A
COERB) 22T TW5D, EdARBERIR I m%wﬁﬁ%xié%ﬁwkéﬁou
PERBOIGREAM T, BIEREAT oA FOLFHRE BN (14 AR 20 Tni-5h
B, TOMHOHIEEZNOIRRY 7 F o 8fiE C 28 HLL BB T2 £ T, 1RBRICHAAN
TIEebiw, 7ok, WMAFEITEE GH 1L AERSIERS, BRINEHE 14.281) |, BEFENGE
G, WRENEREIEH REEEIR) ICX2RIBREAT v A ROMBHITFTFE SN
Do

14, B1IAEH D OH : WAETZIFEEORIBREAT oA FEFEHL WD

15, 1GBR D 7 F AT 60 B LAk, ARG 6 L i3 7 n 7' ) U F ok b 2%
e, FREAKERYMTIC NS 0REEZ T L TEDHDE

it 25 FRAE D BRIRERER A~ D ZAMRDL -

16. AIGBRA~DF A AFURT 28 B LN E ARG SINRIC, 1RBREEE G 2 & Teth OFRBR IS
L=
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2N X 2 2Fl

18. 1A S DF : A7V —=> FRIZIMIGFIMA T SARS-CoV2 IZxtT 5 rar ) v
M (IgM) F7213 1gG BEETH - 7=

19. 1A DI 2 A7 Y —= 2 RO MRFIOMRE F 71 3iRA b E T/ L— N1 Uk
DOEFEDRERD T H

HE  BUAELUVZBRE, BELEZL— R OFRKBEMAR GEMHMOREICLD) &
HT 28EL, RS ERT OB X 0 RIRBRICHEK E T 5 2 ERARETH D ( TLE
L72) 7 b— K1 OFRKRMREMER S &1, F—H83REORYOMEHRAE T L— 1 &b
S, 2 HOMEREN 7 L —R1 U T ChoT=2HE L ERT D) &

20. FH 1O A7 ) —= 7z BAFAZRmEHUR (HBsAg) fd, B HFR = 7Hik
(HBcAb) ffy, CHIAFRPIAR (HCVAb) M 7213k FMuEARET A LA (HIV) BET
BatETdh o -

21. BV ARE Sy DI 1RBR D 7 F B 24 BERILANIC, SNREE R U 7 A% V7= SARS-
CoV-2 NAAT Tt TH 7285

T DD FRIFEYE -

22. ARIGBR O Ehii 2 EEER b > TV D IRBREMIERERE O A X v 7, 77 A =B I
BioNTech Dt E ¥ L O\F 0B EZE, 720 NGBS ER OREEE Fioh 2 i65E
TEEFARE O R 2 v 7 8 LN OFEGE

314188V 7 F v, vy bEE, AEBLIVAHE, BEERRR X ORI

3141.1BRRU 7 F B0y NEE

e BNTI62bl [RBD & =1— R§ 5 X7 LAY FMEHiA v Y v —URER (modRNA) &5
B ki (LNP) HUH|Z A4 HE 72 SARS-CoV-2 RNA U 7 F ]

e BNTI162b2 [SARS-CoV-2 &=FAK, P2 AR, FEARIA/NRA JhEL "7 E (P2S) #=a— R
9% modRNA & LNP fH|Z #4548 7= SARS-CoV-2 RNA 7 7 F ]

o JEFRATEIK (JESH 0.9%HE LT R U U AR

2 1/2/3 FAE Ay THWZIRER U 7 F o O & Table 3-3 1278 L7=,
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Table 3-3.

Investigational Product Lot Numbers — Final Analysis Interim

Investigational Product

Phase

Manufacturer

Vendor Lot Number
(Manufacturer)

Lot Number? (Pfizer)

BNTI162b1 (10 pg, 20 pg, 30 1

pg, and 100 pg)

BNT162b2 (10 pg, 20 pg,
and 30 ug)

Normal saline (0.9% sodium
chloride solution for
injection)

BNT162b2 (30 pg)

Normal saline (0.9% sodium
chloride solution for
injection)

1

1

2/3

2/3

BioNTech

BioNTech

Pfizer

BioNTech

Pfizer

BCV10320-A

BCV40420-A

DK1589

BCV40420-A
BCV40420-A
BCV40420-A

BCV40420-A
BCV40420-A
BCV40620-A
BCV40620-A
BCV40620-B
BCV40620-B
BCV40620-C
BCV40620-C
BCV40620-D
BCV40620-D
BCV40720-A
BCV40720-A
BCV40720-B
BCV40720-C
ED3938

ED3938
ED3938
ED3938
EE3813
EE3813
EE8493Z

DK1589;20 - 001592
DK1589;20 - 001776
DK2074;20 - 002029
DK2074;20 - 002108
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
DK2074;20 - 002221
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E220395-0001L

E220395-0004L

20-001592

E220395-0006L003/P220395-
0012L
E220395-0035L002/P220395-
0048L
E220395-0035L003/P220395-
0048L
EU2065896/E220395-0004L
PA2070104/P220395-0008L
PA2071394/P220395-0029L
PA2072393/P220395-0019L
PA2071395/P220395-0016L
PA2072396/P220395-0016L
PA2071396/P220395-0047L
PA2072439/P220395-0047L
PA2072442/P220395-0042L
PA2072765/P220395-0042L
PA2074172/P220395-0053L
PA2074998/P220395-0060L
PA2074173/P220395-0051L
PA2074071/P220395-0052L
PA2074300/P220395-0021L

EU2074330/E220395-0036L
PA2074300/P220395-0022L
PA2074300/P220395-0023L
PA2074838/P220395-0024L
PA2074838/P220395-0020L
PA2077905/P220395-0026L

PA2064251/P220395-0005L
PA2065311/P220395-0007L
PA2067775/P220395-0030L
PA2067774/P220395-0013L
PA2069407/P220395-0031L
PA2069407/P220395-0032L
PA2069407/P220395-0033L
PA2069407/P220395-0034L
PA2069407/P220395-0044L
PA2069407/P220395-0045L
PA2069407/P220395-0046L
PA2069407/P220395-0054L
PA2069407/P220395-0055L
PA2069407/P220395-0056L
PA2069407/P220395-0062L
PA2069407/P220395-0065L
PA20694070TH/E220395-
0049L
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Table 3-3. Investigational Product Lot Numbers — Final Analysis Interim

Investigational Product Phase Manufacturer Vendor Lot Number Lot Number? (Pfizer)
(Manufacturer)

Note: C4591001 End of Study Information and Quality Control (QC) Record for Study Drug Appendix (Section D) dated
19Nov2020 was used to create this table.

a. Lot number assigned to the investigational product by Pfizer Global Clinical Supply.

Protocol C4591001 Investigational Product Lot Numbers Table — Final Analysis Interim, Final, Version 1.0, 19Nov2020.

3.14.2. HERB L UHE

Pefd

e BNTI62b1 : 10 ug, 20 pg, 30 pg 35 L T8 100 pg
e BNTI62b2 : 10 pg, 20 pg LT 30 pg

%5 2/3 FHERSY TUL BNT162b2 30 pg 455 L7-,

3.1.4.3. BHERIRR L ORI
21 HiMRC2 T 52 L & LT,

3.1.5. FHBEEB
3.1.5.1. Btk FALE E
COVID-19 OFEIEDEE DI D IEFNZ DUV THZIMEZ 7 L 7=,

e HJE COVID-19 W] : COVID-19 HEEBI TH D Z &, MOLLTFD ) bl &b 1 DR
HHEILDH T &,

HE MR BR A RIE T 5 LR ORERASE [N 30 [B1/43 L0 E, OFaEk 125 [a)/
UL E, KRR TOMBESME OV AFTHRT A—ZAE) 93%LLT, BjILEESES T
(Pa0,) /M AKIRFIRE (FiO2) 300 mmHg i |

MR AR A (St mlA R, JHMRBEMEHS, AR & 7o AR A N T A
(ECMO) 12X D pEELE LT 5]

gy 7 (HEHINE 90 mmHg A, $LaRHIME 60 mmHg A, £ 723 FEH O
HGZ2VE L+ %)

SVERB RS REREE, FTHREEREE, F IR R E
HErhigEE (ICU) ~D ABE
A
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3.1.5.2. Z2MEOFHMEEE
A GE LA DH)

IRBRFEHEFHEE CTHE L TV AT X TOMKREZ, BRMREFIEELLVRATr Y a2 —/1iZ
o Tl LT, et EORENE UEAE, BRI OO THERICERRE 2 5
L7,

TRBRHE Y AN TR AR R A R F 2570 U CSCE b L, BRIP4 CEBRICER O H 5
AL ZJEFIHEE (CRF) OFEFERHSMICGLeR Lz, RSN F 72 13K 8Emi% 28 H LN

2, EERRAEMSERARICERO D D B Sl SIS AL, EREEES LIN—X 7
A NMEIIETHET, ERITERIELEMS L IXAT 4 BE=Z —DERICEZREN 2
BT S FE T, M0 IR UMRAE A EE U7c, TRBRI:Y EA2Y &l U7 MR NI S HEfE
TER—RA T A AMEIE S Do T2 50E, WRZREL, 77 A P —1hd LU BioNTeck #1112
wiE L,

BTG KOV UG

B FERIC SN Lo T OMERE I L OV 2/3 MBI SN LA L STl D D 72 <
& 6000 iliX, 1RERD 7 F UM% 7 BHREIORFTRES, 28 K8 L UMEEASERE A O Hizo
WCHE T HiE (e-diary) (ZREERT D Z EMRRD LN, & 3HEHAZITSI LT HIV GRS
BLOR2~15EOHERE © Z O ERICE END FREMERH 53, b OERIZ OV T
BHMET D, £, BRI EESET 9 (2020 4210 A 29 H) FE2LIEICHA AN G
72 16~17 ik OHEERE % FOSRMHEO TN G4ERICEZ D 5 TETH D, ISR DR xR 4E
28 ENRWEEBRF ISR SN RSB L O ST aERFRE LTRSS,

JRETEOG + BOSIEME % e-diary (2R8I T, SUERE RSB ORR, MEIRS & U9 &
At L, BUSHEPEDRER ZFLET 5 Z LR b, 1BRY 7 F MR ThROGEE &
e-diary (ZFCET D BIMDHE T L7t © RATRUS A Riee L7258, HRE T OBFRERET S
ZEnRO LN, FERE L OWERIE, RESEORN (EAOFH : 1~21) AW THRIER
FOGLER L, MRMTRRICEHMERE IS, AL, BE, PHEEEITEEICOE L, T
(CIRIE, HRE B DRI RIS E, 2L, BE, PEEEZIEECHELL,

BHRIE © FOSEM % e-diary IZFRdd 2 WM, PBRE SR, TN, S, 07, HOE, B
FUE T U725 A, BB & 7o 130 E U 72 BAETR IDV CRlMil L sk U 7, SESR IR
HENFHEREICESE, 2L, BE, PEHEE, FoEdmEcoELL,

FOGEME: % e-diary (ZF0dkd 2 BRI T, WiBRE 13m0 4 FICRIBEEZRIE L, BEWEEDN-HE
13 ORI CRIEZHIE L=, 3BT, DA 38.0°C (100.4°F) VA EELEFRL-, FHDIK
RO EE% e-diary [ZF08k L7,

TRBREALER £ 72 I TIRBREAEE M 2N EA LT2B 1L, e-diary DA T BIZHEE O JRETRUS,
BH PR E T IR - BFURAIOERICEL T, BT HEEBRENOATF LI,
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AEFZBIOEERAEFRR

HEHEGT, WEE (HHVITEY RO LNIEAIL, s, REAFZIINGEE) B
ibtoﬁ$$%%;oiakﬁi$%%W%¢é%ﬁiﬂiﬁﬁﬁ[H IXHEERE DN IRER IS
8%?6%(?&@% TBRERICEIE T DALERS L ONRBR Y 7 F o O A2 1T 9 Bl ICHUS L
721 G, LA Visit 7 (2 Bl HEERERR 1 oy HIRE) £ C, 5 2/3 M0 Visit 3 (2 [\l H
Bfit 1 p ARE) E£TE Lz, 72, SHM 5 48 FEILINI %‘éfﬁbtﬁi$%€f CRF (272
FkL7-, EERAEFRGL, REBUSRD DR (55 1 AE01E Visit 8, 55 2/3 FH /3 1%
Visitd) %6 » ARFETINET L2 L L LT,

SRS (BRI E RS OWEBIRIL, 168D 7 F o Hltk 4 RS (G 1ARE Sy O 4%
Eﬁi%ﬂ@ 5B ax5) IR 30 0PI (R OPRE 2 6R) L LT,

3.1.5.3. % R O FEAMIE B
W1 FREN Y OV 2 KB TIRBA R 23l L 7=, 5 2/3 FHEB4Y T RBD f 4 IgG Hikje s 4
bR, T2 TFETH D,
e SARS-CoV-2 IfiLjE -h i
e SARS-CoV-2 [ZRF BRI I PLRE A BUAR B
e RBD A IgG HiikiEE (RBD % =— K32 BNT162b1 & i)
o SIAEG 1gG HLAMEE (P2S 22— K425 BNT162b2 & BHE)
o NFEEPUREE (G5 2/3 M D)

3.1.6. SEEHARMT Ik
3.1.6.1. BREH BT
3.1.6.1.1. HRIMEDIELT

% 2/3 MRy O AF IMERFA I IE G EERDRDUCIS U T Lc, SPOFETIX, IEE BN
F—2WHIIOTFTTT—2F=4 ) I RES (DMC) IZX 2 FRfiENT% 4 [8] (COVID-19 fEE
Bz &b 3241, 6241, 92 flF KON 120 BIEERETR) FhE L, RAEMENTIX COVID-19 fEE
BlaDip &b 164 BIERE LIZRICET D TETH-o72, LL, EHEOEHBSRERYIC
TE LR RIfEYT (32 BISERER) 13T, IRBRIEMRT M ELGT 9 KT, & DT TiE
ZHIBRL, D7 &b 6261, 92 FilF KON 120 BlOERBICH RN (423 R) 2%+ sZ L
WZEE LTz, AT IO 1 DB O FEMIER OL L2 MT 5 2 L & L, KKE
Br (164 BIEERER) THMED T X TOFMIEE 23+ 25 2 & & L7,

BNT162b2 OHZWMEDOFHN (1 OO FERHMIEE) X, 1B8RY 7 F o8RRI DIRRY 7 F
2 Bl BEERET 7 HEFE Claimig#m £z :i'imvx FHIIZ SARS-CoV-2 JEYL N FE8 H TR
BERF I T 5, 2 [ HEERE% 7 ARLARICFE O H A7z COVID-19 fEEBNZ DWW THER L L
7o U7 F UM (VE) 1% 100x (1—IRR) OFHAIC L W HEE L7z, IRR I BNT162b2 #D
COVID-19 BIER L ZNITHInT DT T B REEORIERDEL TH D, A X 95%E HXEL LW
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FHER (EOU I FUAMEN 0% ERIS, T70b5, P [VE>30%7T —%] ) Z~—%
AT T V&R, FRNCBUE LR/ MERBEO R — X pfi 2 FRinam e L TR L7z, 95%
15 X3 KL O F L MR BRI CAlsE L7z, RRICRLEA W R Y, AR EOFHGE B 13
RCECARA AT S a—F Tiffr+56 2 L & LT,

WO R ENTIRE D 4R P [VE>30%|7 — % 1 2 99.5%% 8 2 7= 35 & T 1 e (&M g
DFEZIEF P [VE>30%|7 — 4 1 73 98.6% 4% M 2 72355512 BNT162b2 UV 7 F o OAFNMENGRD H
nszeelim,

BAND 2 BOFREHT OWFTINIT, BAEEITTY 7 F o AED R S5 FRIERD 5.0%AK
WOHE, ~K27 4 v bpRShanicy (BN , IBRTPIEOHMZ 52 L& LT,

F 7z, BRMERHMELE E BT 25 £ HIENT 3 X OV COVID-19 fER] CKIE CDC E&RIER) 12
B9 2 A MHEFRENT ClX, VE 3 X O Ol 95%(5 8 X i 2 1B BRI CTH%E L 7= Clopper-Pearson
EICL RO,

3.1.6.1.2. SR DFRYT

SARS-CoV-2 MiiyFHFnFuffli, S1fEA 1gG PrifiRE R LUV RBD 54 1gG FLAREIZ OV T,
GMT F 721X GMC & Z D 95%EEX M A HH L7z, GMT B ONGMC 1%, R U 7= E
DI % R FE I W B s 2 = & TR U7z, Wil 95% (S HEX I, R #a L7-lE
EDONEIMEIZ 3T D (EHE X % Student D t SARIZIEESZ R L, Z ORGSR % UL |ZH kL
il CHRMH LT,

GMFR [3RIEA R LT IE M 078 (BEflite —HERERT) OO P E &2 RO BE IS W B 45 Z &
THM Uiz, MAEEKEIE, A L7 lIEM O 2O FIIMEIC 3 2 E X R % Student
tOMICESEHH L, ZOMRZFREICTBERS 2 2 & TR LK,

GMR [T EZEH U2 IEE D2 (B« A5 O SARS-CoV-2 HLIE T FIHTAAN —S1 K54 1gG
PUARRREE) DM 2 RS B9 2 2 & TR Uiz, miRIEHEK T, cHEZssi L
T HIEME DO FZEOFEMEI R T HEMHEX M % Student D t SAFICHKSETFH L, ZORE R Z FRE
(SRS 5 2 & TR L7z,

2 TR S 2 A EE B 0 IERE 72 WifH] 95% S/ IX 1T F 2340 & VTR L72  (Clopper-Pearson
:‘/£) o

Pl X OVEE O EE TR (BLQ) 1%, 05X [E&E TR (LLOQ) 1 &% E L7,

2 [B] A #fli% 1 o ARFE TICE PR E 72137 A L 27T SARS-CoV-2 Y AVTR S H AL TR
WHBRE SR A 65 & LC, 2 [BIE#EE% 1 AREIZE 1T D SARS-CoV-2 IfiE F IR D GMR
(16~25 IR DOPERE T3S 5 12~15 IROWRE) B LT Om 5%EHXMEHHL, S
PEZ TS 2, GMR 3 KOV DM 95%(E K, AR U 7= M E M O SEIE D 2256
EHEX % Student D t /3 FICIESE M L, ZOREE R BEICSHA#RT 5 2 & TR
T %, FEMEDEIT T (12~25 mOF#E TORK) — (16~25 OFHEE TORR) | &
%, GMR DOl 95%(FHEIX MO FERA 0.67 % EEIVUZIELERBRIES N2 & LT 5,
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3.1.6.1.3. ZEMEDIFHT

MO EEFMIEE Th 2 /TG, 2F G, AEFLB I OEERAGFERFLRZ L NTIMm
PR AR R B O A LA E R T GB1HEESOR) 1%, BED & IZERFGEET
R UT. 2B FRES DA EFERIL 3-tler 7 70 —F A HNTEN LTZ, 207 7Fu—F TIdh
EEELZ LT O Tier-1, Tier-2, Tier-3 DWW I HFE LT,

o Tier-1 [IFERMICEE L2/ EEFLTHY, oML o —ftl CTHINIHTE LI-F4,
BNT162b2 712 = 7 kTl Tier-1 IZHE LI AEEL T 00,

o Tier-2 /X Tier-1 UANDHEFL T, WIS AN FLRLETH, Dt 1 HODIA
BRD 7 F URECRBUMEE 1%L EOAEFS (MedDRA FEAGE) % Tier-2 DFSR L EHR
ZDO

e Tier-3 1%, Tier-1 £7-1% Tier-2 DWW THIUTHEY L2 WELH LT 5,

3.1.6.1.4. = DM DR

220E Uiz HIV KRB AT A8 E DM L OISR 2 0 RmIcE T2 P ETH H,
7=, T OWERE LM+ 725D COVID-19 HEEBI 35RO L= Ha12iE, ZoEHICBIT
VE #3325 TETH 5,

THE1 FIT LR 2 TEEISNTIRRY 7 F o OB Z 21T 72 16~55 i OflEl # ORERF 21T
DM X O 5 2 stk I R 5 Y ETH D,

1 B H SRR bz, X COEGE COVID-19 MEERNT DWW TEREIRANIZER LT,

3.2. RBARE R

3.2.1. % 1 fB¥ Y

3.2.1.1. #EBRFE OWNERE K Ot
BNT162bl :

#iknkE (18~5575k) Tik, 10 ng #, 20 pg HEFR L OV 30 pg BEICHEME R L SN To TR TOERE
73 BNT162bl 721377 B4R 2 Bl LT 72, £72, 100 pg FEICEEERA{L S 72X TD
BERFE 1L, BNTI62b1 72137 72RO 1 [BIEEFEZ %1 7=, 100 ug O 2 [0 B EERL, OSFEMED
728, IRCHAHIEERE LIz, T—F Ay h47H (202048 A 24 B) BT, HilpEo

10 pg # 12 B9 11 51175 BNT162b1 10 pg O 2 FIB #2521 720y, AR EERRE A ClE 2 [|]
HEMZOMEIIEON TR, D 1T —% 0y M7 HZIZ, 2BHEEFEE LT
BNT162b1 10 pg OBFEAZ 1T 7=, ElbE (65~85 %) TlE, & MHEREICEIEL(LSNI-T T
OWERE N, BNTI62b1 72137 72RO 2 [ 2521 7=,

R LT, REMEMITHRER (BEAEI T INTHERED S S, 1BBRY 7 F % 1 [H
VBB SN T X COWBRE) T, HinELEmmEOWTRTYH, REDOKZENEA
Tholz [FkED 10~30 pg & : 3761 (82.2%) , HlinfEd 100 pg & : 14 61 (93.3%) , mHiin
JED 10~30 pg B - 42 B (93.3%) 1 . 4o HREIZFEWE T 35.0 7% (100 pg HTH 35.0
%) , EEE T 69.0 M CThoTm, HnED 10 ug B, 20 ug BEFR L0V 30 pg BETIEBIEOEIE A
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mnoTe 162.2% (28 41) 1 . HiwlEd 100 pg #Ed6 L OVE i ClELEORIE R mnoTe E
g D 100 pg B : 60.0% (961 , mEilslE - 71.1% G2 41) ] .

BNT162b2 :

FnE B L OEERE O HERICEEAL SN T X TOWERE ) BNT162b2 £72137° 7 R
@ 2 E@%ﬁ%X j—fx_o

IRE LT, HipEOKREEOWHREITIANTHY [39 6] (86.7%) 1, milnE DT X TOHER
FNRBEANTHoT [456] (100%) ] . FlnoH R8I, kg Tl 37.0 5%, milnfE Tl 68.0
WChoTo, HEBE I OEmEOWITNTHL REOEIGREN-T- [FE : 57.8% (26

B) , EniE  62.2% (8 41) 1 .

3.2.1.2. ZEMORER

eRe LT, ROSFEMFRITHT 2 BARETHFAETH Y, BAMREYRTH -7 (h
RAE 2 1.0~4.0 H) o T XTOERE D 2 BIH OB EZ 1T 72, FOSEMEDSRE & oA EHF
RI%, TANTHRBIESL 2 <EIE LT,

o [WAEENE TR b RFTRIGIE, BNT162b1 B CTUHEREAIENR (58.3%~100.0%) , F&iR
(0%~16.7%) B IOWEIE (0%~25.0%) TH Y, BNT162b2 &t GEFBALEN : 33.3%~
91.7%, FEIR : 0%~8.3%, MER : 0%~16.7%) & i L CREBEENEN-T-, BIKE L
T, HEHINCLE S BTG OFBBEE O FHNHED ST,

o JRPTRISORBUBHER, HhnE & g U CRilniE TR o 7o, b <R b RS
T DG OR B X, FnfE [BNT162b1 30 pg # (1 [F1H B 100.0%, 2
[a] H B2FEF4 100.0%, LLATFIEE) , BNT162b2 30 pg &t (91.7%, 83.3%) 1 ELLIbELC, @il
J& [BNT162b1 30 pg # (91.7%, 75.0%) , BNT162b2 30 pg # (75.0%, 66.7%) 1 Ti&i»
776

o RFTRUSOFEBUREY, miliiE O BNT162b1 #f & Hhli LT, millnfE o BNT162b2 £ T
Do Tz, VERFACAERE OR B IL, S8 D BNT162b1 30 pg # & Il LT, HifinkE o
BNT162b2 30 pg #ETIEA > 7= (BNT162b2 30 pg £f : 1 [0 H R4 75.0%, 2 0] H #2fE%
66.7%, BNT162b1 30 pg #¥ : 1[5 H Efi% 91.7%, 2 [0 H#FE % 75.0%)

o WAFNE T [RIE B 7203 2 BIHERRZICZ B DA KIS, BNT162b1 @
30 ug FTOHERETIE, KF (16.7%~83.3%) , §HJ (25.0%~100%) , HHEFE (8.3%~
66.7%) , FE (0%~75.0%) B LOMRE (83%~75.0%) T& Y, BNTI162b2 D 30 pg £
TOHER D5 (8.3%~75.0%) , FFE (0%~66.7%) , HEH* (0%~583%) , FEE

(0%~16.7%) FB LA (0%~583%) ] LIt U CRIBEEN@mN-To, BIKE L
T, FAEBINCHE S 2FRISORBBEE O ERPED bz,

o AHRISOFBUHEIL, g & i U CHElinfg TR o 7o, 9T OB, ik o
BNT162b1 30 pg # (1 [8] H #5E1% 50.0%, 2 [0l H#/% 83.3%, LA FREIE) F X
BNT162b2 30 pg & (41.7%, 75.0%) & #z L C, EiinfE O BNT162b1 30 ug #% (50.0%,
66.7%) ¥ KX TOVBNT162b2 30 pg B (25.0%, 41.7%) TIlE)-72,
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o BHIISORBBEEX, milnfEO BNT162bl BE L [l LC, & ilnfEo BNT162b2 B TR -
Too WS OFEBIBEE L, BNT162b1 30 ug #F (1 [0 H #25E4 50.0%, 2 [0 HBEfE% 66.7%) &
b LC BNT162b2 30 pg BE (1 [8] B #2f8 % 25.0%, 2 [6] B #2fE% 41.7%) TEM -7z,

W OHREFRGE, BEELIIHEEChHoT, IRV 7T EBEEDH DA EFFLORE
57\6;’(, e-diary CHE SNTROGFEMEEFHEIL T\ e, BEOHEEFRZITII LA LR DO LNT,
BOLNTFROLIBRT 7 F 2 L ORFERIT WV & ST,

BNT162bl Bt CldeHENZB U T, EERAEFRITRD LN -T2, BNT162b2 BETILHE
g o 30 ug BECEERAERSG (MRE, IBBU 7 T EOREBRZ L) 21 HICHRE S
7=,

U U RERDO R 72080 3, WiEREB L OEHAER TR BEMEO 1~3 HRIZROD bz
2, 1 [EHSEMED 6~8 At £ TlCEE Lz,

IR T, BRRAICEZE R RITRRD bhRinoT,

BNT162b2 i%, BNTI162bl & bl U CRFRAIREZR UL EMERS L Ot n 7 v A Vv ERL, &
2/3 FHERSY T BNT162b2 Zi8IR4 25 —[K & 7o 7=,

RRMORERR

o BUSHEMET BT 7 A NOTHIT 1 A H R I IR S 772 BNT162b1 100 pg R &,
BNT162b1 3 L OVBNT162b2 DT XTOHE (10 ug, 20 ug 3B L N30 ug) TEEDOHFR
ARER AN TH -T2,

o AL LT, ROSEMET L A EEREE LV b 2 BB SRR ICm o T,

o JRATEIGE L OB RISORBBEE L, 2K E LT (R 2 B BEFE%) , BNT162b1 LV
% BNT162b2 TlE2 o 7=,

o EfE T BNT162bl 1 X UVBNT162b2 #ffite OO EENL, #lnE CRO b= FHR LY
R CHRBUBEIE B AKX o T2 ROSFEMEDKRIEANE, BEE-IZFEETH-T-,

o RE/HDHEEHFERIL, BEFFIITEETH-T-, IBRY 7 F L 0P IICE - T-HEE
RITRO BN > 72, BNTI62b2 FECTIXERE D 30 ng HECEHEELRAFFS (iR, b
BRvU o F o LOREREFRZ L) N1 HICHE Sz,

o BIKL LT, HEELORBEMAEIL, BNT162b1 £ L il LT BNT162b2 # T <,
BNTI162b2 Bt D E B, A EFRZ R L WBRE Bk b 720 - 72, BNT162b2 BED
FE T, BEOHEFRITILEAERDLNT, T XTRBRY 7 F o & OREERIZR
U &R S AT,

o RIRMAICLY, 1[0lHERZICHFRES X OEHERETY RO —REfy 72 b 7R
=23, BELNIZEIE L, R ZRIEEIL /2 <, WARMICERE P A & IR S /e
noilz,
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e BNTI162b2 30 ug IZRW\T, FFAATRERBUSITNE T v 7 7 A /L ds L USRI FHLIRSUS D Ff
WMONRT UANRKE CTH-T2Z XY, ZOBRBRY 7 F U BIOHEDOHMAG HEEE 2/3
FRERAT IR L 7=,

3.2.1.3. SR ORE R
KL LT, BHipEl X OERET, | B BEE%IC, ST & TR TV RnH AR UG
MWD BT,

EEER I OEEHBOT XTORER T, BNTI62bl 721X BNT162b2 @ 2 [0 B #fff% 7 0 R
2, FEFIZHRONFFIHUASIGS D b2, BREHERFOFURMIZN—R Z 1  OHRM L v
Z L EUWVEPHERF STV,

g (18~555%)

o 2 [EIHEEFER 7 AKFD SARS-CoV-2 50%IM{E T FAIHUA GMT 1%, 20 pg #36 L O30 pg BEOW
ATV TE, BNTI62b1 B X 0 & BNT162b2 B Crahr o 7=, LGP FIHiA GMT 14,
BNT162b1 10 pg #£35 L OV BNT162b2 10 pg # CHRFEE T -7, Day 52 (2 [FIHEEFEEZ 1
AWE) OMmiEFFIHUAR GMT 1%, BNTI162bl #£35 L OVBNT162b2 BEOWT 4L, 18] HHEFE
BORMOREE LD HFE L < EVENHERF ST,

o HEFERIND 2 B HEEFE% 7 HEEE TO SARS-CoV-2 50%IM & HFnHifA(f > GMFR 1%,
BNT162b1 30 pg A3 L TOVBNT162b2 30 ug #ECTHE L @ho 7o,

* BNTI162b1 30 pg #£35 LU BNT162b2 30 pg #EO T X CTOHERE T, 2 A HEEM% 7 ARFE T
|2 SARS-CoV-2 50%IfLiE F R N—R T A b 452 B EF LT,

ElEE (65~85 %)

o 2 [BIHEERE 7 HIRFD SARS-CoV-2 50%IfLiE FAIHLA GMT X, BNT162b1 30 pg FEL D %
BNT162b2 30 ug #ECTminro7-, Day52 (2 [EIHEME 1 » AR @ SARS-CoV-2 50%lfi.{FE
FOPUIR GMT 1%, BNT162b1 30 pg AE3S 1L OV BNT162b2 30 ug BECRIEE TH - 72,

o HEFERIND 2 B HEEFE% 7 HEEE TO SARS-CoV-2 50% I iE HFnHifA(f > GMFR 1%,
BNT162b1 30 pg #E3 L TOVBNT162b2 30 ug #ECTHE L @ho 7o,

* BNTI162bl 30 pg #£F5 L O BNT162b2 30 pg #EO K O#ERE T, 2 [AIHEEME% 7 ARFE T
IZ SARS-CoV-2 50%IfLiE FFFLIRMIN—R T A b 452 B EF LT,

S pE P Dt -

e  GMT, GMEFR, IMiEFFHUAEMA 4 (500 E E5F U= oFIE B KO0 RS i
(RCDC) MB35 &, BNT162bl 35 KON BNT162b2 (37 TiE 35 L ONE g O W3 s
BWTH 2 [B HEEFERS 7 BRFICIEERV SARS-CoV-2 MLy P AIHUAS G Z25FE LT, TFus
FOtnE Day 52 % THEFF S 4L, RIS T 28 S XK OVHERECTHEELL T,
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 % OFERDOE L D

* GMC, GMFR 3 X OWBURFFRAJFE S [gG FURIREEDS 4 {500 B B L7245 E OFIG 2> 54
Wr9 2% &, BNT162bl 3 L TUVBNT162b2 (X 4vh 2 [B B EEfE% 7 0 RFCHURR & 1gG Bk
OEAER ERAZFHE L., 0 EFIT Day 52 £ THEFF ST,

e SARS-CoV-2 i+ FnHtiRiL, BNT162b1-100 ug Tix, 1 [B1H B 3 HIFE TlZhHT I
R U223, 1 B H R 7l E TIER—R2 T A ME L FRREIZR - 72,

. bROF—HE, 2EEEALETHS L ETR LTS,

3.2.2. 55 2 FHE Ay
3.2.2.1. BEBRE DNERE X OV

552 FBEL AT ISR AR AL BT ) D 360 Bl &2 EIfTEE 1:1 T BNT162b2 BEE£ 72137 T & R EEIC MR
b Uz (58 180 f51]) , BNT162b2 REDOHERE D 5 b, 88 Bl EwnE (18~55 %) , 92 B
EE (56~85 %) TH o7z,

2 31 [BNT162b2 BE# kg 1 431 : 1 [ B #:51% 2 Bl B BEfERNiRiRa ik, 77 2RO 1
Bl . T—2Hv vA7 (202049 A 2 B) FEACHE 2 BIEHEMITSZ T T ] 2R 72228
BREDNRER D 7 F 7 2 [AI4ERE L7z, BNTI162b2 BEE MRS O 1 Fl1%, 1 A B EEfifk 23 HIRICH
WLU-EELAEERES (BE) oD 1 [BIEEREOR%, 2 B HBERENCEBRZ IR L,

2 EEAER T BT —Z By A7 (20204511 A 14 H) F T2, BNTI162b2 BEE g o
1 B3, 28l HEEFER 60 ARFICRIBL L EERAERS (MEIL) ODiEREPIEL-, 2
DOWEREIIFE LTz, 1B E(TEMIIEERE DI LB T 7 F o & DR EEMRIT 72\ & H kT
L7

B2 A0 O N AR R AR L BNTIO22 BE & 77 B AREECRIBE CTH » 72, ZRVEMMT RIS
LB W ClEERERE R L OVBNT162b2 #EO i E CH LIFF T >Th o 7=,

BIRELT, $REOIZEAEITAAN 858%) , WWTERANFIEIT 7Y HRT AV I A
(9.2%) Thole, B ANR=w VT T U RHEREDOEEIX, BNT162b2 B L 77 EREE TR
EThHolz (ENTH8I%BLN11.1%) ., BNTIE2b2 BEDOFEMERI D& A= 7 /T T K
WA DOEIEIT, F5E T 14.8%, EififE T33% Th o7,

RO IEIT 2R T 56.0 1% Td o 7=, BNTI162b2 EEDAE D J1 Sl | T8 K8 T 44.0 %38 L O
HiEE T 65.0 % CTh o7,

2 [a] F BT A AT RE SR IR R 336 B0 N MRERFERVRFEIS, 5 2 ARER Sy D2 e X 52
H oo N BHEEHFRReE S BEEI L T, £ 7z, 2 (81 A ) ) rl e fe e IR AR oo N DT
FOREPEIE, 2 18] B R rTRE o ISR M O N QR ERORE S L L T,

3.222. ZEMORER

o WFEE A U T, SEMRICAHADNIRFTROSOFEIBE I L TRKTH Y, 2HFHE
%@%ﬁfiﬁi(ﬁifﬁ IWEL T2 A A AR T 1 [ AR & e L CRido 7o, Rtk
B OFOSTPEFRIT T 2 AAEMEITFFA ATRE T, FrdiflITE > 7o,
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o BNTI162b2 FE D mfiinfg THHEMRICH DV ROSIEMEE, L TR T, HnEIZRO 60
Zb DX bRIBALENME > To, KRES OOSEMITEE L 723 HEETHY, F1L—F
4 DFZITHRE SN oT,

o HEFGORBIBEIIKLS, FLALOFEFRLOEELITREFITPEETH-oT, 1A
BRE(TLEAIIC L VIEBRY 7 T LD O LW SN HERAEFRBLOFILICE ST
HERRIIRD 5N o72, BNTIE202 FETHET N 1 (DM 1E) MG SN0, 1BBRY
7 F oL ORERBERIIEE Sz,

o 360 B TR L 72 BNT162b2 (30 pg) #f##% OISR LR EFERO T v 7 7 1 VI,
55 1 A5 D BNT162b2 (30 pg) BEERICHBIRE I NTZLERMET v 7 7 A L& —F L Tz,

o 2MHEEFEE 7 HIFE T, BLU2 » HOIBEHNHAEIZIB VT, BNT162b2 (30 pg) 1XZ&240>
DR FTRE R AR R LT,

3.2.2.3. RO R

o 52 ABIERSY D 360 B DS FIEAE RS, BNT162b2 (30 pg) o 2 [l H#fE% 1 4 H R,
72 SARS-CoV-2 FRIFUALLE LN ST A 1gG FUAS D FHE SN2 Z LD 5
U, ZOREFRILE 1 FEH D TRO DN REFKR ThH o7, FICHEETREAELT,
SARS-CoV-2 HFnfLiffli L mn/E & bl U infE Crnro 7o,

o SI#5A IgG PLik GMC 1%, BEL CTElinfg & thf LR Ca<, B 1A ORRE—H L
T,

3.2.3. 55 2/3 FBE Sy
3.2.3.1. $EBRE DINERE X O

AN IEAEZ b U7z 37,796 Bl (55 2 FHO#ERT 360 Bl A2 de) DOWERIEL, BNTI62b2 #E & 77
BEARBETHE L W e, BEIERL LK OfiRE (98.1%LL 1) 2 1EIRB X2 [BIH O#
i T T=, 1RBRY 7 F MM H I BNT162b2 £ 121 i (0.6%) B LT T 2AREED 111
B (0.6%) 231 U722y, ZetEoBHREE ISk T T D, 1BBRY 7 F BRI o ek
IEFREE, MAAANIEKEIZHSAL, BT OBREBIUEESES ThoT-, 1BAE T 1L LBk
Fix 7 <, BNTIR22 BHEB L OV 7B REETENZEN 1.0%EB LN 14%THY, TDIFEALE
DR OBERICLAHIED L ITBHIARE TH o7, BNT162b2 #ED 8 HlB L O T B REED
SHNIAEFLEZHEBITERE P IE LT,

AEAL SN NRIEEICES Lo 72 1O, T X COMITRGERICE D2 -T2, HIV
BtEgERE (120 6) 1IARERNCE O3, 1RBRBIERD B O T2 DIENTIZITZ DR hr o T, B
FEFRIZ LD 241 (1[5 H O BNT162b2 30 pg #ffi#% I LN 1 M H O 7 7 B ANEEHE#%) 2 HES
DFKPE TP EIC/2 BNT162b2 (30 ng) #5FE 45217 7=,

BUEEATH OAIGRT — 2 (CBd LR (BIEXSH) & LT, EEIHEHRE ik Lz 2 4
25 DEBIMREEDOHELH TIRBRY 7 F M4 ik L7223, 1nBikki ) & dis ShTun,
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37,796 15100 4 51 (BB GBI i 5 ﬁﬁ) T — 2\ B L= BE TR L=, NERIZ 2 o
DOPWERETRINEREZB LW LB, T—2 v A 7IFICHBINE N (IRT) THEEEOBFE
TR TEXRDNST- 3 Th A,

BIEAAL LT-4 43,548 B (5 —H 1 v b A 7R CTEBOBFEN IRT THEGR T 720y 7= 3 4l
BLO2 >OWBREFHIIEREZHF LW LHNTEE R O 1 RIEBEEN ST —2 0y b4

Z7H (2020411 A 14 H) £ TOHBREONRIE, BNTI62b2 L 77 AR THEL THEIL

TV, EEALSHIWBREDIZTE ALY (99.8%) 231 B AEEREZ 2T, 94.2%DHHERE )8 2

W HEREEZ T2, T—% 0y FA T T, BNT162b2 ££D 137 il (0.6%) B LT T v REE
D 129 il (0.6%) PEFEZ I L7223, Mo BIRGHE 2k L T\ -, 1RBRY 7 F L BifE

RO F 72 B A, MHAANIEE KL, HBREO0BERBIOEEHEL TH- T,

BNT162b2 #35 KON T2 RBEOEZ4 181 il (0.8%) F L TR263 il (1.2%) A {RERZ H Ik
L, DI EALEN 1[I HEME D 2 [ HEMRNCHIE L2 [BNT162b2 #f 133 i (0.6%) 35
LT T BREE 168 41 (0.8%) 1 , T/ARhIbFRA 1IMEERE OB EIC X 5Pk £ 72 1B R RE
bote, AEFGEZHBITIERZ FIE L2 955 13X BNT162b2 £ 8 35 L OV 7 & AR 6 #il T
HoT-, HROT=D 9 HINEERE HIE L7z, ETIE 6 BlHE S, £ OWNERIE BNT162b2 A 2
FBLOTTBREEABI TH-oT-, FHLIFTRT, BRY 7 F 0 L ORBBBRNGE SN,

BB THOARIBERT — 2 \CBE LR (EERHLF) & LT, EBIXRBREZFIE L= 3 3
2y LBBREEOHH TIEER Y 7 F o #fi A il L7=728, BBk s sn Tz, 7
B, 3HIH 2 FIEH 38,000 BlOEMICEEN TV A

23 FHER Iy D42 43,548 5l 5 4 5] (WEBREFRAIE#IL 5 1) %27 — X (B9 L 7= fiE CRrA:
L7ze WIRIZ 2 SOWERETRDIERZA L T2 1B, T—F v b4 7T IRT TEEOHE
AR CTE o723 BITH D, 7k, 46 (BEREFRBIEHR 5 1) 1359 38,000 #il DERIC
GEN TS,

55 2/3 FRE 0> 37,706 5l [2 BIEHERE%Z 2 » A (FOfE) OBHMAMOEERE] O N DR
Bk (L2 EVEMNT S E ) 12 BNTI162b2 BEE 7T B AREECHEEL L T\ e, &KL LT, #RBr
FOIZEALEITAN (829%) T, WNTEAN 93%) , TVT A (43%) , EOfth 3%A
i) THolz, EANR=w I /TT UV ROENRIL28% TH -7, FElOFRAIL 52.0 5%, FEMN
50.6%, FEED 57.8%, MEBEDS 422% T o 71—, MM SGER D 35.1%25 B T -
7=

FAEWE O N DR RROEE DI & A STV T BNTI6202 BE L 7T B AREECTHEL L Tuv,
e ANR= Y 7 BET T URHEERE OEIGIL, &g (BNT162b2 Bl L OV 7 B R TENE
M 79.8%F L1V 79.4%) & LEEE (BNT162b2 BB L OV 7 B REETENZN 65.4%F &
W 65.6%) Tl -7,

55 2/3 FHER Gy D42 43,448 5] (ZAVEREANT R GAER) D N OREEHFRIRAEIL BNT162b2 BE & 75
TARBECTEHLE LT\, &KL LT, WBREDIZEALIZAAN 822%) BLOI L A =v 7
IFETT % (73.3%) THY, FElo P RAEIL 51.0 5%, LVED 49.1% T o7, ZEVERAT
GEEMICIE, BAERET 7V DRT AV DNIT%, TVT N43%, ZANFE24%, 7T AV D
AT 4T UERET T A RER0.7%, T A SERE MO KL S 0D OSINE
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0.2% b & Fiiz, HWERE O AL 0.5% THE SN2 o 70, BEOWERE 1L 58.9%Th -
T2o ZAEVERRMT /IR D 34.7%DE T - 72,

BAEWNE I BT, AN O PAEREIL BNTIO2D2 #E L 7T BARBECTHEIL TV -, FEe =8
= 7 13ET7 T UROEEITREREE (BNT1I62b2 FEB L O 7B REZNZ1 80.9%FB L O
80.6%) & it LA ENE (BNTI62b2 BERB LUV T B REEENFH 68.1%F L 1 68.3%) TIK
Mol

BT IZ W T, 2 [l BHEFES 7 HIFE TIZ SARS-CoV-2 YL 7ot BR g 25 M (G 20T
fATHELER]) TIZ BNTI162b2 BEE 7T B AREED N ORI EIIFRECH -T2, F7-, 2D
F RN FEA AT RELE R O N D HE R SRAO R 13 U C e MR R R EEH] & R CTH - 72,

BAESTRMTIRFIC N T, 2 Bl H R 2R T REA ZIMEER B L OV 2 [0 H B4 14 HIEFE T2

SARS-CoV-2 JEIYLE N 70\ W RER AR (20 MEREAN Al RESERT) D N DREEHERRRIEI, 2 BB #2

FEA IR TRELER (7 HIE) LEEECTH -7,

3.23.2. ARMEDORER

Fp R R AT A S

| oab@‘f%ﬁ?ﬁ PEE A DRI HE A7~ LT, 1BBR T 7 F L HERRRTE o OMSEAE 1 i L2 ek
PR SN2 0> TR E 1T\ T, BNTI162b2 DA RIERIL 95.5% (95%(E FH X

88.8%~98.4%) THhV, BHEFETELNTWATFT—ZIZBWTED Y 7 F o O
30%% B[R] 5 FE MR 99.99% B TH - 7=,

o HRENTO A v M AT BELE, & TOESE COVID-19 (1 [B|HBEfitR) 71X 7 v REET
WOLILTWA,

AR R
AN PERT Al AT BEEE [

1 > B OF N EEFANE H OR&KEATOREE, 16T 7 F o Bfas L ORI 42 SARS-
CoV-2 JEGLE N 72 BB 12 B\ T, 2 Rl H$ERETR 7 HIRELLRED COVID-19 #EER] (BNT162b2
BES M, 7T BARRE1624) 12HS< VEIX95.0% (95%(E X[ : 90.3%~97.6%) T -7,

2 > H OF R MEFEFHIE B O ST OFER, 1RERY 7 F U HEERT I L ORI F D SARS-
CoV-2 [RYLE DA HE A R 72 WBRE (2T, 2 [[I A BEfEf%: 7 A EELIED COVID-19 HeE

(BNT162b2 #£ 9 ], 77 & AREE 169 #]) (2H-5< VE 1% 94.6% (95%15 X : 89.9%~
97.3%) T -oTz, ED VE DS 30%% LA 5 FEMERIL 99.99%HE Th vV, FHANIHIE LIz
e (98.6%H) ZiT- L7,

1 > HOBZMEEEFANIE B2 UCHoEHNT (Gl R, AFER, R L OVRER
FEREERD) &5 LR, SO ERO VEIZE ThE L, Ao [Zoft]  (VEIX
89.3%) , ERID [7F2n) (VEIX87.7%) ZF< T _RTCOESEMT 93%% kEal -7,
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HIWED BRI H O Rt OFE R, 16BRY 7 F L BERERTR L ORI +12 SARS-CoV-2
JEYLFEN T2 WRBR A (2 BT, 2 (B B BT 14 H LI COVID-19 FEE B (BNT162b2 £ 8
B, 77 '/ARRE 139 6) (ZES< VE X 94.2% (95%15 HIXH : 88.7%~97.2%) Toh-ol=, HD
VE 73 30%% L[A] 2 S5 HESRIT 99.99% CTh V), FATICHE LI iR (98.6%48) iz L
7=

FIERIZ, 1RBRD 7 F MR L OSBRI+ 0> SARS-CoV-2 JEYLE DA M 4 (b 72 W iBRg
IZBWT, 2 [\l H % 14 BRRLLEO COVID-19 FEER] (BNT162b2 #E 8 45, 75 & AREE 144
B]) 12HS< VE 13 94.4% (95%(5 X[ : 89.1%~97.3%) Toh 7=, HD VE N 30%% L[5
FEMERIL99.99%EBTH Y, FANHIE L7k PhIEAE (98.6%H8) il L1z,

TREBR D 7 F L BERERTE L OMEFEHIR tF 12 SARS-CoV-2 JRYLAE A 72 W MRBR A I\ T, 2 (1] B H4FE
% 7 HRFLL D BEAE COVID-19 #eEH] (BNT162b2 #f 1 41, 7°§Jzn°‘ﬁ¥3 fiil) 12Ho5< VE I
66.3% Cd o 7o, FRNHIE LR (2 [ B E:E% 7 HRELARE) (258 b7 HJiE COVID-19
MBI DI o T2728, FEMERORNILNE (98.6%H) 2= SenoTz,

K[E CDC EFRIEIR % VT COVID-19 FIEWI 2 55 E L 72356 OB M O AT 51X, Ak
FHFHMIE H OfFMTHRE R L RIEETH - T2,

ZAI TR A A PEAE ]

BRERIEMA LY, BNT162b2 O EHH5 0 COVID-19 FIEFIHE DR Hi7-, COVID-19
OHEFIEFE, B2 1[0 HEMEK 14 HEFE TBNTI62b2 BE & 77 B AR TIZIZ BRI HE
B L=, FD%, BNTI2b2 #ELE 7T v AREEOTEEN A E W, BNT162b2 FHIXIZIERIEVTH
H—HTT 7 uRBECIIMRAERNER ST o T,

BB D 7 F BRI L OMEREIE H > SARS-CoV-2 [&YLE DA HEZ b3, T X TowmErE

IZBWT, 1 [E B ERE% O COVID-19 feEHIIT BNT162b2 £ 50 i, 75w AREE 275 Bl Th -

72, BNT162b2 @ VE (HEEfE) (%, 1 [ BH#fE% O COVID-19 fEERNZIESWTZHE 1T 82.0%
(1R 95%[ZHE X [H] : 75.6%~86.9%) TV, 1[5 M 2 [0 A BRERTD COVID-19 fife &1
(ZHEDW AL 52.4% (WA 95% (5 4E XM : 29.5%~68.4%) Th -7,

1 5] H BEfE 1% O EJE COVID-19 fEEFIE 10 T, BNTL62b2 B 1 Bilicxt L, 77 &AREE9 BT
Holz, ZOFER (1 FIHEMEE) BIOFOMIZIIER 4 /0E] (1 3] B % 2 [0 B $25E
B, 2 [EHEERER) L72fE 5% COVID-19 (x4 5 ki Aot & —8& L Tz,

fEam & LT, AOMEDBARMTHE R 25, BNT162b2 30 pg DHEFEIZ L W, SARS-CoV-2 Fx‘z“«fur
DIRNFERE 1T BN T, NOFEH RN 2 & ER S 56, COVID-19 OFAE TBAZh R 37
Niz, EIEFIOIG 3L 7 B AREIZRRD BT,

3.2.33. ZetkoER

BNT162b2 BEZDOWT, RFTAGDOFBRN, & IGORBURI, 188 7 F o & OREBHR
bR WEERESORBRNB L OVREBRY 7 F o L BEO B 56 EFELORBR M % 3.4 TH|Z
~LT,.
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3.3.

BHEFEZ N I DAV JRIFT SO OISR X HEE g 28 U T L Tl L, 28 KIS ORBIHE
BB XOEELIIM L C2 B BEFE% T 1 R BERE LR L TEh -T2, Rt ey
D SR MED BRMETFFAAIHE T, FefifixE»-7= (F9RfE 1.0~20H) ,

BNT162b2 #£ D &g CRBEFEZ IS A DAV OSRMENE, kg & bl U e B I3 L T
T, BBBEENME -T2, 1EEAEDORKISRMEOEEEIFRE L ZITTHEETH -7,

BNT162b2 #£D 2 5 Ty S 7o 788 Ciatinfg 1 4 - 2 [BI B #2861% 2 ARFICHBLL 1 H#f

e, i 1 1 Bl HEERETR 4 HRRIZREBLL 1 BRfk) Z2BRE, 7 L— K4 OFGTR

Y AWAIREY

8183 il & % G 7kl L 72 BNT162b2 (30 pg) #E% OSUSIFMET 1 7 7 A V1%, 5 1 HHEB
F O 2 #HT BNT162b2 (30 pg) #EMEZICBIE I NI RISEET 7 7 A v & —F L Tw
7=

2 BEEME% DR b 2 v A (F9efil) BBRFAA L7228 2/3 FHE6 0 0# 38,000 BliZd5 1\
T, AEFESITBNTIO22 BEOWERE D 27.0% IS S, 1FEAEOFEHRSOEEHR T
WEEIITEECThHoTz, By M4 7 BRET, BEFESEE LI-WEREERT
BNT162b2 BT 7 2 AREE (12.5%) (ZH#E L CTE <, ZIUIEEME 7 HUPNIZRB L-
FOGEMERFEES L L THRESNEZZ EICERTE2 L0 TH -T2,

T—H2Hy AT (20204811 H 14 H) WA T, £4EM REHE#EE%Z2 » A (PRfE) o
BEFFRA 50 38,000 451, 2 [BIHBEREZ /2K &b 2 » A OBHRGRAE - 919,000 1], B
O 2 7 - K 44,000 1] ORRMET — X 2T L-fER, EYBHEEE /-1
T A R—= R RE SN2 T R TCOEEFERORN CTHIZRLEENOBRE L D v 7 i
BEINRhoTz,

By NAT HOREET, BNTI62b2 BECTHRERY 7 F 2 LB & 5 EE e A7 EF R 4 (F#
HENT [V RGHE 1B LY 7 F oI BES 5 E OHE (SIRVA, @8- TR B
TNETTZ DM ATHAE) 118, DEMEARENR 1, BYFER X ORRAR OSERTE 2 1 5 M
TR:D¥EE (lower back pain and bilateral lower extremity pain with radicular paresthesia : ==— N
fLENTWRNES) 1F] . BNTI62b2 HETIFAERERICL 51T 2o 7z

(0.2%) . £72, FETIE BNTI62b2 fFT 2 ] (BIARBEALAE 1 61, Ok 161 , 77 B aAHE
TA4HRBD B, WTRBIRRY 7 F 0 &L ORRERERIT AW & ST,

AR 2 8] H BE R L ficR 14 R OBRRAIZIV T, BNT162b2 (30 pg) DO ARMELFT
HARETH 7z,

s i

%5 1 MBS Tlk, BNTI162b2 (30 ng) 1T mlE & miling O 7 TRV RIHUAR RS & 358
L, RISEMT 07 7 AL b 35HE Lm0 ) CHFRRETH 7=, AIGBROE 2/3 #
EROTICREAT T DIRBR T 7 F o & LT BNT162b2 (30 pg) %R L 7=,

55 2 FHERSY T, BNT162b2 (30 ng) #fE T /)72 SARS-CoV-2 HRIFUAS G FS KO ST b
A 1gG FURKIE OFENRD B, ZOFRERIEE | FES TR LR EFAETH -
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5523 FHER D TUX, TRBRD 7 F U BRI ORYE O F WA W7, E7o NAFGHFI Ry
£MNZHBVTH BNT162b2 (30 pg) FEREIZ L D COVID-19 OFRIEFBHI RN TR STz,
COVID-19 HIEHNITIZ 7 7 B AR TR O biL7c, BNT162b2 (30 ug) DOAFME L OL 4R
P7a 7 7 A VIFFRABETH VD, B F 7213 EE O KSR MER K OUREE s> Rl ED
U U ASHHEZBRE, ERMICEROH 2 LZEMEFT LIRS bk d o,

AT, BNT162b2 30ug) OV A7 « X374 v MIRHFTH T,

3.4. e
LU OB MR 2 8end 5,

Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Reactogenicity Subset for
Phase 2/3 Analysis — Safety Population

Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Reactogenicity Subset for
Phase 2/3 Analysis — Safety Population

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, by Age Group —~38000 Subjects for Phase 2/3 Analysis
— Safety Population Age Group: 16-55 Years

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, by Age Group —~38000 Subjects for Phase 2/3 Analysis
— Safety Population Age Group: >55 Years

Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years
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Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Reactogenicity Subset for

Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Dose Local Reaction N# n® (%) (95% CI°) N# n® (%) (95% CI°
1 Redness!
Any 4093 189 (4.6) (4.0,53) 4090 45 (L.1) (0.8, 1.5)
Mild 4093 125(3.1) (2.5,3.6) 4090 28 (0.7) (0.5, 1.0)
Moderate 4093 55(1.3) (1.0,1.7) 4090  11(0.3) (0.1,0.5)
Severe 4093 9(02) (0.1,04) 4090  6(0.1) (0.1,0.3)
Grade 4 4093 0 (0.0,0.1) 4090 0 (0.0,0.1)
Swelling?
Any 4093 250 (6.1) (54,69) 4090  32(0.8) (0.5, 1.1)
Mild 4093 159 (3.9) (3.3,45) 4090 13 (0.3) (0.2,0.5)
Moderate 4093 84 (2.1) (1.6,2.5) 4090 16 (0.4) (0.2, 0.6)
Severe 4093 7(02) (0.1,04) 4090  3(0.1) (0.0, 0.2)
Grade 4 4093 0 0.0,0.1) 4090 0 (0.0,0.1)
Pain at the injection site®
Any 4093 3186 (77.8)  (76.5,79.1) 4090 488(11.9)  (11.0,13.0)
Miid 4093 2178 (532)  (51.7,54.8) 4090 468(114)  (10.5,12.5)
Moderate 4093 980 (23.9) (22.6,253) 4090 18 (0.4) (0.3,0.7)
Severe 4093 28(0.7) (0.5,1.0) 4090  2(0.0) (0.0, 0.2)
Grade 4 4093 0 (0.0, 0.1) 4090 0 (0.0, 0.1)
Any local reaction® 4093 3216 (78.6) (77.3,79.8) 4090 525(12.8) (11.8,13.9)
2 Redness?
Any 3758 243 (6.5) (57,73) 3749 26(0.7) (0.5, 1.0)
Miid 3758 132(3.5) (2.9,42) 3749 16(0.4) (0.2,0.7)
Moderate 3758 93 (2.5) (2.0,3.0) 3749  9(0.2) (0.1,0.5)
Severe 3758 18(0.5) (0.3,0.8) 3749  1(0.0) (0.0, 0.1)
Grade 4 3758 0 (0.0, 0.1) 3749 0 (0.0, 0.1)
Swelling?
Any 3758 256 (6.8) (6.0,7.7) 3749 16 (0.4) (0.2,0.7)
Mild 3758 148 (3.9) (33,46) 3749  8(02) (0.1, 0.4)
Moderate 3758 98 (2.6) (2.1,32) 3749  7(02) (0.1,0.4)
Severe 3758 10(0.3) (0.1,0.5) 3749  1(0.0) (0.0,0.1)
Grade 4 3758 0 0.0,0.1) 3749 0 (0.0,0.1)
Pain at the injection site®
Any 3758 2730 (72.6)  (71.2,74.1) 3749  372(9.9) (9.0, 10.9)
Mild 3758 1831 (48.7)  (47.1,503) 3749 350 (9.3) (8.4,10.3)
Moderate 3758 866 (23.0) (21.7,24.4) 3749 22(0.6) (0.4, 0.9)
Severe 3758 33(0.9) (0.6, 1.2) 3749 0 (0.0, 0.1)
Grade 4 3758 0 0.0,0.1) 3749 0 (0.0,0.1)
Any local reaction® 3758 2748 (73.1)  (71.7,745) 3749 396 (10.6) (9.6, 11.6)
Any dose Redness?
Any 4108 389 (9.5) (8.6,104) 4106 64 (1.6) (1.2,2.0)
Mild 4108 233(5.7) (5.0,64) 4106  38(0.9) (0.7,1.3)
Moderate 4108 129 (3.1) (2.6,37) 4106 20 (0.5) (0.3, 0.8)
Severe 4108 27(0.7) (04,1.0) 4106  6(0.1) (0.1, 0.3)
Grade 4 4108 0 (0.0, 0.1) 4106 0 (0.0, 0.1)
Swelling?
Any 4108 430 (10.5) (9.5,11.4) 4106 42 (1.0) (0.7,1.4)
Miid 4108 257(6.3) (5.5,7.0) 4106 17 (0.4) (0.2,0.7)
Moderate 4108 156 (3.8) (3.2,44) 4106  21(0.5) (0.3,0.8)
Severe 4108 17(0.4) (02,0.7) 4106  4(0.1) (0.0, 0.2)
Grade 4 4108 0 (0.0, 0.1) 4106 0 (0.0, 0.1)
Pain at the injection site®
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Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Reactogenicity Subset for
Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo

Dose Local Reaction N2 n® (%) (95% CI° N2 n® (%) (95% CI°)
Any 4108 3455 (84.1)  (82.9,852) 4106 700(17.0)  (15.9,18.2)
Miid 4108 2041 (49.7)  (48.1,512) 4106 660(16.1)  (15.0,17.2)

Moderate 4108 1355(33.0)  (31.5,344) 4106  38(0.9) (0.7,1.3)

Severe 4108 59 (1.4) (1.1,1.8) 4106  2(0.0) (0.0, 0.2)

Grade 4 4108 0 (0.0, 0.1) 4106 0 (0.0, 0.1)
Any local reaction 4108 3481 (84.7)  (83.6,85.8) 4106 748 (18.2) (17.0,19.4)

Note: Reactions were collected in the electronic diary (e-diary) from Day 1 to Day 7 after each dose.

Note: Grade 4 reactions were classified by the investigator or medically qualified person.

a. N =number of subjects reporting at least 1 yes or no response for the specified reaction after the specified dose.

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

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

d. Mild: >2.0 to 5.0 cm; moderate: >5.0 to 10.0 cm; severe: >10.0 cm; Grade 4: necrosis (redness and swelling categories)
or exfoliative dermatitis (redness category only).

e. Mild: does not interfere with activity; moderate: interferes with activity; severe: prevents daily activity; Grade 4:
emergency room visit or hospitalization for severe pain at the injection site.

f.  Any local reaction: any redness >2.0 cm, any swelling >2.0 cm, or any pain at the injection site.
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Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Reactogenicity Subset for

Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Dose  Systemic Event N? n® (%) (95% CI°) N? n® (%) (95% CI°)
1 Fever
>38.0°C 4093 111 (2.7) (22,33) 4090  27(0.7) (0.4, 1.0)
>38.0°C to 38.4°C 4093 87 (2.1) (1.7,2.6) 4090 12 (0.3) (0.2,0.5)
>38.4°C to 38.9°C 4093 16 (0.4) (0.2, 0.6) 4090 8(0.2) (0.1, 0.4)
>38.9°C to 40.0°C 4093 7(0.2) (0.1, 0.4) 4090 5(0.1) (0.0, 0.3)
>40.0°C 4093 1(0.0) (0.0, 0.1) 4090 2 (0.0) (0.0, 0.2)
Fatigue?
Any 4093 1700 (41.5)  (40.0,43.1) 4090 1172(28.7)  (27.3,30.1)
Mild 4093 970 (23.7)  (22.4,25.0) 4090 719 (17.6) (16.4,18.8)
Moderate 4093 695 (17.0) (15.8,18.2) 4090 439 (10.7) 9.8,11.7)
Severe 4093 35(0.9) 0.6,1.2) 4090 14 (0.3) (0.2, 0.6)
Grade 4 4093 0 (0.0, 0.1) 4090 0 (0.0, 0.1)
Headache?
Any 4093 1413 (34.5) (33.1,36.0) 4090 1100 (26.9) (25.5,28.3)
Mild 4093 976 (23.8) (22.5,25.2) 4090 747 (18.3) (17.1, 19.5)
Moderate 4093 412 (10.1) (9.2,11.0) 4090 331 (8.1) (7.3,9.0)
Severe 4093 25(0.6) (0.4,09) 4090 22 (0.5) (0.3,0.8)
Grade 4 4093 0 (0.0,0.1) 4090 0 (0.0, 0.1)
Chills¢
Any 4093 434 (10.6) (9.7,11.6) 4090 203 (5.0) 4.3,5.7)
Mild 4093  317(7.7) (6.9, 8.6) 4090 151 (3.7) (3.1,4.3)
Moderate 4093 108 (2.6) (2.2,3.2) 4090 49 (1.2) (0.9, 1.6)
Severe 4093 9(0.2) (0.1, 0.4) 4090 3(0.1) (0.0, 0.2)
Grade 4 4093 0 (0.0,0.1) 4090 0 (0.0, 0.1)
Vomiting®
Any 4093 37(0.9) 0.6,12) 4090  37(0.9) (0.6,1.2)
Mild 4093 32(0.8) (0.5,1.1) 4090  31(0.8) 0.5, 1.1)
Moderate 4093 5(0.1) (0.0, 0.3) 4090 5(0.1) (0.0, 0.3)
Severe 4093 0 (0.0, 0.1) 4090 1 (0.0) (0.0, 0.1)
Grade 4 4093 0 (0.0, 0.1) 4090 0 (0.0, 0.1)
Diarrhea’
Any 4093 402 (9.8) (8.9,10.8) 4090 388 (9.5) (8.6, 10.4)
Mild 4093 324 (7.9) (7.1,8.8) 4090 317 (7.8) (6.9, 8.6)
Moderate 4093 72(1.8) (14,22) 4090 69 (1.7) (13,2.1)
Severe 4093 6(0.1) (0.1,0.3) 4090  2(0.0) (0.0,0.2)
Grade 4 4093 0 (0.0,0.1) 4090 0 (0.0, 0.1)
New or worsened muscle paind
Any 4093 738 (18.0) (16.9,19.2) 4090 398 (9.7) (8.8, 10.7)
Mild 4093 424 (10.4) (94,11.3) 4090 275(6.7) (6.0,7.5)
Moderate 4093 300 (7.3) (6.5, 8.2) 4090 118(2.9) (24,3.4)
Severe 4093 14 (0.3) (0.2,0.6) 4090  5(0.1) (0.0, 0.3)
Grade 4 4093 0 (0.0,0.1) 4090 0 (0.0, 0.1)
New or worsened joint pain¢
Any 4093 406 (9.9) (9.0,10.9) 4090 247 (6.0) (5.3,6.8)
Mild 4093 248 (6.1) (5.3,6.8) 4090 163 (4.0) (3.4, 4.6)
Moderate 4093 151 (3.7) (3.1,4.3) 4090 83 (2.0) (1.6,2.5)
Severe 4093 7(0.2) (0.1, 0.4) 4090 1 (0.0) (0.0, 0.1)
Grade 4 4093 0 (0.0, 0.1) 4090 0 (0.0, 0.1)
Any systemic event® 4093 2421 (59.1) (57.6,60.7) 4090 1922 (47.0) (45.5,48.5)
Use of antipyretic or pain 4093 996 (24.3) (23.0,25.7) 4090 545(13.3) (12.3,14.4)
medication®
PFIZER CONFIDENTIAL

Page 70



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Reactogenicity Subset for
Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Dose  Systemic Event Ne n® (%) (95% CI) Ne n® (%) (95% CI9)
2 Fever
>38.0°C 3758 512 (13.6) (12.5,14.8) 3749 14 (0.4) (0.2, 0.6)
>38.0°C to 38.4°C 3758  325(8.6) (7.8,9.6) 3749 7(0.2) (0.1,0.4)
>38.4°C to 38.9°C 3758 155 (4.1) (3.5,48) 3749 4(0.1) (0.0, 0.3)
>38.9°C to 40.0°C 3758 31(0.8) 0.6,1.2) 3749  3(0.1) (0.0,0.2)
>40.0°C 3758 1(0.0) (0.0,0.1) 3749 0 (0.0, 0.1)
Fatigue?
Any 3758 2086 (55.5)  (53.9,57.1) 3749 756 (20.2) (18.9,21.5)
Mild 3758 793 (21.1) (19.8,22.4) 3749 409 (10.9) 9.9, 12.0)
Moderate 3758 1150 (30.6) (29.1,32.1) 3749  331(8.8) (7.9, 9.8)
Severe 3758 143 (3.8) (3.2,4.5) 3749 16 (0.4) 0.2,0.7)
Grade 4 3758 0 (0.0,0.1) 3749 0 (0.0,0.1)
Headache?
Any 3758 1732(46.1)  (44.5,47.7) 3749  735(19.6) (18.3,20.9)
Mild 3758 960 (25.5)  (24.2,27.0) 3749 486 (13.0) (11.9, 14.1)
Moderate 3758 696 (18.5)  (17.3,19.8) 3749 230 (6.1) (5.4,7.0)
Severe 3758 76 (2.0) (1.6,2.5) 3749 19 (0.5) (0.3,0.8)
Grade 4 3758 0 (0.0,0.1) 3749 0 (0.0,0.1)
Chills?
Any 3758 1114 (29.6) (28.2,31.1) 3749 125(3.3) (2.8,4.0)
Mild 3758  558(14.8)  (13.7,16.0) 3749 100 (2.7) (22,3.2)
Moderate 3758 494(13.1)  (12.1,143) 3749  25(0.7) (0.4, 1.0)
Severe 3758 62(1.6) (13,2.1) 3749 0 (0.0,0.1)
Grade 4 3758 0 (0.0,0.1) 3749 0 (0.0, 0.1)
Vomiting®
Any 3758 51(1.4) (1.0, 1.8) 3749 30 (0.8) 0.5, 1.1)
Mild 3758 37 (1.0) 0.7, 1.4) 3749 21(0.6) (0.3,0.9)
Moderate 3758 9(0.2) (0.1,0.5) 3749 9(0.2) (0.1, 0.5)
Severe 3758 5(0.1) (0.0,03) 3749 0 (0.0,0.1)
Grade 4 3758 0 (0.0,0.1) 3749 0 (0.0, 0.1)
Diarrhea’
Any 3758 356(9.5) (8.6,10.5) 3749  276(7.4) (6.5,8.2)
Mild 3758 293 (7.8) (7.0, 8.7) 3749  217(5.8) (5.1, 6.6)
Moderate 3758 57 (1.5) (1.2,2.0) 3749 54 (1.4) (1.1, 1.9)
Severe 3758 6(0.2) (0.1,0.3) 3749 5(0.1) (0.0,0.3)
Grade 4 3758 0 (0.0,0.1) 3749 0 (0.0,0.1)
New or worsened muscle pain?
Any 3758 1260 (33.5)  (32.0,35.1) 3749 260 (6.9) (6.1,7.8)
Mild 3758 528(14.1)  (13.0,152) 3749 168 (4.5) (3.8,5.2)
Moderate 3758 669 (17.8) (16.6,19.1) 3749 88 (2.3) (1.9,2.9)
Severe 3758 63 (1.7) (13,2.1) 3749 4(0.1) (0.0, 0.3)
Grade 4 3758 0 (0.0,0.1) 3749 0 (0.0,0.1)
New or worsened joint paind
Any 3758 772 (20.5) (19.3,21.9) 3749 170 (4.5) (3.9,5.3)
Mild 3758 366 (9.7) (8.8,10.7) 3749 89 (2.4) (1.9,2.9)
Moderate 3758 379 (10.1) (9.1,11.1) 3749 76(2.0) (1.6, 2.5)
Severe 3758 27 (0.7) (0.5, 1.0) 3749 5(0.1) (0.0,0.3)
Grade 4 3758 0 (0.0,0.1) 3749 0 (0.0, 0.1)
Any systemic event® 3758 2627 (69.9) (68.4,71.4) 3749 1267 (33.8) (32.3,35.3)
Use of antipyretic or pain 3758 1570 (41.8) (40.2,43.4) 3749 427(11.4) (104, 12.5)
medication”
Any doseFever
>38.0°C 4108 582 (14.2) (13.1, 15.3) 4106 38(0.9) (0.7, 1.3)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Reactogenicity Subset for
Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Dose  Systemic Event Ne n® (%) (95% CI) Ne n® (%) (95% CI°)
>38.0°C to 38.4°C 4108  378(9.2) (8.3,10.1) 4106 18 (0.4) 0.3,0.7)
>38.4°C to 38.9°C 4108 167 (4.1) (3.5,4.7) 4106 11 (0.3) (0.1, 0.5)
>38.9°C to 40.0°C 4108 35(0.9) 0.6, 1.2) 4106 7(0.2) (0.1,0.4)
>40.0°C 4108 2 (0.0) (0.0, 0.2) 4106 2 (0.0) (0.0, 0.2)
Fatigue?
Any 4108 2585 (62.9) (61.4,64.4) 4106 1461 (35.6) (34.1,37.1)
Mild 4108 984 (24.0) (22.7,25.3) 4106 800 (19.5) (18.3,20.7)
Moderate 4108 1429 (34.8) (33.3,36.3) 4106 635(15.5) (14.4, 16.6)
Severe 4108 172 (4.2) (3.6,4.8) 4106 26 (0.6) (0.4,0.9)
Grade 4 4108 0 (0.0, 0.1) 4106 0 (0.0, 0.1)
Headache?
Any 4108 2265 (55.1) (583.6,56.7) 4106 1402 (34.1) (32.7,35.6)
Mild 4108 1237 (30.1) (28.7,31.5) 4106 887 (21.6) (20.4, 22.9)
Moderate 4108 930 (22.6) (21.4,23.9) 4106 475(11.6) (10.6, 12.6)
Severe 4108 98 (2.4) (1.9,2.9) 4106 40 (1.0) 0.7, 1.3)
Grade 4 4108 0 (0.0, 0.1) 4106 0 (0.0, 0.1)
Chills
Any 4108 1312 (31.9) (30.5,33.4) 4106 289 (7.0) (6.3,7.9)
Mild 4108 688 (16.7) (15.6,17.9) 4106 219 (5.3) 4.7,6.1)
Moderate 4108 553 (13.5) (12.4,14.5) 4106 67 (1.6) (1.3,2.1)
Severe 4108 71 (1.7) (14,2.2) 4106 3(0.1) (0.0, 0.2)
Grade 4 4108 0 (0.0, 0.1) 4106 0 (0.0, 0.1)
Vomiting®
Any 4108 84 (2.0) (1.6,2.5) 4106 62 (1.5) (1.2,1.9)
Mild 4108 66 (1.6) (1.2,2.0) 4106 47 (1.1) (0.8, 1.5)
Moderate 4108 13 (0.3) 0.2,0.5) 4106 14 (0.3) (0.2, 0.6)
Severe 4108 5(0.1) (0.0, 0.3) 4106 1(0.0) (0.0, 0.1)
Grade 4 4108 0 (0.0, 0.1) 4106 0 (0.0, 0.1)
Diarrhea’
Any 4108 644 (15.7) (14.6,16.8) 4106 576 (14.0) (13.0, 15.1)
Mild 4108 511 (12.4) (11.4,13.5) 4106 453 (11.0) (10.1, 12.0)
Moderate 4108 121 (2.9) (24,3.5) 4106 116 (2.8) (2.3,3.4)
Severe 4108 12 (0.3) 0.2,0.5) 4106 7(0.2) 0.1, 0.4)
Grade 4 4108 0 (0.0, 0.1) 4106 0 (0.0, 0.1)
New or worsened muscle paind
Any 4108 1573 (38.3) (36.8,39.8) 4106 549 (13.4) (12.3,14.4)
Mild 4108 659 (16.0) (14.9,17.2) 4106 350 (8.5) (7.7,9.4)
Moderate 4108 840 (20.4) (19.2,21.7) 4106 190 (4.6) (4.0,5.3)
Severe 4108 74 (1.8) (1.4,2.3) 4106 9(0.2) (0.1,0.4)
Grade 4 4108 0 (0.0, 0.1) 4106 0 (0.0, 0.1)
New or worsened joint pain¢
Any 4108 968 (23.6) (22.3,24.9) 4106 360 (8.8) (7.9,9.7)
Mild 4108 458 (11.1) (10.2,12.2) 4106 206 (5.0) 44,57
Moderate 4108 476 (11.6) (10.6,12.6) 4106 148 (3.6) (3.1,4.2)
Severe 4108 34 (0.8) 0.6, 1.2) 4106 6(0.1) (0.1, 0.3)
Grade 4 4108 0 (0.0, 0.1) 4106 0 (0.0, 0.1)
Any systemic event® 4108 3181 (77.4) (76.1,78.7) 4106 2255 (54.9) (53.4,56.4)
Use of antipyretic or pain 4108 1909 (46.5) (44.9,48.0) 4106 810(19.7) (18.5,21.0)
medication®
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Reactogenicity Subset for
Phase 2/3 Analysis — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Dose __ Systemic Event N® n° (%) (95%CI)  N® n° (%) (95% CI°)

Note: Events and use of antipyretic or pain medication were collected in the electronic diary (e-diary) from Day 1 to Day 7
after each dose. Grade 4 events were classified by the investigator or medically qualified person.

a. N =number of subjects reporting at least 1 yes or no response for the specified event after the specified dose.

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

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

d. Mild: does not interfere with activity; moderate: some interference with activity; severe: prevents daily activity; Grade
4: emergency room visit or hospitalization for severe fatigue, severe headache, severe muscle pain, or severe joint pain.

. Mild: 1 to 2 times in 24 hours; moderate: >2 times in 24 hours; severe: requires intravenous hydration; Grade 4:
mergency room visit or hospitalization for severe vomiting.

f.  Mild: 2 to 3 loose stools in 24 hours; moderate: 4 to 5 loose stools in 24 hours; severe: 6 or more loose stools in 24
hours; Grade 4: emergency room visit or hospitalization for severe diarrhea.

g.  Any systemic event: any fever >38.0°C, any fatigue, any vomiting, any chills, any diarrhea, any headache, any new or
worsened muscle pain, or any new or worsened joint pain.

h.  Severity was not collected for use of antipyretic or pain medication.
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°
Preferred Term
Any event 3177 (29.3) (28.4,30.2) 1427 (13.2) (12.5,13.8)
BLOOD AND LYMPHATIC SYSTEM DISORDERS 64 (0.6) (0.5, 0.8) 7(0.1) (0.0,0.1)
Lymphadenopathy 54 (0.5) (0.4, 0.6) 3(0.0) (0.0,0.1)
Iron deficiency anaemia 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Anaemia 3(0.0) (0.0,0.1) 2 (0.0) (0.0, 0.1)
Lymph node pain 4 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Leukocytosis 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Neutropenia 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Lymphadenitis 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Thrombocytosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
CARDIAC DISORDERS 22(0.2) (0.1,0.3) 20(0.2) (0.1,0.3)
Palpitations 3(0.0) (0.0,0.1) 8(0.1) (0.0,0.1)
Tachycardia 8(0.1) (0.0,0.1) 4 (0.0) (0.0,0.1)
Atrial fibrillation 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Acute myocardial infarction 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Angina pectoris 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Angina unstable 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Left ventricular hypertrophy 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Mitral valve incompetence 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Myocardial infarction 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Acute coronary syndrome 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Atrial flutter 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Mitral valve prolapse 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Sinus tachycardia 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Tricuspid valve incompetence 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Arrhythmia supraventricular 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Arteriospasm coronary 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Atrioventricular block first degree 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Bradycardia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Bundle branch block right 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Cardiac disorder 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Left atrial enlargement 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Myocarditis 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
Sinus arrhythmia 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Supraventricular tachycardia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Ventricular tachycardia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Congenital cystic kidney disease 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
EAR AND LABYRINTH DISORDERS 31(0.3) (0.2,0.4) 16 (0.1) (0.1,0.2)
Vertigo 9(0.1) (0.0,0.2) 9(0.1) (0.0,0.2)
Tinnitus 4 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Ear pain 7(0.1) (0.0,0.1) 1(0.0) (0.0,0.1)
Vertigo positional 3(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Ear discomfort 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Cerumen impaction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Deafness unilateral 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Ear disorder 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Meniere's disease 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Allergic otitis media 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Eustachian tube dysfunction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hyperacusis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hypoacusis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Sudden hearing loss 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Tympanic membrane perforation 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
ENDOCRINE DISORDERS 7(0.1) (0.0,0.1) 2 (0.0) (0.0,0.1)
Hypothyroidism 4 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Hypogonadism 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Basedow's disease 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hyperprolactinaemia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Thyroid cyst 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
EYE DISORDERS 29 (0.3) (0.2,0.4) 19 (0.2) (0.1,0.3)
Eye pain 4 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Vision blurred 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Eye irritation 4 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Chalazion 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Blepharitis 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Dry eye 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Keratitis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Vitreous detachment 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Conjunctival haemorrhage 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0,0.1)
Conjunctivitis allergic 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Ocular hyperaemia 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Photophobia 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Diplopia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Eye pruritus 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Lacrimation increased 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Vitreous floaters 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Amaurosis fugax 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Asthenopia 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Blepharospasm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Choroidal neovascularisation 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Conjunctival oedema 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Corneal irritation 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Episcleritis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Eye allergy 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
Eyelid oedema 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Eyelid pain 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Eyelids pruritus 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Glaucoma 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Ulcerative keratitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
GASTROINTESTINAL DISORDERS 328 (3.0) (2.7,3.4) 226 (2.1) (1.8,2.4)
Diarrhoea 110 (1.0) 0.8, 1.2) 95(0.9) 0.7, 1.1)
Nausea 139 (1.3) (1.1, 1.5) 41(0.4) (0.3,0.5)
Vomiting 33(0.3) (0.2,0.4) 20(0.2) (0.1,0.3)
Toothache 13 (0.1) (0.1,0.2) 12 (0.1) (0.1,0.2)
Abdominal pain upper 15 (0.1) (0.1,0.2) 6(0.1) (0.0, 0.1)
Abdominal pain 9(0.1) (0.0,0.2) 13 (0.1) (0.1,0.2)
Dyspepsia 7(0.1) (0.0,0.1) 6(0.1) (0.0,0.1)
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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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Gastrooesophageal reflux disease 3(0.0) (0.0,0.1) 9(0.1) (0.0,0.2)
Odynophagia 9(0.1) (0.0,0.2) 4 (0.0) (0.0,0.1)
Constipation 2 (0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Dental caries 4 (0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Aphthous ulcer 4 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Gastritis 1(0.0) (0.0,0.1) 6(0.1) (0.0,0.1)
Haemorrhoids 0 (0.0, 0.0) 3(0.0) (0.0,0.1)
Abdominal distension 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Abdominal discomfort 1 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Dry mouth 0 (0.0, 0.0) 3(0.0) (0.0, 0.1)
Flatulence 2 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Irritable bowel syndrome 1(0.0) (0.0, 0.1) 2(0.0) (0.0, 0.1)
Stomatitis 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Gastrointestinal disorder 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Large intestine polyp 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Paraesthesia oral 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Rectal haemorrhage 2 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Small intestinal obstruction 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Abdominal pain lower 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Dysphagia 1 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Faeces soft 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Food poisoning 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Inguinal hernia 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
Retching 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Cheilitis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Diverticulum 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Diverticulum intestinal 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Gingival pain 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Haematochezia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hiatus hernia 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Hypoaesthesia oral 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Lip swelling 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Mouth ulceration 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Oral pain 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Salivary gland calculus 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Swollen tongue 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Tooth impacted 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Umbilical hernia 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Abdominal hernia 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
Abdominal mass 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Acute abdomen 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Angular cheilitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Diverticular perforation 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Diverticulum intestinal haemorrhagic 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Eructation 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
Gastric ulcer haemorrhage 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Gastritis erosive 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Gastrointestinal sounds abnormal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Gingival bleeding 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Gingival swelling 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
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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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Lip oedema 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Loose tooth 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Noninfective gingivitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Obstructive pancreatitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Oesophageal food impaction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Oral mucosa haematoma 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Palatal disorder 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
Pancreatitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Peptic ulcer 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Salivary gland mucocoele 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Teething 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Tongue discomfort 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
GENERAL DISORDERS AND ADMINISTRATION SITE 2288 (21.1) (20.3,21.9) 485(4.5) (4.1,4.9)
CONDITIONS
Injection site pain 1358 (12.5) (11.9,13.2) 192 (1.8) (1.5,2.0)
Fatigue 690 (6.4) (5.9, 6.8) 175 (1.6) (1.4,1.9)
Pyrexia 819 (7.6) (7.1, 8.1) 39(0.4) (0.3,0.5)
Chills 693 (6.4) (5.9,6.9) 56 (0.5) 0.4,0.7)
Pain 307 (2.8) (2.5,3.2) 23(0.2) (0.1, 0.3)
Injection site erythema 87 (0.8) (0.6, 1.0) 13 (0.1) (0.1,0.2)
Malaise 60 (0.6) (0.4,0.7) 8(0.1) (0.0,0.1)
Injection site swelling 52 (0.5) (0.4, 0.6) 9(0.1) (0.0,0.2)
Asthenia 36 (0.3) (0.2,0.5) 18 (0.2) (0.1,0.3)
Injection site pruritus 15 (0.1) (0.1,0.2) 4(0.0) (0.0, 0.1)
Influenza like illness 12 (0.1) (0.1,0.2) 3(0.0) (0.0,0.1)
Chest pain 9(0.1) (0.0, 0.2) 8(0.1) (0.0, 0.1)
Injection site bruising 7(0.1) (0.0,0.1) 9(0.1) (0.0,0.2)
Vaccination site pain 8(0.1) (0.0,0.1) 4 (0.0) (0.0,0.1)
Injection site warmth 8(0.1) (0.0,0.1) 3(0.0) (0.0,0.1)
Axillary pain 7(0.1) (0.0,0.1) 2 (0.0) (0.0,0.1)
Feeling hot 6(0.1) (0.0,0.1) 1 (0.0) (0.0,0.1)
Chest discomfort 4 (0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Injection site induration 3(0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Injection site oedema 7(0.1) (0.0,0.1) 0 (0.0, 0.0)
Injection site discomfort 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Non-cardiac chest pain 2 (0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Peripheral swelling 3(0.0) (0.0, 0.1) 3(0.0) (0.0, 0.1)
Oedema peripheral 2 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.1)
Injection site haematoma 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Swelling face 0 (0.0, 0.0) 3(0.0) (0.0,0.1)
Adverse drug reaction 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Cyst 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Injection site mass 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site papule 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site paraesthesia 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Injection site rash 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site reaction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Sensation of foreign body 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Swelling 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Feeling abnormal 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
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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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Injection site discolouration 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injury associated with device 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Nodule 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Thirst 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Vaccination site oedema 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Vessel puncture site bruise 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Vessel puncture site haematoma 1 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.1)
Application site pain 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Application site rash 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Application site reaction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Capsular contracture associated with breast implant 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Exercise tolerance decreased 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Feeling cold 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Illness 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Inflammation 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site dermatitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site hyperaesthesia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site lymphadenopathy 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site macule 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Medical device pain 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Medical device site granuloma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Mucosal disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Shoulder injury related to vaccine administration 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Unevaluable event 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Vaccination site induration 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Vaccination site nodule 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Vascular stent occlusion 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Vessel puncture site induration 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
HEPATOBILIARY DISORDERS 3(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Cholelithiasis 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Cholecystitis acute 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Bile duct stone 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
IMMUNE SYSTEM DISORDERS 21(0.2) (0.1,0.3) 12 (0.1) (0.1,0.2)
Seasonal allergy 7(0.1) (0.0,0.1) 5(0.0) (0.0,0.1)
Drug hypersensitivity 6(0.1) (0.0,0.1) 1 (0.0) (0.0,0.1)
Immunisation reaction 4 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Food allergy 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Hypersensitivity 1(0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Allergy to arthropod bite 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Allergy to arthropod sting 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Allergy to vaccine 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Anaphylactic reaction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Milk allergy 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
INFECTIONS AND INFESTATIONS 160 (1.5) (1.3,1.7) 171 (1.6) (1.4,1.8)
Urinary tract infection 25(0.2) (0.1, 0.3) 22(0.2) (0.1, 0.3)
Tooth infection 10 (0.1) (0.0,0.2) 18 (0.2) (0.1,0.3)
Sinusitis 8(0.1) (0.0,0.1) 12 (0.1) (0.1,0.2)
Herpes zoster 5(0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Cellulitis 5(0.0) (0.0, 0.1) 8 (0.1) (0.0,0.1)
Ear infection 6(0.1) (0.0,0.1) 7(0.1) (0.0,0.1)
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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, by Age Group —~38000 Subjects for Phase 2/3
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Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Gastroenteritis 3(0.0) (0.0,0.1) 5(0.0) (0.0,0.1)
Conjunctivitis 4 (0.0) (0.0,0.1) 5(0.0) (0.0,0.1)
Cystitis 2 (0.0) (0.0,0.1) 6(0.1) (0.0,0.1)
Hordeolum 2 (0.0) (0.0, 0.1) 3(0.0) (0.0, 0.1)
Upper respiratory tract infection 5(0.0) (0.0, 0.1) 4(0.0) (0.0, 0.1)
Rhinitis 4 (0.0) (0.0, 0.1) 7(0.1) (0.0, 0.1)
Diverticulitis 2(0.0) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Otitis externa 4 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Otitis media 3(0.0) (0.0,0.1) 5(0.0) (0.0,0.1)
Vulvovaginal mycotic infection 4 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Appendicitis 6(0.1) (0.0,0.1) 1 (0.0) (0.0,0.1)
Gingivitis 4 (0.0) (0.0, 0.1) 3(0.0) (0.0, 0.1)
Acute sinusitis 0 (0.0, 0.0) 4 (0.0) (0.0, 0.1)
Oral herpes 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Tooth abscess 3(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Vulvovaginal candidiasis 4 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Bronchitis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Furuncle 3(0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Periodontitis 2 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Pharyngitis streptococcal 3(0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Skin infection 1(0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Vaginal infection 0 (0.0, 0.0) 5(0.0) (0.0,0.1)
Influenza 1 (0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Nasopharyngitis 3(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Otitis media acute 1 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Paronychia 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pyelonephritis 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Tonsillitis 0 (0.0, 0.0) 4 (0.0) (0.0,0.1)
Eye infection 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Folliculitis 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Genital herpes 0 (0.0, 0.0) 2(0.0) (0.0, 0.1)
Herpes simplex 2(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Bacterial vulvovaginitis 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Chronic sinusitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Escherichia urinary tract infection 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Fungal skin infection 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Gastroenteritis viral 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Infected bite 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Kidney infection 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Oral candidiasis 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Pharyngitis 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Postoperative wound infection 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pustule 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Rash pustular 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Suspected COVID-19 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Tinea infection 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Trichomoniasis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Abscess 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Abscess neck 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Acarodermatitis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
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Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Anal fistula infection 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Bacterial vaginosis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Bartholinitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Blister infected 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Carbuncle 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Dermatitis infected 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Genital herpes simplex 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Helicobacter gastritis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Labyrinthitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Lyme disease 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Ophthalmic herpes zoster 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Oral fungal infection 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Papilloma viral infection 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pelvic inflammatory disease 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Peritoneal abscess 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Pharyngitis bacterial 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pharyngotonsillitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pilonidal cyst 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Puncture site infection 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Sialoadenitis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Sinusitis bacterial 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Soft tissue infection 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Subcutaneous abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Tinea cruris 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
Tinea versicolour 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Tonsillitis bacterial 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Urosepsis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Varicella 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Viral infection 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Viral upper respiratory tract infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Wound infection 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
INJURY, POISONING AND PROCEDURAL 83 (0.8) (0.6, 0.9) 101 (0.9) (0.8, 1.1)
COMPLICATIONS
Fall 10 (0.1) (0.0,0.2) 8 (0.1) (0.0, 0.1)
Ligament sprain 4 (0.0) (0.0,0.1) 12 (0.1) (0.1,0.2)
Skin laceration 7(0.1) (0.0,0.1) 7(0.1) (0.0,0.1)
Contusion 7(0.1) (0.0,0.1) 7(0.1) (0.0,0.1)
Muscle strain 6(0.1) (0.0,0.1) 6(0.1) (0.0,0.1)
Arthropod bite 2 (0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Road traffic accident 5(0.0) (0.0, 0.1) 10 (0.1) (0.0,0.2)
Skin abrasion 3(0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Exposure during pregnancy 7(0.1) (0.0,0.1) 8(0.1) (0.0,0.1)
Limb injury 2 (0.0) (0.0,0.1) 4 (0.0) (0.0, 0.1)
Foot fracture 2 (0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Tooth fracture 2 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Procedural pain 6(0.1) (0.0,0.1) 1(0.0) (0.0,0.1)
Meniscus injury 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Animal bite 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Arthropod sting 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Facial bones fracture 2 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
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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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Joint dislocation 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Joint injury 1 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1)
Rib fracture 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Ankle fracture 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Muscle rupture 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Vaccination complication 4(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Corneal abrasion 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Thermal burn 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Chest injury 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Concussion 1 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Fibula fracture 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Hand fracture 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Radius fracture 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Head injury 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Ligament rupture 0 (0.0, 0.0) 2(0.0) (0.0, 0.1)
Spinal compression fracture 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Wound 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Bone contusion 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Craniocerebral injury 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Epicondylitis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Maternal exposure during pregnancy 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Procedural dizziness 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Skin injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Tendon rupture 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Ulna fracture 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Administration related reaction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Cervical vertebral fracture 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Clavicle fracture 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Colon injury 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Eye contusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Flail chest 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Forearm fracture 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Foreign body in eye 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hip fracture 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Ligament injury 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Limb traumatic amputation 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Lumbar vertebral fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Multiple injuries 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Penis injury 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Post procedural discomfort 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Post procedural haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Post procedural swelling 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Postoperative ileus 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Procedural haemorrhage 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Spinal cord injury cervical 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Tendon injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Toxicity to various agents 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Upper limb fracture 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Vulvovaginal injury 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
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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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
INVESTIGATIONS 75 (0.7) (0.5,0.9) 17 (0.2) (0.1, 0.3)
Body temperature increased 56 (0.5) (0.4,0.7) 7(0.1) (0.0,0.1)
Blood pressure increased 3(0.0) (0.0,0.1) 5(0.0) (0.0,0.1)
Blood glucose increased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Heart rate increased 2(0.0) (0.0, 0.1) 2(0.0) (0.0, 0.1)
Blood cholesterol increased 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Low density lipoprotein increased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Blood thyroid stimulating hormone increased 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Weight decreased 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Alanine aminotransferase increased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Blood creatinine decreased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Blood glucose abnormal 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Blood potassium decreased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Blood testosterone decreased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
C-reactive protein 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Colonoscopy 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Electrocardiogram QT prolonged 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Endoscopy upper gastrointestinal tract 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Heart rate irregular 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Mammogram abnormal 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Weight increased 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
METABOLISM AND NUTRITION DISORDERS 44 (0.4) (0.3,0.5) 30 (0.3) (0.2,0.4)
Decreased appetite 22(0.2) (0.1, 0.3) 6(0.1) (0.0, 0.1)
Hypercholesterolaemia 3(0.0) (0.0, 0.1) 4(0.0) (0.0, 0.1)
Type 2 diabetes mellitus 2 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Dyslipidaemia 1 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Hypokalaemia 1 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Gout 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hyperlipidaemia 1(0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Vitamin D deficiency 1(0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Dehydration 1(0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Hyperglycaemia 1 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.1)
Diabetes mellitus inadequate control 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hypoglycaemia 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Insulin resistance 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Glucose tolerance impaired 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Hypertriglyceridaemia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Polydipsia 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Diabetes mellitus 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Food intolerance 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hypocalcaemia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hypocholesterolaemia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Impaired fasting glucose 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Obesity 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
MUSCULOSKELETAL AND CONNECTIVE TISSUE 900 (8.3) (7.8, 8.8) 221 (2.0) (1.8,2.3)
DISORDERS
Myalgia 628 (5.8) (5.4,6.2) 76 (0.7) (0.6, 0.9)
Arthralgia 132 (1.2) (1.0, 1.4) 37 (0.3) (0.2,0.5)
Pain in extremity 92 (0.8) (0.7, 1.0) 17 (0.2) (0.1,0.3)
Back pain 43 (0.4) (0.3,0.5) 47 (0.4) (0.3, 0.6)
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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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Neck pain 14 (0.1) (0.1, 0.2) 15(0.1) (0.1, 0.2)
Muscle spasms 9(0.1) (0.0,0.2) 4 (0.0) (0.0,0.1)
Musculoskeletal stiffness 3(0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Osteoarthritis 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Muscle contracture 5(0.0) (0.0, 0.1) 4(0.0) (0.0, 0.1)
Tendonitis 5(0.0) (0.0, 0.1) 3(0.0) (0.0, 0.1)
Intervertebral disc protrusion 2(0.0) (0.0, 0.1) 3(0.0) (0.0, 0.1)
Muscular weakness 5(0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Musculoskeletal chest pain 5(0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Bursitis 4 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Plantar fasciitis 1 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Arthritis 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Flank pain 3(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Musculoskeletal discomfort 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Exostosis 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Joint stiffness 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Joint swelling 2 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Spinal osteoarthritis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Costochondritis 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Joint range of motion decreased 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Musculoskeletal pain 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Rotator cuff syndrome 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0,0.1)
Tenosynovitis stenosans 1 (0.0) (0.0, 0.1) 3(0.0) (0.0, 0.1)
Bone pain 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Muscle fatigue 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pain in jaw 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Temporomandibular joint syndrome 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Tendon disorder 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Torticollis 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Coccydynia 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Groin pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Intervertebral disc degeneration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Joint effusion 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Muscle twitching 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Osteitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Periarthritis 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Spinal stenosis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Spondylitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Synovial cyst 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Trigger finger 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Bone swelling 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Metatarsalgia 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Muscle discomfort 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Muscle tightness 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Osteochondritis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Rhabdomyolysis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Synovitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED ~ 12(0.1)  (0.1,0.2)  10(0.1) (0.0, 0.2)
(INCL CYSTS AND POLYPS)
Lipoma 2(0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.1)
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System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Malignant melanoma 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Uterine leiomyoma 1 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Acrochordon 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Colon adenoma 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Adenocarcinoma gastric 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Benign breast neoplasm 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Benign pancreatic neoplasm 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Chondroma 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Chronic myeloid leukaemia 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Fibroadenoma of breast 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Invasive ductal breast carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Leydig cell tumour of the testis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Meningioma 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Metastases to central nervous system 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
NERVOUS SYSTEM DISORDERS 750 (6.9) (6.4,7.4) 279 (2.6) (2.3,2.9)
Headache 649 (6.0) (5.5,6.4) 199 (1.8) (1.6,2.1)
Dizziness 31(0.3) 0.2,0.4) 25(0.2) (0.1,0.3)
Paraesthesia 11 (0.1) (0.1,0.2) 11 (0.1) (0.1,0.2)
Migraine 17 (0.2) (0.1, 0.3) 8(0.1) (0.0, 0.1)
Lethargy 6(0.1) (0.0, 0.1) 4 (0.0) (0.0, 0.1)
Syncope 6(0.1) (0.0,0.1) 4 (0.0) (0.0,0.1)
Sciatica 7(0.1) (0.0,0.1) 6(0.1) (0.0,0.1)
Tension headache 5(0.0) (0.0, 0.1) 7 (0.1) (0.0, 0.1)
Dysgeusia 3(0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Somnolence 4 (0.0) (0.0,0.1) 7(0.1) (0.0,0.1)
Presyncope 6(0.1) (0.0,0.1) 3(0.0) (0.0,0.1)
Tremor 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hypoaesthesia 0 (0.0, 0.0) 4 (0.0) (0.0,0.1)
Burning sensation 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Parosmia 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Subarachnoid haemorrhage 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Cerebrovascular accident 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Nerve compression 1 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Sinus headache 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Facial paralysis 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hyperaesthesia 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Migraine without aura 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Neuropathy peripheral 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Ageusia 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Cervical radiculopathy 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Disturbance in attention 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Migraine with aura 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Radiculopathy 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Trigeminal neuralgia 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Cerebral capillary telangiectasia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Depressed level of consciousness 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Diplegia 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
Dystonia 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Head discomfort 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Hemiplegic migraine 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
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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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Hypogeusia 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Hyposmia 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Idiopathic intracranial hypertension 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Loss of consciousness 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Mental impairment 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Motor dysfunction 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Restless legs syndrome 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Sciatic nerve neuropathy 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Taste disorder 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
PREGNANCY, PUERPERIUM AND PERINATAL 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
CONDITIONS
Abortion spontaneous incomplete 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
PSYCHIATRIC DISORDERS 52 (0.5) (0.4, 0.6) 37 (0.3) (0.2,0.5)
Anxiety 14 (0.1) (0.1,0.2) 11(0.1) (0.1,0.2)
Insomnia 16 (0.1) (0.1,0.2) 4 (0.0) (0.0,0.1)
Depression 10 (0.1) (0.0,0.2) 8(0.1) (0.0,0.1)
Irritability 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Anxiety disorder 1 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Panic attack 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Sleep disorder 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Abnormal dreams 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Attention deficit hyperactivity disorder 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0,0.1)
Disorientation 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Suicidal ideation 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Bruxism 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Mental disorder 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Confusional state 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Depressed mood 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Gastrointestinal somatic symptom disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Generalised anxiety disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Mental fatigue 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Panic disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Panic reaction 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Post-traumatic stress disorder 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Psychotic disorder 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Schizophrenia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Stress 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
Substance abuse 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Suicide attempt 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
RENAL AND URINARY DISORDERS 10 (0.1) (0.0,0.2) 10 (0.1) (0.0,0.2)
Dysuria 3(0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Nephrolithiasis 2 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Haematuria 0 (0.0, 0.0) 3(0.0) (0.0,0.1)
Pollakiuria 3(0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Acute kidney injury 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Renal colic 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Costovertebral angle tenderness 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Subcapsular renal haematoma 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Urethral discharge 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Urinary bladder polyp 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
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Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month After Dose 2,
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Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 24 (0.2) (0.1, 0.3) 27(0.2) 0.2,0.4)
Dysmenorrhoea 4 (0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Ovarian cyst 3(0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Pelvic pain 2 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Breast pain 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Erectile dysfunction 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Amenorrhoea 1(0.0) (0.0, 0.1) 2(0.0) (0.0, 0.1)
Prostatitis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Vaginal haemorrhage 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Breast cyst 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Breast mass 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Genital erythema 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Menorrhagia 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Menstruation delayed 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Metrorrhagia 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Pruritus genital 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Adenomyosis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Breast hyperplasia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Cervical dysplasia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Dystfunctional uterine bleeding 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Haematospermia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Haemorrhagic ovarian cyst 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Mammary duct ectasia 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Menstruation irregular 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Nipple pain 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Penile vein thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Polycystic ovaries 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Postmenopausal haemorrhage 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Premenstrual syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Testicular pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Vaginal discharge 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
RESPIRATORY, THORACIC AND MEDIASTINAL 91 (0.8) 0.7, 1.0) 104 (1.0) 0.8, 1.2)
DISORDERS
Oropharyngeal pain 23(0.2) (0.1,0.3) 24(0.2) (0.1,0.3)
Nasal congestion 14 (0.1) (0.1,0.2) 23(0.2) (0.1,0.3)
Cough 13 (0.1) (0.1, 0.2) 11(0.1) (0.1, 0.2)
Rhinorrhoea 9(0.1) (0.0, 0.2) 9(0.1) (0.0, 0.2)
Rhinitis allergic 9(0.1) (0.0, 0.2) 10 (0.1) (0.0, 0.2)
Asthma 4 (0.0) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Dyspnoea 3(0.0) (0.0, 0.1) 7(0.1) (0.0, 0.1)
Throat irritation 1 (0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Upper-airway cough syndrome 3(0.0) (0.0,0.1) 4 (0.0) (0.0,0.1)
Paranasal sinus discomfort 3(0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Sinus congestion 3(0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Epistaxis 0 (0.0, 0.0) 4 (0.0) (0.0, 0.1)
Productive cough 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Pulmonary embolism 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Bronchospasm 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Chronic obstructive pulmonary disease 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Dyspnoea exertional 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
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Respiratory tract congestion 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Upper respiratory tract congestion 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Allergic sinusitis 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Asthmatic crisis 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Dry throat 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Dysphonia 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Interstitial lung disease 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Nasal turbinate hypertrophy 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Pharyngeal swelling 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Pneumonia aspiration 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Sleep apnoea syndrome 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Wheezing 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Allergic respiratory disease 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Haemoptysis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Hypoxia 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Lung infiltration 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Nasal obstruction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Oropharyngeal discomfort 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Pleuritic pain 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Reflux laryngitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Snoring 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Tonsillar hypertrophy 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 102 (0.9) 0.8, 1.1) 66 (0.6) (0.5, 0.8)
Rash 26 (0.2) 0.2,0.4) 20(0.2) (0.1, 0.3)
Pruritus 8(0.1) (0.0,0.1) 9(0.1) (0.0,0.2)
Hyperhidrosis 14 (0.1) (0.1,0.2) 4 (0.0) (0.0,0.1)
Dermatitis contact 7(0.1) (0.0,0.1) 10 (0.1) (0.0,0.2)
Urticaria 9(0.1) (0.0,0.2) 3(0.0) (0.0,0.1)
Night sweats 7(0.1) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Rash pruritic 4 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Erythema 5(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Alopecia 3(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Eczema 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Rash maculo-papular 4 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Skin lesion 2 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Dermatitis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Angioedema 2 (0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Dermal cyst 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Dermatitis allergic 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Rash erythematous 0 (0.0, 0.0) 2(0.0) (0.0, 0.1)
Blister 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Drug eruption 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Ecchymosis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Acne 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Alopecia areata 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Cold sweat 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Macule 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Pain of skin 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Pruritus allergic 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Rash papular 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
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Dermatitis acneiform 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Dermatitis atopic 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Dermatitis bullous 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Diabetic foot 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hangnail 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Ingrowing nail 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Livedo reticularis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Mechanical urticaria 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Pityriasis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pityriasis rosea 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Skin irritation 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Skin ulcer 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Urticaria contact 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
SOCIAL CIRCUMSTANCES 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
High risk sexual behaviour 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Menopause 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Stress at work 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
SURGICAL AND MEDICAL PROCEDURES 13 (0.1) (0.1, 0.2) 13 (0.1) (0.1, 0.2)
Tooth extraction 2 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Dental implantation 2 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Endodontic procedure 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Wisdom teeth removal 1(0.0) (0.0, 0.1) 2(0.0) (0.0, 0.1)
Dental care 0 (0.0, 0.0) 2(0.0) (0.0, 0.1)
Cataract operation 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Dental operation 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Drug titration 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Gingival operation 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Medical device implantation 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Polypectomy 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Rhinoplasty 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Salpingectomy 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Sclerotherapy 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Sinus operation 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Vasectomy 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
UNCODED TERM 17 (0.2) (0.1,0.3) 8(0.1) (0.0,0.1)
FATIGUE@@ 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
FEVER@@ 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
BLEPHARITIS@@ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
BOTH UNDERARM LYMPH NODE@@ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
CORONARY ARTERY DISEASE@@ 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
DIVERTICULITIS@@ 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
ELEVATED LOW-DENSITY LIPOPROTEIN@@ 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
GASTROESOPHAGEAL REFLUX@@ 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
GENERALIZED RASH ON BODY @@ 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
INJECTION AT PAIN SITE@@ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
INJECTION SITE PAIN LEFT ARM@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
INJECTION SITE PAIN@@ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
INJECTION SITE SORENESS@@ 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
INTERMITTENT MUSCLE PAIN LEFT DELTOID@ @, 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
JAMMED RIGHT INGUINAL HERNIA@@ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
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LEFT ARM BLEEDING AT INJECTION SITE@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
LEFT ARM PAIN AT INJECTION SITE@@ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
LEFT FOREARM HIVES@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
MYALGIA@@ 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
POSITIVE HERPES SIMPLEX VIRUS@@ 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
SPRAINED LEFT FOOT@@ 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
SPRAINED RIGHT FOOT@@ 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
SWOLLEN AXILLARY LYMPH NODE@@ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
UPPER BODYRASH DUE TO VACCINE@ @ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
UPPER RESPIRATORY INFECCION@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
URINARY TRACT INFECTION@@ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
VERTIGO@@ 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
VOMITING@@ 0 (0.0, 0.0) 1(0.0) (0.0,0.1)
VASCULAR DISORDERS 29 (0.3) (0.2,0.4) 29 (0.3) (0.2,0.4)
Hypertension 11 (0.1) (0.1,0.2) 16 (0.1) (0.1,0.2)
Hot flush 5(0.0) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Haematoma 2 (0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Flushing 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Deep vein thrombosis 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hypotension 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Varicose vein 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Arteriosclerosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Diastolic hypertension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Essential hypertension 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hypertensive urgency 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Intermittent claudication 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Lymphoedema 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Subgaleal haematoma 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)

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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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) (95%CI) n" (%) (95% CIY
Preferred Term
Any event 1894 (23.8) (22.9,24.7) 929 (11.7) (11.0,12.4)
BLOOD AND LYMPHATIC SYSTEM DISORDERS 17(0.2) (0.1,0.3) 6(0.1) (0.0, 0.2)
Lymphadenopathy 10(0.1) (0.1,0.2) 3(0.0) (0.0,0.1)
Iron deficiency anaemia 4(0.1) (0.0,0.1) 1(0.0) (0.0,0.1)
Anaemia 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Neutropenia 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Thrombocytopenia 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Blood loss anaemia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hypochromic anaemia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Leukopenia 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
CARDIAC DISORDERS 23(0.3) (0.2,04) 16(0.2) (0.1,0.3)
Palpitations 3(0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Tachycardia 3(0.00 (0.0,0.1) 1(0.0) (0.0,0.1)
Atrial fibrillation 5(0.1)  (0.0,0.1) 5(0.1) (0.0,0.1)
Acute myocardial infarction 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Cardiac failure congestive 2 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Angina pectoris 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Angina unstable 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Coronary artery disease 1(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Left ventricular hypertrophy 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Mitral valve incompetence 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Myocardial infarction 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Acute coronary syndrome 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Atrial flutter 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Mitral valve prolapse 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Tricuspid valve incompetence 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Ventricular extrasystoles 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Aortic valve incompetence 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Arrhythmia 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Coronary artery dissection 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Coronary artery occlusion 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Left ventricular dysfunction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pericardial effusion 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Tachyarrhythmia 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Ventricular arrhythmia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Heart disease congenital 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
EAR AND LABYRINTH DISORDERS 24(0.3) (0.2,04) 19(0.2) (0.1,0.4)
Vertigo 13(0.2) (0.1,0.3) 7(0.1) (0.0,0.2)
Tinnitus 5(0.1)  (0.0,0.1) 3(0.0) (0.0,0.1)
Ear pain 1(0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Vertigo positional 4(0.1) (0.0,0.1) 2(0.0) (0.0,0.1)
Cerumen impaction 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Deafness unilateral 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Ear disorder 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Meniere's disease 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Ear pruritus 0 (0.0,0.0) 1(0.0) (0.0,0.1)
ENDOCRINE DISORDERS 4(0.1) (0.0,0.1) 2(0.0) (0.0,0.1)
Hypothyroidism 1(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) (95%CI°) n" (%) (95% CIY
Preferred Term
Hypogonadism 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Goitre 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Thyroid mass 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
EYE DISORDERS 22(0.3) (0.2,04) 21(03) (0.2,0.4)
Eye pain 2(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Vision blurred 4(0.1) (0.0,0.1) 2(0.0) (0.0, 0.1)
Cataract 4(0.1) (0.0,0.1) 4(0.1) (0.0, 0.1)
Eye irritation 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Chalazion 2(0.0) (0.0,0.1) 0 (0.0, 0.0)
Blepharitis 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Dry eye 0 (0.0,0.0) 2(0.0) (0.0, 0.1)
Keratitis 1(0.0)  (0.0,0.1) 1(0.0) (0.0, 0.1)
Vitreous detachment 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Conjunctival haemorrhage 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Conjunctivitis allergic 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Ocular hyperaemia 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Retinal detachment 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Diplopia 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Vitreous floaters 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Conjunctival hyperaemia 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Dacryostenosis acquired 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Diabetic retinopathy 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Eye swelling 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Eyelid haematoma 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Iritis 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Ocular discomfort 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Retinal artery occlusion 0 (0.0,0.0) 1(0.0) (0.0,0.1)
GASTROINTESTINAL DISORDERS 219 (2.8) (24,3.1) 132(1.7) (1.4,2.0)
Diarrhoea 77(1.0) (0.8,1.2) 51(0.6) (0.5,0.8)
Nausea 75(09) (0.7,1.2) 22(0.3) (0.2,0.4)
Vomiting 11(0.1) (0.1,0.2) 8(0.1) (0.0, 0.2)
Toothache 8(0.1) (0.0,0.2) 6(0.1) (0.0, 0.2)
Abdominal pain upper 7(0.1) (0.0,0.2) 6(0.1) (0.0,0.2)
Abdominal pain 5(0.1) (0.0,0.1) 4(0.1) (0.0,0.1)
Dyspepsia 5(0.1) (0.0,0.1)  3(0.0) (0.0,0.1)
Gastrooesophageal reflux disease 3(0.0)0 (0.0,0.1) 5(0.1) (0.0,0.1)
Odynophagia 3(0.0) (0.0,0.1) 3(0.0) (0.0, 0.1)
Constipation 3(0.0) (0.0,0.1) 8(0.1) (0.0, 0.2)
Dental caries 2(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Aphthous ulcer 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Gastritis 1(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Haemorrhoids 1(0.0) (0.0,0.1) 4(0.1) (0.0,0.1)
Abdominal distension 5(0.1) (0.0,0.1) 1(0.0) (0.0,0.1)
Abdominal discomfort 1(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Dry mouth 2(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Flatulence 2(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Irritable bowel syndrome 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Stomatitis 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Gastrointestinal disorder 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Large intestine polyp 1(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) (95%CI°) n" (%) (95% CIY
Preferred Term
Paraesthesia oral 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Rectal haemorrhage 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Small intestinal obstruction 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Abdominal pain lower 1 (0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Faeces soft 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Food poisoning 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Inguinal hernia 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Retching 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Cheilitis 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Colitis microscopic 2(0.0) (0.0,0.1) 0 (0.0, 0.0)
Diverticulum 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Diverticulum intestinal 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Haematochezia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hiatus hernia 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Hypoaesthesia oral 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Lip swelling 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Mouth ulceration 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Oral pain 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Parotid duct obstruction 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Salivary gland calculus 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Swollen tongue 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Abdominal adhesions 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Abdominal rigidity 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Anal pruritus 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Chronic gastritis 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Colitis 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Colitis ulcerative 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Epiploic appendagitis 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Gastric ulcer 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Gastrointestinal pain 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Gingival discomfort 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Glossitis 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Glossodynia 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Haemorrhoidal haemorrhage 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Intestinal obstruction 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Oesophageal spasm 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Oesophageal ulcer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Oral discomfort 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Pancreatic mass 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Proctalgia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Tongue discolouration 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Tongue pruritus 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Tongue ulceration 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Tooth disorder 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Varices oesophageal 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
GENERAL DISORDERS AND ADMINISTRATION SITE 1206 (15.2) (14.4,16.0) 240 (3.0) (2.7,3.4)
CONDITIONS
Injection site pain 750 (9.4) (8.8,10.1) 89(1.1) (09,14
Fatigue 336 (4.2) (3.8,47) 83(1.0) (0.8,1.3)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) (95%CI°) n" (%) (95% CIY
Preferred Term
Pyrexia 325(4.1) (3.7,45) 22(0.3) (02,04
Chills 305(3.8) (3.4,43) 29(04) (0.2,0.5)
Pain 148 (1.9) (1.6,2.2) 13(0.2) (0.1,0.3)
Injection site erythema 51(0.6) (0.5,0.8) 7(0.1) (0.0,0.2)
Malaise 36 (0.5) (0.3,0.6) 7(0.1) (0.0,0.2)
Injection site swelling 41(0.5) (0.4,0.7) 8(0.1) (0.0,0.2)
Asthenia 28(0.4) (0.2,0.5) 7(0.1) (0.0,0.2)
Injection site pruritus 12(0.2) (0.1,0.3) 1(0.0) (0.0,0.1)
Influenza like illness 8(0.1) (0.0,0.2) 1(0.0) (0.0,0.1)
Chest pain 4(0.1) (0.0,0.1) 2(0.0) (0.0,0.1)
Injection site bruising 3(0.0) (0.0,0.1) 4(0.1) (0.0,0.1)
Vaccination site pain 5(0.1) (0.0,0.1) 0 (0.0, 0.0)
Injection site warmth 4(0.1) (0.0,0.1) 1(0.0) (0.0,0.1)
Axillary pain 2(0.0) (0.0,0.1) 0 (0.0, 0.0)
Feeling hot 2(0.0) (0.0,0.1) 0 (0.0, 0.0)
Chest discomfort 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site induration 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site oedema 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site discomfort 4(0.1) (0.0,0.1) 2(0.0) (0.0,0.1)
Non-cardiac chest pain 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Peripheral swelling 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Oedema peripheral 2 (0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Injection site haematoma 1 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Swelling face 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Cyst 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Injection site mass 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Injection site rash 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Injection site reaction 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Sensation of foreign body 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Swelling 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Face oedema 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Induration 2(0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site discolouration 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Injection site haemorrhage 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Nodule 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Sluggishness 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Vessel puncture site bruise 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Application site pruritus 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Discomfort 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Drug withdrawal syndrome 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Facial pain 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site irritation 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site plaque 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Injection site urticaria 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Mass 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Reactogenicity event 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Temperature intolerance 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Vaccination site swelling 0 (0.0,0.0) 1(0.0) (0.0,0.1)
HEPATOBILIARY DISORDERS 8(0.1) (0.0,0.2) 2(0.0) (0.0,0.1)
Cholelithiasis 5(0.1)  (0.0,0.1) 0 (0.0, 0.0)
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Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) (95%CI°) n" (%) (95% CIY
Preferred Term
Biliary colic 2(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Cholecystitis acute 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Cholecystitis 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Cirrhosis alcoholic 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Hepatic cirrhosis 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
IMMUNE SYSTEM DISORDERS 4(0.1) (0.0,0.1) 8(0.1) (0.0,0.2)
Seasonal allergy 1(0.0) (0.0,0.1) 7(0.1) (0.0,0.2)
Immunisation reaction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Food allergy 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Anaphylactic shock 0 (0.0,0.0) 1(0.0) (0.0,0.1)
INFECTIONS AND INFESTATIONS 126 (1.6) (1.3,1.9) 118(1.5) (1.2,1.8)
Urinary tract infection 19(0.2) (0.1,0.4) 22(0.3) (0.2,0.4)
Tooth infection 13(0.2) (0.1,0.3) 8(0.1) (0.0,0.2)
Sinusitis 10(0.1) (0.1,0.2) 9(0.1) (0.1,0.2)
Herpes zoster 7(0.1) (0.0,0.2) 6(0.1) (0.0,0.2)
Cellulitis 4(0.1) (0.0,0.1) 4(0.1) (0.0, 0.1)
Ear infection 2 (0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Gastroenteritis 3(0.0) (0.0,0.1) 5(0.1) (0.0,0.1)
Conjunctivitis 4(0.1) (0.0,0.1) 2(0.0) (0.0,0.1)
Cystitis 4(0.1) (0.0,0.1) 3(0.0) (0.0,0.1)
Hordeolum 4(0.1) (0.0,0.1) 4(0.1) (0.0,0.1)
Upper respiratory tract infection 3(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Rhinitis 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Diverticulitis 4(0.1) (0.0,0.1) 0 (0.0, 0.0)
Otitis externa 2 (0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Otitis media 1(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Vulvovaginal mycotic infection 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Appendicitis 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Gingivitis 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Acute sinusitis 1(0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Pneumonia 3(0.00 (0.0,0.1) 5¢(0.1) (0.0,0.1)
Oral herpes 2(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Tooth abscess 1(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Vulvovaginal candidiasis 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Bronchitis 1(0.0) (0.0,0.1) 4(0.1) (0.0, 0.1)
Furuncle 1(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Periodontitis 1(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Pharyngitis streptococcal 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Skin infection 1(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Vaginal infection 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Influenza 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Nasopharyngitis 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Otitis media acute 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Paronychia 1(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Pyelonephritis 2(0.0) (0.0,0.1) 0 (0.0, 0.0)
Eye infection 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Genital herpes 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Localised infection 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Appendicitis perforated 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Chronic sinusitis 0 (0.0,0.0) 1(0.0) (0.0,0.1)
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Vaccine Group (as Administered)
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System Organ Class n® (%) (95%CI°) n" (%) (95% CIY
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Erysipelas 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Fungal skin infection 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Gingival abscess 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Infected bite 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Kidney infection 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Laryngitis 2(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Onychomycosis 1(0.0)  (0.0,0.1) 1(0.0) (0.0, 0.1)
Parotitis 1(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Postoperative wound infection 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Pustule 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Rash pustular 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Suspected COVID-19 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Trichomoniasis 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Vulvovaginitis 1(0.0)  (0.0,0.1) 1(0.0) (0.0, 0.1)
Abscess intestinal 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Abscess limb 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Bacterial infection 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Bone abscess 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Brain abscess 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Cellulitis orbital 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Complicated appendicitis 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Conjunctivitis bacterial 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Dental fistula 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Device related infection 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Empyema 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Endocarditis bacterial 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Fungal infection 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site abscess 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Orchitis 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Osteomyelitis 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Otitis media bacterial 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Peritonitis 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Pyelonephritis acute 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Respiratory tract infection viral 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Sepsis 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Skin bacterial infection 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Staphylococcal infection 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Viral pharyngitis 0 (0.0,0.0) 1(0.0) (0.0,0.1)
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 86 (1.1) (0.9,1.3) 103(1.3) (1.1,1.6)
Fall 23(0.3) (0.2,04) 27(0.3) (0.2,0.5)
Ligament sprain 9(0.1) (0.1,0.2)  7(0.1) (0.0,0.2)
Skin laceration 4(0.1) (0.0,0.1) 11(0.1) (0.1,0.2)
Contusion 4(0.1) (0.0,0.1) 9(0.1) (0.1, 0.2)
Muscle strain 6(0.1) (0.0,0.2) 7(0.1) (0.0,0.2)
Arthropod bite 8(0.1) (0.0,0.2) 5(0.1) (0.0, 0.1)
Road traffic accident 0 (0.0,0.0) 3(0.0) (0.0,0.1)
Skin abrasion 4(0.1) (0.0,0.1) 9(0.1) (0.1, 0.2)
Limb injury 2(0.0) (0.0,0.1) 4(0.1) (0.0, 0.1)
Foot fracture 3(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Tooth fracture 4(0.1) (0.0,0.1) 2(0.0) (0.0,0.1)
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Procedural pain 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Meniscus injury 1(0.0) (0.0,0.1) 4(0.1) (0.0,0.1)
Animal bite 0 (0.0,0.0) 5(0.1) (0.0, 0.1)
Arthropod sting 3(0.0)0 (0.0,0.1) 3(0.0) (0.0,0.1)
Facial bones fracture 2 (0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Joint dislocation 5(0.1)  (0.0,0.1) 1(0.0) (0.0,0.1)
Joint injury 2(0.0) (0.0,0.1) 0 (0.0, 0.0)
Rib fracture 3(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Ankle fracture 2 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Muscle rupture 0 (0.0,0.0)  3(0.0) (0.0,0.1)
Vaccination complication 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Corneal abrasion 2(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Thermal burn 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Chest injury 2(0.0) (0.0,0.1) 0 (0.0, 0.0)
Concussion 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Fibula fracture 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Hand fracture 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Radius fracture 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Head injury 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Humerus fracture 0 (0.0,0.0) 3(0.0) (0.0, 0.1)
Ligament rupture 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Muscle injury 1(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Spinal compression fracture 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Wound 0 (0.0,0.0) 2(0.0) (0.0, 0.1)
Wrist fracture 1 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Bone contusion 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Epicondylitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Skin injury 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Tendon rupture 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Ulna fracture 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Alcohol poisoning 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Brain contusion 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Burn oral cavity 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Burns first degree 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Burns second degree 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Dental restoration failure 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Ear canal abrasion 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Ear injury 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Limb fracture 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Lower limb fracture 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Mouth injury 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Muscle contusion 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Overdose 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Patella fracture 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Pelvic fracture 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Post concussion syndrome 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Procedural hypotension 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Respiratory fume inhalation disorder 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Scapula fracture 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Stoma site rash 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
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Sunburn 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Traumatic intracranial haemorrhage 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
INVESTIGATIONS 56 (0.7) (0.5,0.9) 16(0.2) (0.1,0.3)
Body temperature increased 33(04) (0.3,0.6) 1(0.0) (0.0, 0.1)
Blood pressure increased 1 (0.0) (0.0,0.1) 2(0.0) (0.0, 0.1)
Blood glucose increased 8(0.1) (0.0,0.2) 0 (0.0, 0.0)
Heart rate increased 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Blood cholesterol increased 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Low density lipoprotein increased 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Blood thyroid stimulating hormone increased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Prostatic specific antigen increased 1 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Hepatic enzyme increased 0 (0.0,0.0) 2(0.0) (0.0, 0.1)
High density lipoprotein increased 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Blood chloride decreased 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Blood glucose fluctuation 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Blood sodium decreased 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Blood testosterone increased 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Blood triglycerides increased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Body temperature decreased 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Cardiac stress test abnormal 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Emergency care examination 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Fractional exhaled nitric oxide increased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Glomerular filtration rate decreased 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hepatitis C antibody positive 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Lumbar puncture 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Monocyte count increased 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Platelet count increased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Respiratory rate increased 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
SARS-CoV-2 test positive 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Troponin increased 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Urine ketone body present 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
White blood cell count increased 0 (0.0,0.0) 1(0.0) (0.0,0.1)
White blood cells urine positive 0 (0.0,0.0) 1(0.0) (0.0,0.1)
METABOLISM AND NUTRITION DISORDERS 30(04) (0.3,0.5) 24(0.3) (0.2,04)
Decreased appetite 7(0.1)  (0.0,0.2) 2(0.0) (0.0,0.1)
Hypercholesterolaemia 1 (0.0) (0.0,0.1) 4(0.1) (0.0,0.1)
Type 2 diabetes mellitus 3(0.00 (0.0,0.1) 3(0.0) (0.0,0.1)
Dyslipidaemia 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Hypokalaemia 2(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Gout 2(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Hyperlipidaemia 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Vitamin D deficiency 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Dehydration 1 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Hyperglycaemia 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Diabetes mellitus inadequate control 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Hypoglycaemia 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Insulin resistance 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hypertriglyceridaemia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Polydipsia 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Fluid retention 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
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Hyperkalaemia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hypernatraemia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hyperuricaemia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hypomagnesaemia 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hyponatraemia 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hypovolaemia 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Increased appetite 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Iron deficiency 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Vitamin B12 deficiency 0 (0.0,0.0) 1(0.0) (0.0,0.1)
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 473 (59) (54,6.5) 163(2.1) (1.8,2.4)
Myalgia 276 (3.5) (3.1,3.9) 50(0.6) (0.5,0.8)
Arthralgia 78 (1.0) (0.8,1.2) 39(0.5) (0.3,0.7)
Pain in extremity 71(0.9) (0.7,1.1) 16(0.2) (0.1,0.3)
Back pain 37(0.5) (0.3,0.6) 24(03) (0.2,0.4)
Neck pain 7(0.1)  (0.0,0.2) 9(0.1) (0.1, 0.2)
Muscle spasms 14(0.2) (0.1,0.3) 6(0.1) (0.0,0.2)
Musculoskeletal stiffness 9(0.1) (0.1,0.2) 4(0.1) (0.0,0.1)
Osteoarthritis 5(0.1) (0.0,0.1) 6(0.1) (0.0,0.2)
Muscle contracture 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Tendonitis 2(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Intervertebral disc protrusion 4(0.1) (0.0,0.1) 1(0.0) (0.0, 0.1)
Muscular weakness 3(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Musculoskeletal chest pain 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Bursitis 3(0.0) (0.0,0.1) 2(0.0) (0.0, 0.1)
Plantar fasciitis 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Arthritis 2(0.0) (0.0,0.1) 2(0.0) (0.0, 0.1)
Flank pain 0 (0.0,0.0) 2(0.0) (0.0, 0.1)
Musculoskeletal discomfort 1(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Exostosis 2(0.0) (0.0,0.1) 2(0.0) (0.0, 0.1)
Joint stiffness 2(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Joint swelling 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Spinal osteoarthritis 2 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Costochondritis 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Joint range of motion decreased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Musculoskeletal pain 1 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Rotator cuff syndrome 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Bone pain 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Muscle fatigue 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Pain in jaw 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Temporomandibular joint syndrome 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Groin pain 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Intervertebral disc degeneration 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Joint effusion 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Limb discomfort 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Mobility decreased 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Muscle twitching 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Osteitis 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Osteoporosis 0 (0.0,0.0) 2(0.0) (0.0, 0.1)
Spinal stenosis 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Spondylitis 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
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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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) (95%CI°) n" (%) (95% CIY
Preferred Term
Synovial cyst 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Trigger finger 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Arthritis reactive 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Arthropathy 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Axillary mass 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Dupuytren's contracture 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Osteopenia 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Psoriatic arthropathy 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL 10(0.1) (0.1,0.2) 20(0.3) (0.2,0.4)
CYSTS AND POLYPS)
Basal cell carcinoma 3(0.0) (0.0,0.1) 7(0.1) (0.0,0.2)
Lipoma 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Malignant melanoma 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Acrochordon 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Breast cancer 0 (0.0,0.0) 2(0.0) (0.0, 0.1)
Colon adenoma 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Adenoma benign 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Adrenal gland cancer 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Glomus tumour 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Hepatic cancer metastatic 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Infected naevus 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Intraductal proliferative breast lesion 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Lymphoproliferative disorder 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Malignant melanoma of eyelid 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Penile neoplasm 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Prostate cancer 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Seborrhoeic keratosis 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Squamous cell carcinoma 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Squamous cell carcinoma of skin 0 (0.0,0.0) 1(0.0) (0.0,0.1)
NERVOUS SYSTEM DISORDERS 391 (49) (44,54) 163(2.1) (18,24
Headache 317 (4.0) (3.6,4.4) 103 (1.3) (1.1,1.6)
Dizziness 25(0.3) (0.2,0.5) 23(03) (0.2,0.4)
Paraesthesia 5(0.1) (0.0,0.1) 6(0.1) (0.0,0.2)
Migraine 1(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Lethargy 15(0.2) (0.1,0.3) 1(0.0) (0.0, 0.1)
Syncope 2 (0.0) (0.0,0.1) 6(0.1) (0.0,0.2)
Sciatica 2(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Tension headache 1 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Dysgeusia 3(0.00 (0.0,0.1) 4(0.1) (0.0,0.1)
Somnolence 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Presyncope 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Tremor 2(0.0) (0.0,0.1) 4(0.1) (0.0, 0.1)
Hypoaesthesia 2 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Burning sensation 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Parosmia 2(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Subarachnoid haemorrhage 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Cerebrovascular accident 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Nerve compression 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Sinus headache 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Dizziness postural 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
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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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) (95%CI°) n" (%) (95% CIY
Preferred Term
Facial paralysis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Migraine without aura 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Neuropathy peripheral 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Transient ischaemic attack 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Aphasia 1(0.0)  (0.0,0.1) 1(0.0) (0.0, 0.1)
Carpal tunnel syndrome 1(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Cervical radiculopathy 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Ischaemic stroke 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Migraine with aura 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Post herpetic neuralgia 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Trigeminal neuralgia 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Balance disorder 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Cerebellar infarction 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Cerebral atrophy 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Cerebral infarction 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Diabetic neuropathy 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Dyskinesia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Facial paresis 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Haemorrhagic stroke 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Hypersomnia 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Intention tremor 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Myoclonus 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Parkinsonism 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Periodic limb movement disorder 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Transient global amnesia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Uraemic encephalopathy 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
PRODUCT ISSUES 1(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Device breakage 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Device connection issue 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
PSYCHIATRIC DISORDERS 24(03) (0.2,04) 17(0.2) (0.1,0.3)
Anxiety 4(0.1) (0.0,0.1) 4(0.1) (0.0, 0.1)
Insomnia 7(0.1)  (0.0,0.2) 2(0.0) (0.0, 0.1)
Depression 0 (0.0,0.0) 5(0.1) (0.0,0.1)
Irritability 1(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Anxiety disorder 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Panic attack 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Sleep disorder 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Abnormal dreams 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Disorientation 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Suicidal ideation 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Mental disorder 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Mental status changes 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Nightmare 2(0.0) (0.0,0.1) 0 (0.0, 0.0)
Bipolar disorder 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Dysphemia 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Libido increased 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Mood swings 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Paranoia 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Restlessness 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
RENAL AND URINARY DISORDERS 18(0.2) (0.1,04) 12(0.2) (0.1,0.3)
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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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) (95%CI°) n" (%) (95% CIY
Preferred Term
Dysuria 4(0.1) (0.0,0.1) 2(0.0) (0.0, 0.1)
Nephrolithiasis 2 (0.0) (0.0,0.1) 3(0.0) (0.0,0.1)
Haematuria 2 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Pollakiuria 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Acute kidney injury 3(0.00 (0.0,0.1) 1(0.0) (0.0,0.1)
Urinary retention 2(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Bladder spasm 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Chronic kidney disease 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Hydronephrosis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Micturition urgency 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Nocturia 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Obstructive nephropathy 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Urinary tract obstruction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Urine odour abnormal 0 (0.0,0.0) 1(0.0) (0.0,0.1)
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 10(0.1) (0.1,0.2) 8(0.1) (0.0,0.2)
Ovarian cyst 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pelvic pain 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Breast pain 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Erectile dysfunction 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Benign prostatic hyperplasia 1 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Prostatitis 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Vaginal haemorrhage 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Breast mass 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Genital erythema 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Pruritus genital 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Breast calcifications 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Ovarian mass 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Prostatomegaly 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Uterine prolapse 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Vulvovaginal pruritus 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 72(0.9) (0.7,1.1) 44(0.6) (04,0.7)
Oropharyngeal pain 12(0.2) (0.1,0.3) 8(0.1) (0.0,0.2)
Nasal congestion 7(0.1) (0.0,0.2) 3(0.0) (0.0,0.1)
Cough 9(0.1) (0.1,0.2) 6(0.1) (0.0, 0.2)
Rhinorrhoea 10(0.1) (0.1,0.2) 5(0.1) (0.0,0.1)
Rhinitis allergic 1 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Asthma 5(0.1)  (0.0,0.1) 3(0.0) (0.0,0.1)
Dyspnoea 4(0.1) (0.0,0.1) 3(0.0) (0.0,0.1)
Throat irritation 4(0.1) (0.0,0.1) 3(0.0) (0.0,0.1)
Upper-airway cough syndrome 2(0.0) 0.0,0.1) 1(0.0) (0.0, 0.1)
Paranasal sinus discomfort 1 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Sinus congestion 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Epistaxis 2(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Productive cough 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Pulmonary embolism 1(0.0) (0.0,0.1) 2(0.0) (0.0, 0.1)
Bronchospasm 1(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Chronic obstructive pulmonary disease 2 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Dyspnoea exertional 1(0.0) 0.0,0.1) 1(0.0) (0.0, 0.1)
Respiratory tract congestion 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Upper respiratory tract congestion 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
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Acute respiratory failure 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Dry throat 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Dysphonia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Interstitial lung disease 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Nasal turbinate hypertrophy 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Pneumonia aspiration 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Sleep apnoea syndrome 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Sneezing 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Wheezing 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Atelectasis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Emphysema 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hiccups 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Nasal polyps 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Paranasal sinus hypersecretion 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Pleurisy 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Pneumonitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pulmonary hypertension 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pulmonary mass 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Pulmonary oedema 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Rhinalgia 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Rhinitis perennial 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Sinus disorder 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Sinus pain 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 81(1.0) (0.8,1.3) 61(0.8) (0.6,1.0)
Rash 18(0.2) (0.1,04) 16(0.2) (0.1,0.3)
Pruritus 11(0.1) (0.1,0.2) 5(0.1) (0.0, 0.1)
Hyperhidrosis 10(0.1) (0.1,0.2) 4(0.1) (0.0,0.1)
Dermatitis contact 6(0.1) (0.0,0.2) 7(0.1) (0.0,0.2)
Urticaria 4(0.1) (0.0,0.1) 4(0.1) (0.0,0.1)
Night sweats 7(0.1)  (0.0,0.2) 2(0.0) (0.0,0.1)
Rash pruritic 3(0.00 (0.0,0.1) 2(0.0) (0.0,0.1)
Erythema 3(0.00 (0.0,0.1) 1(0.0) (0.0,0.1)
Alopecia 1(0.0) (0.0,0.1) 2(0.0) (0.0, 0.1)
Eczema 3(0.0) (0.0,0.1) 2(0.0) (0.0, 0.1)
Rash maculo-papular 0 (0.0,0.0) 2(0.0) (0.0,0.1)
Skin lesion 1(0.0) (0.0,0.1) 2(0.0) (0.0, 0.1)
Dermatitis 2(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Angioedema 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Dermal cyst 2(0.0) (0.0,0.1) 0 (0.0, 0.0)
Dermatitis allergic 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Rash erythematous 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Actinic keratosis 1 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Blister 1(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Drug eruption 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Ecchymosis 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Acne 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Alopecia areata 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Cold sweat 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Macule 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Pain of skin 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) (95%CI°) n" (%) (95% CIY
Preferred Term
Papule 2(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Psoriasis 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Rosacea 1 (0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Dermatitis exfoliative 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hand dermatitis 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Pseudofolliculitis 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Skin discolouration 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Skin induration 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Skin mass 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Stasis dermatitis 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Urticaria chronic 0 (0.0,0.0) 1(0.0) (0.0,0.1)
SURGICAL AND MEDICAL PROCEDURES 15(0.2) (0.1,0.3) 5(0.1) (0.0, 0.1)
Tooth extraction 2(0.0) (0.0,0.1) 3(0.0) (0.0, 0.1)
Dental implantation 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Apicectomy 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
Botulinum toxin injection 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Carpal tunnel decompression 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hip surgery 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Inguinal hernia repair 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Lacrimal duct procedure 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Lens extraction 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Meniscus operation 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Open reduction of fracture 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Postoperative care 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Sebaceous cyst excision 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Skin neoplasm excision 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
UNCODED TERM 6(0.1) (0.0,0.2) 8(0.1) (0.0, 0.2)
FATIGUE@@ 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
FEVER@@ 2(0.0)  (0.0,0.1) 0 (0.0, 0.0)
BODY ACHE@@ 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
BODY ACHES@@ 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
CHILLS@@ 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
FRACTURED LEFT ELBOW@@ 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
FUNGUS, TOES, RIGHT (SKIN OF TOES)@@ 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
FUNGUS, TOES, RIGHT (TOENAILS)@@ 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
GENERALIZED JOINT PAIN@@ 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
HYPERLIPIDEMIA@@ 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
MUSCLE ACHES@@ 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
MYOCARDIAL ISCHEMIA- RELATED TO SPONTANEOUS 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
CORONARY ARTERY DISSECTION@@
PAIN IN SITE OF INJECTION RIGHT ARM@®@ 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
RENAL CALCULUS, WORSENING@@ 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
RIGHT ARM PAIN WITH MOTION@@ 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
SORE LYMPH NODES, NECK, RIGHT@@ 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
SWOLLEN LYMPH NODE IN RIGHT AXILLA@@ 1(0.0)  (0.0,0.1) 0 (0.0, 0.0)
TONGUE AND THROAT SWELLING@@ 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
VASCULAR DISORDERS 27(0.3)  (0.2,0.5) 34(04) (0.3,0.6)
Hypertension 15(0.2) (0.1,0.3) 19(0.2) (0.1,0.4)
Hot flush 2(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Haematoma 1(0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
PFIZER CONFIDENTIAL

Page 103



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

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, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)

System Organ Class n® (%) (95%CI°) n" (%) (95% CIY
Preferred Term
Flushing 3(0.0) (0.0,0.1) 1(0.0) (0.0, 0.1)
Deep vein thrombosis 1(0.0) (0.0,0.1) 1(0.0) (0.0,0.1)
Hypotension 1 (0.0) (0.0,0.1) 2(0.0) (0.0,0.1)
Orthostatic hypotension 1 (0.0) (0.0,0.1) 2(0.0) (0.0, 0.1)
Aortic aneurysm 0 (0.0,0.0) 2(0.0) (0.0, 0.1)
Arteriosclerosis 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Accelerated hypertension 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Aortic dilatation 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Hypertensive crisis 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Lymphorrhoea 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pallor 0 (0.0,0.0) 1(0.0) (0.0, 0.1)
Phlebolith 0 (0.0,0.0) 1(0.0) (0.0,0.1)
Raynaud's phenomenon 0 (0.0,0.0) 1(0.0) (0.0, 0.1)

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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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Any event 2551(23.5)  (22.7,243)  622(5.7) (5.3,6.2)
BLOOD AND LYMPHATIC SYSTEM DISORDERS 43 (0.4) (0.3,0.5) 2 (0.0) (0.0, 0.1)
Lymphadenopathy 40 (0.4) 0.3,0.5) 2(0.0) (0.0, 0.1)
Lymph node pain 4 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Neutropenia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
CARDIAC DISORDERS 7(0.1) (0.0, 0.1) 3(0.0) (0.0, 0.1)
Tachycardia 5(0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Palpitations 0 (0.0, 0.0) 2(0.0) (0.0, 0.1)
Sinus tachycardia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Supraventricular tachycardia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
EAR AND LABYRINTH DISORDERS 3(0.0) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Vertigo 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Ear pain 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Ear discomfort 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Tympanic membrane perforation 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Vertigo positional 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
EYE DISORDERS 10 (0.1) (0.0, 0.2) 4 (0.0) (0.0, 0.1)
Eye pain 4 (0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Eye irritation 3(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Photophobia 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Ocular hyperaemia 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Conjunctival oedema 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Dry eye 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Lacrimation increased 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
GASTROINTESTINAL DISORDERS 220 (2.0) (1.8,2.3) 101 (0.9) (0.8, 1.1)
Diarrhoea 84 (0.8) (0.6, 1.0) 65 (0.6) (0.5, 0.8)
Nausea 123 (1.1) 0.9, 1.4) 25(0.2) (0.1, 0.3)
Vomiting 24 (0.2) (0.1, 0.3) 6(0.1) (0.0, 0.1)
Abdominal pain 3(0.0) (0.0,0.1) 6(0.1) (0.0,0.1)
Abdominal pain upper 7(0.1) (0.0,0.1) 1 (0.0) (0.0,0.1)
Dyspepsia 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Abdominal discomfort 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Dry mouth 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Paraesthesia oral 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Aphthous ulcer 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Faeces soft 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Flatulence 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Gingival pain 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Hypoaesthesia oral 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Odynophagia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Retching 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Abdominal distension 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Dysphagia 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Eructation 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Gastrointestinal disorder 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Gingival bleeding 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Gingival swelling 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Lip swelling 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Loose tooth 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Tongue discomfort 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)

GENERAL DISORDERS AND ADMINISTRATION SITE 2247 (20.7) (20.0,21.5) 421 (3.9) (3.5,4.3)
CONDITIONS

Injection site pain 1356 (12.5)  (11.9,13.1) 188 (1.7) (1.5,2.0)
Fatigue 672 (6.2) (5.8,6.7) 162 (1.5) (1.3, 1.7)
Pyrexia 812 (7.5) (7.0, 8.0) 35(0.3) (0.2,0.4)
Chills 692 (6.4) (5.9, 6.9) 49 (0.5) (0.3, 0.6)
Pain 305 (2.8) (2.5,3.1) 19(0.2) (0.1, 0.3)
Injection site erythema 87 (0.8) (0.6, 1.0) 12 (0.1) (0.1,0.2)
Injection site swelling 52 (0.5) (0.4, 0.6) 8(0.1) (0.0,0.1)
Malaise 59 (0.5) 0.4,0.7) 4 (0.0) (0.0, 0.1)
Asthenia 31(0.3) (0.2,0.4) 7(0.1) (0.0, 0.1)
Injection site pruritus 15 (0.1) (0.1,0.2) 4(0.0) (0.0, 0.1)
Influenza like illness 12 (0.1) (0.1,0.2) 2 (0.0) (0.0, 0.1)
Injection site bruising 7 (0.1) (0.0,0.1) 9(0.1) (0.0, 0.2)
Vaccination site pain 8(0.1) (0.0,0.1) 4 (0.0) (0.0,0.1)
Injection site warmth 8(0.1) (0.0,0.1) 3(0.0) (0.0,0.1)
Feeling hot 6(0.1) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Injection site induration 3(0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Injection site oedema 7 (0.1) (0.0,0.1) 0 (0.0, 0.0)
Axillary pain 3(0.0) (0.0,0.1) 2 (0.0) (0.0, 0.1)
Injection site discomfort 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Injection site haematoma 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Adverse drug reaction 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Chest discomfort 2 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Chest pain 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Injection site mass 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site papule 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Injection site paraesthesia 2 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.1)
Injection site rash 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site reaction 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Peripheral swelling 1 (0.0) (0.0,0.1) 2 (0.0) (0.0, 0.1)
Injection site discolouration 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Nodule 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Non-cardiac chest pain 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Sensation of foreign body 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Swelling 1(0.0) (0.0,0.1) 0 (0.0, 0.0)
Vaccination site oedema 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Application site pain 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Application site rash 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Application site reaction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Exercise tolerance decreased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Feeling abnormal 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Feeling cold 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Illness 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site dermatitis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site hyperaesthesia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site lymphadenopathy 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Injection site macule 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Shoulder injury related to vaccine administration 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Swelling face 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Thirst 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Vaccination site nodule 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Vessel puncture site bruise 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
IMMUNE SYSTEM DISORDERS 5(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Immunisation reaction 4(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Allergy to vaccine 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Drug hypersensitivity 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
INFECTIONS AND INFESTATIONS 4 (0.0) (0.0, 0.1) 3(0.0) (0.0, 0.1)
Rhinitis 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Conjunctivitis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Cystitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Gastroenteritis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Oral candidiasis 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Otitis media acute 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Pharyngitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
INJURY, POISONING AND PROCEDURAL 10 (0.1) (0.0, 0.2) 1 (0.0) (0.0, 0.1)
COMPLICATIONS
Vaccination complication 4 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Contusion 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Procedural pain 4(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Administration related reaction 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
INVESTIGATIONS 60 (0.6) 0.4,0.7) 8(0.1) (0.0, 0.1)
Body temperature increased 55(0.5) (0.4,0.7) 6(0.1) (0.0,0.1)
Heart rate increased 2 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Blood pressure increased 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Blood glucose abnormal 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Heart rate irregular 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Weight decreased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
METABOLISM AND NUTRITION DISORDERS 23 (0.2) (0.1, 0.3) 6(0.1) (0.0, 0.1)
Decreased appetite 21(0.2) (0.1, 0.3) 6(0.1) (0.0, 0.1)
Polydipsia 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Gout 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
MUSCULOSKELETAL AND CONNECTIVE TISSUE 781 (7.2) 6.7,7.7) 91 (0.8) (0.7, 1.0)
DISORDERS
Myalgia 612 (5.6) (5.2,6.1) 69 (0.6) (0.5, 0.8)
Arthralgia 102 (0.9) 0.8, 1.1) 15(0.1) (0.1, 0.2)
Pain in extremity 82(0.8) (0.6, 0.9) 4 (0.0) (0.0, 0.1)
Back pain 16 (0.1) 0.1, 0.2) 3(0.0) (0.0, 0.1)
Musculoskeletal stiffness 2 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.1)
Muscle spasms 3(0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Neck pain 4 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Muscular weakness 4 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Musculoskeletal discomfort 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Joint range of motion decreased 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Musculoskeletal chest pain 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Tendonitis 4 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Joint stiffness 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Muscle fatigue 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Flank pain 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Muscle twitching 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Musculoskeletal pain 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Pain in jaw 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Bone pain 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Costochondritis 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Groin pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Joint swelling 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Muscle discomfort 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Muscle tightness 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Periarthritis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
NERVOUS SYSTEM DISORDERS 643 (5.9) (5.5,6.4) 172 (1.6) (1.4, 1.8)
Headache 600 (5.5) (5.1, 6.0) 145 (1.3) (1.1, 1.6)
Dizziness 19(0.2) (0.1, 0.3) 13 (0.1) (0.1, 0.2)
Lethargy 6(0.1) (0.0, 0.1) 3(0.0) (0.0, 0.1)
Paraesthesia 6(0.1) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Somnolence 4 (0.0) (0.0,0.1) 5(0.0) (0.0,0.1)
Dysgeusia 2 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Migraine 7(0.1) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Tremor 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Presyncope 2(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Hyperaesthesia 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hypoaesthesia 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Ageusia 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Disturbance in attention 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Facial paralysis 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Migraine without aura 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Sinus headache 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Tension headache 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Burning sensation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Head discomfort 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Hypogeusia 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Hyposmia 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Mental impairment 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Migraine with aura 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Nerve compression 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Syncope 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Taste disorder 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
PSYCHIATRIC DISORDERS 16 (0.1) (0.1, 0.2) 3(0.0) (0.0, 0.1)
Insomnia 10 (0.1) (0.0, 0.2) 1(0.0) (0.0, 0.1)
Abnormal dreams 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Anxiety 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Irritability 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Disorientation 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Depression 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Mental fatigue 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
RENAL AND URINARY DISORDERS 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Pollakiuria 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Menorrhagia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
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Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
Menstruation irregular 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Premenstrual syndrome 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
RESPIRATORY, THORACIC AND MEDIASTINAL 27(0.2) 0.2,0.4) 20(0.2) (0.1, 0.3)
DISORDERS
Oropharyngeal pain 9(0.1) (0.0,0.2) 5(0.0) (0.0, 0.1)
Nasal congestion 7 (0.1) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Rhinorrhoea 3(0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Cough 4 (0.0) (0.0, 0.1) 2(0.0) (0.0, 0.1)
Throat irritation 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Paranasal sinus discomfort 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Upper-airway cough syndrome 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Asthma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Dyspnoea 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Pharyngeal swelling 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Productive cough 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Sinus congestion 1 (0.0) (0.0,0.1) 1 (0.0) (0.0, 0.1)
Upper respiratory tract congestion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Nasal obstruction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Oropharyngeal discomfort 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 49 (0.5) (0.3, 0.6) 20(0.2) (0.1, 0.3)
Rash 13 (0.1) (0.1, 0.2) 6(0.1) (0.0, 0.1)
Hyperhidrosis 11(0.1) 0.1, 0.2) 4 (0.0) (0.0, 0.1)
Night sweats 7(0.1) (0.0, 0.1) 0 (0.0, 0.0)
Pruritus 4 (0.0) (0.0, 0.1) 5(0.0) (0.0, 0.1)
Urticaria 4 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Erythema 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Rash erythematous 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Rash pruritic 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Skin lesion 2 (0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Alopecia 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Cold sweat 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Drug eruption 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Alopecia areata 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Angioedema 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Dermatitis contact 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Pruritus allergic 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
UNCODED TERM 10 (0.1) (0.0, 0.2) 4 (0.0) (0.0, 0.1)
FEVER@@ 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
FATIGUE@@ 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
BOTH UNDERARM LYMPH NODE@@ 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
GENERALIZED RASH ON BODY @@ 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
INJECTION AT PAIN SITE@@ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
INJECTION SITE PAIN LEFT ARM@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
INJECTION SITE PAIN@@ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
INTERMITTENT MUSCLE PAIN LEFT DELTOID@ @, 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
LEFT ARM BLEEDING AT INJECTION SITE@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
LEFT ARM PAIN AT INJECTION SITE@@ 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
LEFT FOREARM HIVES@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
SWOLLEN AXILLARY LYMPH NODE@@ 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
UPPER BODYRASH DUE TO VACCINE@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
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Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=10841) (N*=10851)
System Organ Class n® (%) (95% CI°) n® (%) (95% CI°)
Preferred Term
VASCULAR DISORDERS 6(0.1) (0.0, 0.1) 5(0.0) (0.0,0.1)
Hot flush 3(0.0) (0.0, 0.1) 3(0.0) (0.0,0.1)
Flushing 2(0.0) (0.0,0.1) 0 (0.0, 0.0)
Hypertension 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)

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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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) 95%CI°) 0P (%) (95% CI9)
Preferred Term
Any event 1364 (17.1) (16.3,18.0) 331(4.2) (3.7,4.6)
BLOOD AND LYMPHATIC SYSTEM DISORDERS 7(0.1) (0.0, 0.2) 2 (0.0) (0.0, 0.1)
Lymphadenopathy 7(0.1) (0.0,0.2) 2 (0.0) (0.0,0.1)
CARDIAC DISORDERS 4(0.1) (0.0, 0.1) 0 (0.0, 0.0)
Tachycardia 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Ventricular arrhythmia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
EAR AND LABYRINTH DISORDERS 6(0.1) (0.0, 0.2) 1 (0.0) (0.0, 0.1)
Vertigo 5(0.1) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Deafness unilateral 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
EYE DISORDERS 4(0.1) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Eye pain 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Vision blurred 3(0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Ocular hyperacmia 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
GASTROINTESTINAL DISORDERS 132 (1.7) (14,2.00 54(0.7) (0.5, 0.9)
Diarrhoea 60 (0.8) (0.6,1.0)  30(0.4) (0.3,0.5)
Nausea 66 (0.8) (0.6, 1.1) 14 (0.2) (0.1, 0.3)
Vomiting 9(0.1) (0.1,0.2) 4(0.1) (0.0, 0.1)
Abdominal pain 2 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Abdominal pain upper 3(0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Dyspepsia 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Abdominal discomfort 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Dry mouth 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Paraesthesia oral 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Aphthous ulcer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Faeces soft 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Hypoaesthesia oral 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Odynophagia 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Retching 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Cheilitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Gingival discomfort 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Glossodynia 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Haemorrhoids 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Oral discomfort 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Tongue pruritus 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Tongue ulceration 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Toothache 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
GENERAL DISORDERS AND ADMINISTRATION SITE 1179 (14.8) (14.0,15.6) 207 (2.6) (2.3,3.0)
CONDITIONS
Injection site pain 750 (9.4) (8.8,10.1) 87 (1.1) 0.9, 1.4)
Fatigue 329 (4.1) (3.7,4.6)  71(0.9) 0.7, 1.1)
Pyrexia 321 (4.0) (3.6,4.5) 15(0.2) (0.1, 0.3)
Chills 300 (3.8) (34,42) 26(0.3) (0.2,0.5)
Pain 146 (1.8) (1.6,2.2) 9(0.1) (0.1,0.2)
Injection site erythema 51 (0.6) (0.5,0.8) 5(0.1) (0.0, 0.1)
Injection site swelling 40 (0.5) (0.4,0.7) 8(0.1) (0.0,0.2)
Malaise 36 (0.5) (0.3, 0.6) 6(0.1) (0.0, 0.2)
Asthenia 25(0.3) (0.2, 0.5) 4 (0.1) (0.0, 0.1)
Injection site pruritus 12 (0.2) (0.1, 0.3) 1 (0.0) (0.0, 0.1)
Influenza like illness 8(0.1) (0.0, 0.2) 1(0.0) (0.0, 0.1)
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Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) 95%CI°) 0P (%) (95% CI9
Preferred Term
Injection site bruising 3(0.0) (0.0,0.1) 4(0.1) (0.0,0.1)
Vaccination site pain 5(0.1) (0.0,0.1) 0 (0.0, 0.0)
Injection site warmth 4(0.1) (0.0,0.1) 1 (0.0) (0.0,0.1)
Feeling hot 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Injection site induration 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Injection site oedema 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Axillary pain 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Injection site discomfort 4(0.1) (0.0,0.1) 2 (0.0) (0.0,0.1)
Injection site haematoma 1 (0.0) (0.0,0.1) 2 (0.0) (0.0,0.1)
Chest pain 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Injection site mass 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Injection site rash 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Injection site reaction 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Induration 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Injection site discolouration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Injection site haemorrhage 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Nodule 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Non-cardiac chest pain 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Sluggishness 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Swelling 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Application site pruritus 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Injection site irritation 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Injection site plaque 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Injection site urticaria 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Reactogenicity event 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
IMMUNE SYSTEM DISORDERS 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Immunisation reaction 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
INFECTIONS AND INFESTATIONS 2 (0.0) (0.0, 0.1) 4(0.1) (0.0, 0.1)
Herpes zoster 0 (0.0, 0.0) 2(0.0) (0.0, 0.1)
Bronchitis 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Influenza 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Injection site abscess 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Oral herpes 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 4(0.1) (0.0, 0.1) 0 (0.0, 0.0)
Vaccination complication 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Contusion 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
INVESTIGATIONS 32(0.4) (0.3, 0.6) 1(0.0) (0.0, 0.1)
Body temperature increased 29 (0.4) (0.2, 0.5) 0 (0.0, 0.0)
Blood glucose increased 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Lumbar puncture 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Respiratory rate increased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
METABOLISM AND NUTRITION DISORDERS 7(0.1) (0.0, 0.2) 1 (0.0) (0.0, 0.1)
Decreased appetite 6(0.1) (0.0,0.2) 1 (0.0) (0.0,0.1)
Polydipsia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
MUSCULOSKELETAL AND CONNECTIVE TISSUE 367 (4.6) 4.2,5.1) 59(0.7) (0.6, 1.0)
DISORDERS
Myalgia 268 (3.4) (3.0,3.8)  37(0.5) (0.3, 0.6)
Arthralgia 54 (0.7) (0.5, 0.9) 10 (0.1) (0.1, 0.2)
Pain in extremity 61 (0.8) (0.6, 1.0) 7(0.1) (0.0,0.2)
Back pain 6(0.1) (0.0, 0.2) 3(0.0) (0.0, 0.1)
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Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) 95%CI°) 0P (%) (95% CI9
Preferred Term
Musculoskeletal stiffness 8(0.1) (0.0,0.2) 2 (0.0) (0.0,0.1)
Muscle spasms 4(0.1) (0.0,0.1) 1 (0.0) (0.0,0.1)
Neck pain 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Muscular weakness 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Musculoskeletal discomfort 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Joint range of motion decreased 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Musculoskeletal chest pain 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Joint stiffness 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Muscle fatigue 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Flank pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Muscle twitching 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Musculoskeletal pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Arthritis reactive 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Joint effusion 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Limb discomfort 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Mobility decreased 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Osteoarthritis 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
NERVOUS SYSTEM DISORDERS 336 (4.2) (3.8,4.7) 85 (1.1) (0.9, 1.3)
Headache 302 (3.8) (34,42) 70(0.9) (0.7, 1.1)
Dizziness 17 (0.2) (0.1, 0.3) 10 (0.1) (0.1, 0.2)
Lethargy 15(0.2) (0.1, 0.3) 1 (0.0) (0.0, 0.1)
Paraesthesia 1(0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Somnolence 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Dysgeusia 2 (0.0) (0.0,0.1) 4(0.1) (0.0,0.1)
Tremor 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1)
Presyncope 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Hypoaesthesia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Dizziness postural 2 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Migraine without aura 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Parosmia 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Sinus headache 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Dyskinesia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Hypersomnia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Post herpetic neuralgia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
PSYCHIATRIC DISORDERS 11(0.1) (0.1,0.2) 2 (0.0) (0.0, 0.1)
Insomnia 6(0.1) (0.0,0.2) 1 (0.0) (0.0,0.1)
Abnormal dreams 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Irritability 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Disorientation 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Nightmare 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Paranoia 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Restlessness 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Sleep disorder 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
RENAL AND URINARY DISORDERS 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
Bladder spasm 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Micturition urgency 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Nocturia 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Erectile dysfunction 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
Pelvic pain 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
PFIZER CONFIDENTIAL

Page 113



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) 95%CI°) 0P (%) (95% CI9

Preferred Term

RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 19 (0.2) (0.1,0.4) 10 (0.1) (0.1,0.2)

Oropharyngeal pain 5(0.1) (0.0,0.1) 3(0.0) (0.0,0.1)
Nasal congestion 3(0.0) (0.0,0.1) 0 (0.0, 0.0)
Rhinorrhoea 3(0.0) (0.0, 0.1) 4 (0.1) (0.0, 0.1)
Cough 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Throat irritation 3(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Paranasal sinus discomfort 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1)
Upper-airway cough syndrome 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Asthma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Sneezing 1 (0.0) (0.0,0.1) 1 (0.0) (0.0,0.1)
Upper respiratory tract congestion 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Dyspnoea exertional 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Epistaxis 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Pleurisy 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 35(0.4) (0.3, 0.6) 15(0.2) (0.1, 0.3)
Rash 4(0.1) (0.0, 0.1) 5(0.1) (0.0, 0.1)
Hyperhidrosis 9(0.1) (0.1,0.2) 2 (0.0) (0.0,0.1)
Night sweats 7(0.1) (0.0,0.2) 1 (0.0) (0.0,0.1)
Pruritus 2 (0.0) (0.0, 0.1) 3(0.0) (0.0, 0.1)
Urticaria 2(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Erythema 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Rash erythematous 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Rash pruritic 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
Cold sweat 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Rash maculo-papular 0 (0.0, 0.0) 2 (0.0) (0.0,0.1)
Dermatitis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Ecchymosis 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Eczema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
Macule 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Pain of skin 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
Papule 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Psoriasis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Skin discolouration 1 (0.0) (0.0,0.1) 0 (0.0, 0.0)
Skin induration 0 (0.0, 0.0) 1 (0.0) (0.0,0.1)
UNCODED TERM 5(0.1) (0.0, 0.1) 4(0.1) (0.0, 0.1)
FEVER@@ 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
FATIGUE@@ 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
BODY ACHE@@ 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
BODY ACHES@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
CHILLS@@ 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
GENERALIZED JOINT PAIN@@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
MUSCLE ACHES@@ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
PAIN IN SITE OF INJECTION RIGHT ARM@®@ 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1)
RIGHT ARM PAIN WITH MOTION@@ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
SORE LYMPH NODES, NECK, RIGHT@@ 1(0.0) (0.0, 0.1) 0 (0.0, 0.0)
TONGUE AND THROAT SWELLING@@ 0 (0.0, 0.0) 1(0.0) (0.0, 0.1)
VASCULAR DISORDERS 4 (0.1) (0.0, 0.1) 2(0.0) (0.0, 0.1)
Hot flush 1(0.0) (0.0, 0.1) 1(0.0) (0.0, 0.1)
Flushing 3(0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1)
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Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month After
Dose 2, by System Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis — Safety Population Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=7960) (N*=7934)
System Organ Class n® (%) 95%CI°) 0P (%) (95% CI9

Preferred Term

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

Note: Preferred terms with @@ denote uncoded terms.

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

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

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

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 17NOV2020
(22:02)

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

File: ./nda2_unblinded/C4591001 _IA P3 2MPD2/adae _s130_I1md2 rel age p3_saf
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4. C4591001 3B [55 2/3 ¥R 3 OTESN B A AHEBRE DTG 31 ]
C4591001 FER D 2/3 FHER /7SS L T-AEF B AR AR O 7o ifbriE 2 DL PR L, 3%
TOMNTERZ 44 EMEIZER LT (T—% > b4 7H 120204611 A 14 H)

AIEIZHETRT D AARN DT RERT, & 23 D ICHAAN SN TT —F > b4
7 AR T2 [ B A OB (T E) 232 5 A TH DK 38,000 FIOMATER (2EK)
DOEERMTH D,

TAARN] ODEFEE LT, HRHALTRTHRARTEEN TWAEERE L Lz, T/hbbA
F1~3fbEEND, IBBREMERKEELE LT, AR ERANS < FHET 2o fE% CkE
QHERBLOT TV 1 fEdk) A ERNCHEE Lz, EAAARADNIBRICBINT ABRICITER D
YMEEMER L, FiekERT L E LT,

4.1. R

5 2/3 FHER Yy OFRBRIEEE 1 3.1 THIR LT,

4.2. RBRER

4.2.1. #E5BRFE DRI L O

WeBRE DO NER

T —H Ty AT HEAIZEBWT, 3 ik Tit 145 il (BNT162b2 £ 71 #il, 77 & REE 74 #)
DO HARNDENEZA L S A, 2 B BERE%Z OBHRFM (BRE) 282 » A OERICE 7,

AR 2 L S IV B AR NGBS 145 B3 2 [RIOIRER Y 7 F o $Efd a5 ) 1o, 1B A2 Ik L 7- 9k
Flxre <, AFIBERGEAE Z kST TH U, BNT162b2 BED 62 5] (87.3%) BLOT T BREED
62 5 (83.8%) M2 [EIHEEFE% 1 » HRRPEZ 52 T L7= (Table 4-4)

A D REER R (22 AR AT SRR

BNT162b2 #f3s L OV 7 B RBECTENENVFER O FIEIE 55.0 % (#PH - 20~84 %) BI W
54.5 % (#PH : 19~88 7%) , FMEIL 59.2%F L OV 51.4%, AEGEOBERE 1L 11.3%3 L1001 9.5% T
bolo, ML LR EE (58 THY, SMIZ BNTIL Bk L0 7k
AT AN D FH R I8 E v Tz [Table 4-1 (£21K) , Table 4-2 (FiwfE)

Table 4-3 (FilnfE) 1, 728, AANE L TCEFSINZ1BNL, T—FDy AT RHUBRIZT VT
AN (HERN) THDHZ ENHBALT,

IR

BNT162b2 # CH A S ERRIEDOZRERIR AL, AR LOWEHLE [BNT162b2 #f : 30
Bl (42.3%) , 77BREE: 346 (45.9%) , LATFREIE] , R X OusekkmE (35 4
(493%) , 244 (324%) ], mi&kEE [29 6] (40.8%) , 21 %] (28.4%) | Tholz, £/
IR, e (28 1 (39.4%) , 21 %1 (28.4%) 1, NEEEEIE [22 6] (31.0%) , 19 f
(25.7%) 1 B O 2 8pERE [12 6] (16.9%) , 561 (6.8%) 1 TH-o7z (Tabled-7) .

H A ANWEERE 12 HIV Bt OWRERE 13580 b/ r-> 7= (Table 4-10)
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4.2.2. AEMEORER

H AR NGRS DT WD CTHRIWEFHMEZ B & LTV, 728, BARABEERE 145 B2k
WG, 2 [ HEERRE 7 BEELIRE, T —4% 0 > b4 7 A £ T2 COVID-19 fEE BT Sz no
7= (Table 4-35) .

4.2.3. ZEMEORER

T _RTCTOARAGEEE (B 145 61) NEBRY 7 F o OEfME =, BEMOTig s ro7-
(Table 4-10)

FTDH Y, F2HES ETITE 3 TS OPDITHEA AN BV 24 ] [FEEE (16~55 %) 14
5l (BNT162b2 Bf : 6 f5il, 7" Z7&AHE: 841) , Mk (557%48) 1041 (BNT162b2 #F : 7 51,
TR REE 3 1 IIRISEM (BTG X OEE G - B HEETINEE) O &
o,

723, B 2/3 MRSy DR 38,000 51 D22 M ORERIE 3.2.3.3 TR LT,

4.2.3.1. BTG

SR DRI R TH 5 24 D 5 5, BNT162b2 £ 13 0 11 4] (84.6%) B LT T AREE
11 I 2 61 (18.2%) 231 [B1B F 7213 2 [B H R W T IO /TG &2 S LT,
BNT162b2 B CIEmEEfER] & 12 11 flo#HE Tdh-7- (Table 4-12) .

BNT162b2 #EIZHB W T, b Z < B0 LN RATSTESIER CH Y, 1EBEBIO2H
HEERf & I mE O£ 6 il (100%) BXOEmmED 5#] (71.4%) THE IN=
(Table 4-13) .

HRBLOEROHE IV 7L, HETEhEn 28X 01 6] (Wb 2 B HERER)
72 BN E kR E CHARD 1 6] (WEERER]) ISl Sz, mlnE CIEIRITHE S e o T,
7T B AR TIIRATRIC O E T D70, SHERREICEERE O 1~2 FIIERTAER S s S
NT=OHTHY, IR LOMERITHRE S /e ->7- (Table 4-13)

T RCORIFT D EIEE (FBE D FHEEECTH Y (Table 4-13) , FFTMILDORBA (HFk
) 1 ZEEFEYSA (BB1 ) TRAIKCDIZEAEN 1~2 A (FedfoddfE) %IZEk Lz
(Table 4-14, Table 4-16)

BRE LT, WERER X OMBEREEIC RO CHEMNMNER N R b E oo, BilkE TR
B L OMEARIT 2 [°] B Bt O s S 4, @iinE CIIgERs L OVEIRIZ 1 [ A & 2 [ H #4%
TR CAERCTH o7z, RFTROG DR B 5 L OVESEE 2 4 i 8 HIIC Figure 4-1 |12k L7=,
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Figure 4-1 Subjects Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each
Dose, by Age Group — Reactogenicity Subset for Phase 2/3 Analysis — Japanese
Subjects — Safety Population

Local Reactions, by Maximum Severity, Within 7 Days After Each Dose, by Age Group —
Reactogenicity Subset for Phase 2/3 Analysis — Jap Subj — Safety Populati

Age Group: 1655 Years
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Wote: Number above each bar denotes percentage of subjects reporting the reaction with any severity.
PFIZER CONFIDENTIAL EDTM Creaton: 17HCW2020 (09:54) Source Data: adfacevd Table Generaton: 15DEC2020 (18:40)
(Cutoff Date: 14NOV2020, Snapshot Date: 16110V2020) Cutput File: /nda2_unblinded/C4591001_Japan_final/adce_f001_Ir_max_age_jpn
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4.2.3.2. £H >

FOS I DT RI R Td 5 24 FlD 5 5, BNTI162b2 B 13 R 12 5] (92.3%) BLOT T REE
11 B9 441 (36.4%) 21 [EIH F 720132 B BEREZ IO T U0 KGE®E LT,
BNTI162b2 #:Cld 1 [0l B BEFERR 1 10 f31], 2 [BIHEEMEZ L 12 HlowsE TH - 7= (Table 4-18)

BNT162b2 BEZHRWT, 1A B £7203 2 [Bl B A ISR DI ER2H NI Y [(HEE S
Bl (83.3%) , wmilkinfE 561 (71.4%) 1, B9 [EnE 6 511 (100%) , milknfE 4 6 (57.1%) ]
BXOWW (B 461 (66.7%) , &lnkE 46 (57.1%) 1 TH -7z (Tabled-19) , —7,
INDDFERRIZONT, T ERBERETIIRET 2 61 (182%) , 5% 2 il (18.2%) I LU
A 16 (9.1%) TH-o7= (Table4-18) .

LUFIZ BNT162b2 1 [B] H #2fit% & 2 [0l H % IR E S 2 g GOtz R L7
(Table 4-19 £ v #:8r) .

o YT HHIE (66.7%%f 83.3%) , milE (71.4%%f 71.4%)
o HHJE : A5EE (66.7%%) 66.7%) , g (14.3%% 42.9%)
o RN : BHEE (33.3%%f 50.0%) , FilnE (42.9%%f 57.1%)
o HZE B (0%%] 50.0%) , mlE (14.3%%F 28.6%)

o BN FnIE (0%X%f 16.7%) , ElE (0%%f 28.6%)

o [HHEIE  BHEE (16.7%x% 16.7%) , wilinfE (0%% 28.6%)
o IEM: : HEHIZ L

o NI : AinfE O 2 Bl BRI 1B (16.7%) D FH

BNT162b2 1 [0 H Bft4 & 2 [a] H BEFRE & IS HiE S A7 fif B,/ S8 3K i X 08 C 50.0%%)
66.7%, EENE T 14.3%%] 42.9% THh > 77,

BNT162b2 #: CHBL L 72T X CORE SO HEAEEITIE)N G REETHY (Table4-18) , &
FROSOFE A (PJefi) 13RS 1~2 AT, 1.0~1.5 B (FeeilodRfl, =721 14T
WEOHST-THRIZHRLS) %L LT (Table 4-20, Table4-22) . 728, I RETHED
EERIGE LTRSS X OREETRE AL 1 flcHms S,

BE RSO BBE R L OEAEE T 2 [0 B BEME% 2 1 A H R & ik Lo B A7 L7223,
AT RIS AFIEL DN D 72N T2 D B B D3P AN IR T E 2R o 72, MEMH38 X OV 0D 38 B i 4 i
JEE L ORI TIEE A EA LN T (Fiindg O 2 8] BRI TR 1 Bl H@E)

B RS OF B ¥ L OVERIEFE 4 4 infE 511 Figure 4-2 127~ L7z,
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Figure 4-2 Subjects Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each

%o of Subjects

Dose, by Age Group — Reactogenicity Subset for Phase 2/3 Analysis — Japanese
Subjects — Safety Population

Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Age Group: 16-55 Years
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

4.4. &%

Table 4-1. Demographic Characteristics — ~38000 Subjects for Phase 2/3 Analysis — Japanese
Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo Total
(N*=71) (N*=74) (N*=145)
n® (%) n® (%) n® (%)
Sex
Male 42 (59.2) 38 (51.4) 80 (55.2)
Female 29 (40.8) 36 (48.6) 65 (44.8)
Race
White 1(1.4) 0 1(0.7)
Asian 70 (98.6) 74 (100.0) 144 (99.3)
Ethnicity
Hispanic/Latino 29 (40.8) 31(41.9) 60 (41.4)
Non-Hispanic/non-Latino 41 (57.7) 43 (58.1) 84 (57.9)
Not reported 1(1.4) 0 1(0.7)
Country
Brazil 32 (45.1) 34 (45.9) 66 (45.5)
USA 39 (54.9) 40 (54.1) 79 (54.5)
Age group
16-55 Years 36 (50.7) 39 (52.7) 75 (51.7)
>55 Years 35 (49.3) 35 (47.3) 70 (48.3)
Age at vaccination (years)
Mean (SD) 56.6 (13.50) 53.1(14.28) 54.8 (13.96)
Median 55.0 54.5 55.0
Min, max (20, 84) (19, 88) (19, 88)
Body mass index (BMI)
Underweight (<18.5 kg/m?) 0 3(4.1) 3(2.1)
Normal weight (>18.5 kg/m? - 24.9 kg/m?) 36 (50.7) 35 (47.3) 71 (49.0)
Overweight (>25.0 kg/m? - 29.9 kg/m?) 27 (38.0) 29 (39.2) 56 (38.6)
Obese (>30.0 kg/m?) 8 (11.3) 7(9.5) 15 (10.3)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-1. Demographic Characteristics — ~38000 Subjects for Phase 2/3 Analysis — Japanese
Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo Total
(N*=T71) (N*=74) (N2=145)
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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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-2. Demographic Characteristics, by Age Group —~38000 Subjects for Phase 2/3 Analysis
— Japanese Subjects —
Safety Population
Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo Total
(N*=36) (N*=39) (N*=75)
n® (%) n® (%) n® (%)
Sex
Male 20 (55.6) 19 (48.7) 39 (52.0)
Female 16 (44.4) 20 (51.3) 36 (48.0)
Race
White 0 0 0
Asian 36 (100.0) 39 (100.0) 75 (100.0)
Ethnicity
Hispanic/Latino 20 (55.6) 18 (46.2) 38 (50.7)
Non-Hispanic/non-Latino 15 (41.7) 21 (53.8) 36 (48.0)
Not reported 1(2.8) 0 1(1.3)
Country
Brazil 22 (61.1) 21 (53.8) 43 (57.3)
USA 14 (38.9) 18 (46.2) 32 (42.7)
Age at vaccination (years)
Mean (SD) 46.1 (9.08) 43.2(11.32) 44.6(10.35)
Median 49.0 47.0 49.0
Min, max (20, 55) (19, 55) (19, 55)
Body mass index (BMI)
Underweight (<18.5 kg/m?) 0 2(5.1) 2(2.7)
Normal weight (>18.5 kg/m? - 24.9 kg/m?) 19 (52.8) 19 (48.7) 38 (50.7)
Overweight (>25.0 kg/m? - 29.9 kg/m?) 14 (38.9) 16 (41.0) 30 (40.0)
Obese (>30.0 kg/m?) 3(8.3) 2(5.1) 5(6.7)

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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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-3. Demographic Characteristics, by Age Group —~38000 Subjects for Phase 2/3 Analysis
— Japanese Subjects —
Safety Population
Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo Total
(N*=35) (N*=35) (N*=70)
n® (%) n® (%) n® (%)
Sex
Male 22 (62.9) 19 (54.3) 41 (58.6)
Female 13 (37.1) 16 (45.7) 29 (41.4)
Race
White 1(2.9) 0 1(1.4)
Asian 34(97.1) 35 (100.0) 69 (98.6)
Ethnicity
Hispanic/Latino 9(25.7) 13 (37.1) 22 (31.4)
Non-Hispanic/non-Latino 26 (74.3) 22 (62.9) 48 (68.6)
Not reported 0 0 0
Country
Brazil 10 (28.6) 13 (37.1) 23 (32.9)
USA 25(71.4) 22 (62.9) 47 (67.1)
Age at vaccination (years)
Mean (SD) 67.3 (7.49) 64.2 (7.41) 65.8(7.56)
Median 65.0 64.0 65.0
Min, max (56, 84) (56, 88) (56, 88)
Body mass index (BMI)
Underweight (<18.5 kg/m?) 0 1(2.9) 1(1.4)
Normal weight (>18.5 kg/m? - 24.9 kg/m?) 17 (48.6) 16 (45.7) 33 (47.1)
Overweight (>25.0 kg/m? - 29.9 kg/m?) 13 (37.1) 13 (37.1) 26 (37.1)
Obese (>30.0 kg/m?) 5(14.3) 5(4.3) 10 (14.3)

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, 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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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-4. Disposition of All Randomized Subjects — ~38000 Subjects for Phase 2/3 Analysis —
Japanese Subjects

Vaccine Group (as
Randomized)

BNT162b2 (30 ng) Placebo Total

(N2=71) (N?=74)  (N*=145)
n® (%) n® (%) n® (%)

Randomized 71 (100.0) 74 (100.0) 145 (100.0)
Not vaccinated 0 0 0
Vaccinated

Dose 1 71 (100.0) 74 (100.0) 145 (100.0)

Dose 2 71 (100.0) 74 (100.0) 145 (100.0)
Completed 1-month post—Dose 2 visit (vaccination 62 (87.3) 62 (83.8) 124 (85.5)
period)
Discontinued from vaccination period but continue in the 0 0 0
study

Discontinued after Dose 1 and before Dose 2 0 0 0

Discontinued after Dose 2 and before 1-month post— 0 0 0
Dose 2 visit

Reason for discontinuation
Withdrawn from the study 0 0 0

Withdrawn after Dose 1 and before Dose 2 0 0 0

Withdrawn after Dose 2 and before 1-month post— 0 0 0
Dose 2 visit

Withdrawn after 1-month post-Dose 2 visit 0 0 0

Reason for withdrawal

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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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-5. Disposition of All Randomized Subjects, by Age Group — ~38000 Subjects for Phase
2/3 Analysis — Japanese Subjects
Age Group: 16-55 Years

Vaccine Group (as
Randomized)

BNT162b2 (30 pg) Placebo Total

(N*=36) (N*=39) (N*=75)
n® (%) n® (%) n® (%)
Randomized 36 (100.0) 39 (100.0) 75 (100.0)
Not vaccinated 0 0 0
Vaccinated
Dose 1 36 (100.0) 39 (100.0) 75 (100.0)
Dose 2 36 (100.0) 39 (100.0) 75 (100.0)
Completed 1-month post—Dose 2 visit (vaccination 34 (94.4) 33(84.6) 67 (89.3)
period)
Discontinued from vaccination period but continue in the 0 0 0
study

Reason for discontinuation

Withdrawn from the study 0 0 0
Reason for withdrawal

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 4-6. Disposition of All Randomized Subjects, by Age Group — ~38000 Subjects for Phase
2/3 Analysis — Japanese Subjects
Age Group: >55 Years

Vaccine Group (as
Randomized)

BNT162b2 (30 pg) Placebo Total

(N?=35) (N2=35) (N2=70)
n® (%) n® (%) n® (%)
Randomized 35(100.0) 35(100.0) 70(100.0)
Not vaccinated 0 0 0
Vaccinated
Dose 1 35(100.0) 35(100.0) 70 (100.0)
Dose 2 35(100.0) 35(100.0) 70 (100.0)
Completed 1-month post—Dose 2 visit (vaccination 28 (80.0) 29 (82.9) 57 (81.4)
period)
Discontinued from vaccination period but continue in the 0 0 0
study

Reason for discontinuation

Withdrawn from the study 0 0 0
Reason for withdrawal

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

2.7.6 2 DFEEBRDOFE &6

Table 4-7. Medical History — ~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects —

Safety Population
Vaccine Group (as
Administered)
BNT162b2 (30 pg) Placebo
(N*=T71) (N*=74)
System Organ Class
Preferred Term n® (%) n® (%)
Any medical history 63 (88.7) 53 (71.6)
Blood and lymphatic system disorders 0 2.7
Anaemia 0 1(1.4)
Thrombocytopenia 0 1(1.4)
Cardiac disorders 4 (5.6) 4(5.4)
Acute myocardial infarction 1(1.4) 0
Aortic valve incompetence 1(1.4) 0
Atrial fibrillation 1(1.4) 0
Atrial flutter 1(1.4) 0
Bundle branch block right 0 1(1.4)
Coronary artery disease 0 1(1.4)
Coronary artery insufficiency 1(1.4) 0
Mitral valve prolapse 0 1(1.4)
Myocardial infarction 0 1(1.4)
Congenital, familial and genetic disorders 1(1.4) 1(1.4)
Heart disease congenital 0 1(1.4)
Retinitis pigmentosa 1(1.4) 0
Ear and labyrinth disorders 1(1.4) 1(1.4)
Deafness 0 1(1.4)
Meniere's disease 1(1.4) 0
Endocrine disorders 3(4.2) 6 (8.1)
Autoimmune thyroiditis 0 1(1.4)
Goitre 0 1(1.4)
Hypergonadism 1(1.4) 0
Hyperparathyroidism 0 1(1.4)
Hypothyroidism 1(1.4) 34.1)
Thyroiditis 1(1.4) 0
Eye disorders 13 (18.3) 6 (8.1)
Cataract 2(2.8) 1(1.4)
Diabetic retinopathy 1(1.4) 0
Dry eye 1(1.4) 0
Glaucoma 4 (5.6) 1(1.4)
Macular degeneration 1(1.4) 1(1.4)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
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Table 4-7. Medical History — ~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects —
Safety Population

Vaccine Group (as
Administered)

BNT162b2 (30 pg) Placebo

(N*=T71) (N*=74)
System Organ Class
Preferred Term n® (%) n® (%)
Myopia 3(4.2) 2.7
Ocular discomfort 1(1.4) 0
Retinal detachment 1(1.4) 0
Strabismus 0 1(1.4)
Gastrointestinal disorders 11 (15.5) 7(9.5)
Abdominal hernia 1(1.4) 0
Barrett's oesophagus 0 1(1.4)
Constipation 0 1(1.4)
Diverticulum 1(1.4) 0
Dyspepsia 1(1.4) 0
Gastritis 1(1.4) 0
Gastrooesophageal reflux disease 3(4.2) 1(1.4)
Hiatus hernia 0 1(1.4)
Inguinal hernia 1(1.4) 34.1)
Irritable bowel syndrome 1(1.4) 1(1.4)
Large intestine polyp 3(4.2) 0
Toothache 0 1(1.4)
Umbilical hernia 1(1.4) 0
General disorders and administration site conditions 1(1.4) 1(1.4)
Drug intolerance 1(1.4) 1(1.4)
Hepatobiliary disorders 2(2.8) 0
Cholelithiasis 1(1.4) 0
Hepatic steatosis 1(1.4) 0
Immune system disorders 12 (16.9) 15 (20.3)
Allergy to animal 1(1.4) 2(2.7)
Allergy to arthropod sting 0 1(1.4)
Allergy to chemicals 1(1.4) 0
Allergy to plants 0 1(1.4)
Cockroach allergy 0 1(1.4)
Drug hypersensitivity 4 (5.6) 34.1)
Dust allergy 1(1.4) 4(5.4)
Food allergy 6 (8.5) 4(5.4)
Iodine allergy 0 1(1.4)
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Table 4-7. Medical History — ~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects —
Safety Population

Vaccine Group (as
Administered)

BNT162b2 (30 pg) Placebo

(N*=T71) (N*=74)
System Organ Class
Preferred Term n® (%) n® (%)
Milk allergy 1(1.4) 0
Mite allergy 0 2.7
Mycotic allergy 0 1(1.4)
Perfume sensitivity 0 1(1.4)
Rubber sensitivity 0 1(1.4)
Seasonal allergy 2(2.8) 4(5.4)
Infections and infestations 6 (8.5) 34.1)
Appendicitis 4 (5.6) 2(2.7)
Diverticulitis 1(1.4) 0
Labyrinthitis 0 1(1.4)
Tonsillitis 1(1.4) 0
Injury, poisoning and procedural complications 9(12.7) 7(9.5)
Ankle fracture 1(1.4) 0
Hip fracture 1(1.4) 0
Joint dislocation 0 1(1.4)
Joint injury 1(1.4) 0
Ligament injury 1(1.4) 2(2.7)
Ligament rupture 1(1.4) 1(1.4)
Meniscus injury 1(1.4) 2(2.7)
Scar 1(1.4) 0
Skin laceration 0 1(1.4)
Tendon rupture 1(1.4) 1(1.4)
Upper limb fracture 2(2.8) 0
Wrist fracture 0 1(1.4)
Investigations 34.2) 2(2.7)
Arthroscopy 1(1.4) 0
Biopsy breast normal 1(1.4) 0
Blood cholesterol increased 1(1.4) 2.7
Cardiac murmur 1(1.4) 0
Metabolism and nutrition disorders 35(49.3) 24 (32.4)
Dyslipidaemia 22 (31.0) 19 (25.7)
Glucose tolerance impaired 6 (8.5) 1(1.4)
Gout 3(4.2) 1(1.4)
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Table 4-7. Medical History — ~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects —

Safety Population
Vaccine Group (as
Administered)
BNT162b2 (30 pg) Placebo
(N*=T71) (N*=74)
System Organ Class
Preferred Term n® (%) n® (%)
Hypercholesterolaemia 1(1.4) 0
Hyperlipidaemia 1(1.4) 1(1.4)
Hyperuricaemia 1(1.4) 1(1.4)
Impaired fasting glucose 1(1.4) 0
Lactose intolerance 2 (2.8) 0
Lipoedema 1(1.4) 0
Obesity 4 (5.6) 3(@4.1)
Overweight 1(1.4) 1(1.4)
Type 1 diabetes mellitus 0 1(1.4)
Type 2 diabetes mellitus 12 (16.9) 5(6.8)
Vitamin B12 deficiency 0 1(1.4)
Vitamin D deficiency 1(1.4) 0
Musculoskeletal and connective tissue disorders 15 (21.1) 11 (14.9)
Arthralgia 1(1.4) 1(1.4)
Articular calcification 1(1.4) 0
Back pain 1(1.4) 0
Cervical spinal stenosis 0 1(1.4)
Chondromalacia 1(1.4) 1(1.4)
Diffuse idiopathic skeletal hyperostosis 1(1.4) 0
Fibromyalgia 0 1(1.4)
Intervertebral disc protrusion 1(1.4) 2(2.7)
Osteoarthritis 1(1.4) 2(2.7)
Osteopenia 2(2.8) 2.7
Osteoporosis 4 (5.6) 0
Pain in extremity 0 1(1.4)
Periarthritis 0 2(2.7)
Plantar fasciitis 1(1.4) 0
Rotator cuff syndrome 2(2.8) 0
Spinal stenosis 0 1(1.4)
Tendonitis 1(1.4) 0
Trigger finger 0 1(1.4)
Vertebral osteophyte 0 1(1.4)
Neoplasms benign, malignant and unspecified (incl cysts and polyps) 3(4.2) 5(6.8)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 2 DFEEBRDOFE &6

Table 4-7. Medical History — ~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects —

Safety Population
Vaccine Group (as
Administered)
BNT162b2 (30 pg) Placebo
(N*=T71) (N*=74)
System Organ Class
Preferred Term n® (%) n® (%)
Benign hydatidiform mole 1(1.4) 0
Breast cancer 0 1(1.4)
Colon cancer 0 1(1.4)
Endometrial cancer 0 1(1.4)
Papillary thyroid cancer 1(1.4) 1(1.4)
Prostate cancer 1(1.4) 0
Uterine leiomyoma 1(1.4) 1(1.4)
Nervous system disorders 7(9.9) 6 (8.1)
Carotid artery dissection 0 1(1.4)
Carpal tunnel syndrome 0 1(1.4)
Dementia 1(1.4) 0
Dizziness 0 1(1.4)
Essential tremor 1(1.4) 0
Headache 1(1.4) 2(2.7)
Migraine 0 1(1.4)
Nerve compression 1(1.4) 0
Psychomotor hyperactivity 0 1(1.4)
Restless legs syndrome 1(1.4) 0
Transient global amnesia 1(1.4) 0
Transient ischaemic attack 1(1.4) 1(1.4)
Psychiatric disorders 7(9.9) 5(6.8)
Anxiety 4 (5.6) 1(1.4)
Anxiety disorder 1(1.4) 0
Attention deficit hyperactivity disorder 0 1(1.4)
Depression 2 (2.8) 3(@4.1)
Renal and urinary disorders 5(7.0) 2(2.7)
Calculus bladder 1(1.4) 0
Chronic kidney disease 1(1.4) 0
Hypertonic bladder 1(1.4) 0
Microalbuminuria 1(1.4) 0
Nephritis 0 1(1.4)
Nephrolithiasis 2(2.8) 1(1.4)
Reproductive system and breast disorders 9(12.7) 2(2.7)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 2 DFEEBRDOFE &6

Table 4-7. Medical History — ~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects —
Safety Population
Vaccine Group (as
Administered)
BNT162b2 (30 pg) Placebo
(N*=T71) (N*=74)
System Organ Class
Preferred Term n® (%) n® (%)
Benign prostatic hyperplasia 5(7.0) 1(1.4)
Erectile dysfunction 1(1.4) 0
Genital cyst 0 1(1.4)
Menstruation irregular 1(1.4) 0
Organic erectile dysfunction 1(1.4) 0
Ovarian cyst 1(1.4) 0
Polycystic ovaries 1(1.4) 0
Respiratory, thoracic and mediastinal disorders 13 (18.3) 11 (14.9)
Allergic bronchitis 1(1.4) 0
Allergic sinusitis 1(1.4) 0
Asthma 3(4.2) 4(5.4)
Chronic obstructive pulmonary disease 1(1.4) 1(1.4)
Diaphragmatic paralysis 0 1(1.4)
Nasal congestion 0 2(2.7)
Nasal septum deviation 1(1.4) 1(1.4)
Nasal turbinate hypertrophy 1(1.4) 0
Rhinitis allergic 5(7.0) 2.7
Sleep apnoea syndrome 4 (5.6) 2.7
Vocal cord polyp 0 1(1.4)
Skin and subcutaneous tissue disorders 3(4.2) 5(6.8)
Chloasma 0 1(1.4)
Eczema 0 1(1.4)
Hyperhidrosis 0 1(1.4)
Psoriasis 2 (2.8) 1(1.4)
Urticaria 1(1.4) 0
Vitiligo 0 1(1.4)
Social circumstances 12 (16.9) 16 (21.6)
Menopause 8(11.3) 6 (8.1)
Postmenopause 4 (5.6) 10 (13.5)
Surgical and medical procedures 30 (42.3) 34 (45.9)
Abdominal hernia repair 1(1.4) 0
Appendicectomy 4 (5.6) 2.7
Bladder calculus removal 1(1.4) 0
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-7. Medical History — ~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects —
Safety Population

Vaccine Group (as
Administered)

BNT162b2 (30 pg) Placebo

(N2=T71) (N*=74)
System Organ Class

Preferred Term n® (%) n® (%)
Bone operation 1(1.4) 0
Breast conserving surgery 1(1.4) 0
Caesarean section 2(2.8) 4(5.4)
Carpal tunnel decompression 0 1(1.4)
Cataract operation 2 (2.8) 0
Cholecystectomy 2 (2.8) 0
Chondroplasty 1(1.4) 0
Colectomy 0 1(1.4)
Coronary arterial stent insertion 1(1.4) 0
Coronary artery bypass 0 1(1.4)
Cyst removal 1(1.4) 0
Female sterilisation 0 2.7
Finger repair operation 0 1(1.4)
Fracture treatment 2 (2.8) 1(1.4)
Genitourinary operation 0 1(1.4)
Heart valve replacement 1(1.4) 0
Hernia hiatus repair 0 1(1.4)
Hip arthroplasty 1(1.4) 0
Hip surgery 1(1.4) 0
Hysterectomy 1(1.4) 2(2.7)
Implantable defibrillator insertion 0 1(1.4)
Inguinal hernia repair 1(1.4) 34.1)
Intervertebral disc operation 1(1.4) 0
Intraocular lens implant 0 1(1.4)
Joint dislocation reduction 0 1(1.4)
Joint manipulation 0 1(1.4)
Keratomileusis 1(1.4) 1(1.4)
Knee arthroplasty 1(1.4) 0
Knee operation 1(1.4) 1(1.4)
Large intestinal polypectomy 1(1.4) 0
Laryngeal polypectomy 0 1(1.4)
Ligament operation 1(1.4) 2 (2.7)
Mammoplasty 1(1.4) 0
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-7. Medical History — ~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects —
Safety Population

Vaccine Group (as
Administered)

BNT162b2 (30 pg) Placebo

(N*=T71) (N*=74)
System Organ Class
Preferred Term n® (%) n® (%)
Mastectomy 0 1(1.4)
Meniscus operation 1(1.4) 1(1.4)
Metabolic surgery 1(1.4) 0
Myomectomy 1(1.4) 0
Nasal septal operation 1(1.4) 34.1)
Osteotomy 1(1.4) 0
Polypectomy 1(1.4) 0
Renal stone removal 1(1.4) 0
Retinopexy 1(1.4) 0
Rotator cuff repair 2(2.8) 0
Scar excision 1(1.4) 0
Shoulder operation 1(1.4) 1(1.4)
Sigmoidectomy 1(1.4) 0
Spinal decompression 0 1(1.4)
Spinal fusion surgery 1(1.4) 0
Spinal operation 1(1.4) 0
Strabismus correction 0 1(1.4)
Sympathectomy 0 1(1.4)
Tenoplasty 0 1(1.4)
Thyroidectomy 1(1.4) 1(1.4)
Tonsillectomy 1(1.4) 1(1.4)
Tooth extraction 0 1(1.4)
Umbilical hernia repair 1(1.4) 0
Uterine dilation and curettage 1(1.4) 0
Vasectomy 2 (2.8) 2(2.7)
Wisdom teeth removal 0 1(1.4)
Vascular disorders 29 (40.8) 21 (28.4)
Aortic stenosis 1(1.4) 0
Essential hypertension 1(1.4) 0
Hypertension 28 (39.4) 21 (28.4)

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.
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-7. Medical History — ~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects —
Safety Population

Vaccine Group (as
Administered)

BNT162b2 (30 pg) Placebo
(N*=T71) (N*=74)

System Organ Class
Preferred Term n® (%) n® (%)

b. n=Number of subjects with the specified characteristic. Subjects with multiple occurrences of the same
preferred term are counted only once.

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (10:04) Source Data: admh Table Generation:
15DEC2020 (18:27)

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

File: ./nda2_unblinded/C4591001 Japan_final/admh_s002 p3 saf jpn
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 2 DFEEBRDOFE &6

Table 4-8. Medical History, by Age Group —~38000 Subjects for Phase 2/3 Analysis — Japanese
Subjects — Safety Population
Age Group: 16-55 Years

Vaccine Group (as

Administered)
BNT162b2 (30 pg) Placebo
(N*=306) (N*=39)
System Organ Class
Preferred Term n® (%) n® (%)
Any medical history 28 (77.8) 21 (53.8)
Blood and lymphatic system disorders 0 1(2.6)
Anaemia 0 1(2.6)
Cardiac disorders 0 1(2.6)
Bundle branch block right 0 1(2.6)
Congenital, familial and genetic disorders 1(2.8) 0
Retinitis pigmentosa 1(2.8) 0
Ear and labyrinth disorders 1(2.8) 0
Meniere's disease 1(2.8) 0
Endocrine disorders 0 2(5.1)
Goitre 0 1(2.6)
Hypothyroidism 0 1(2.6)
Eye disorders 3(8.3) 2(5.1)
Glaucoma 0 1 (2.6)
Myopia 2 (5.6) 1 (2.6)
Retinal detachment 1(2.8) 0
Gastrointestinal disorders 3(8.3) 1 (2.6)
Diverticulum 1(2.8) 0
Dyspepsia 1(2.8) 0
Gastritis 1(2.8) 0
Large intestine polyp 1(2.8) 0
Toothache 0 1 (2.6)
Hepatobiliary disorders 1(2.8) 0
Cholelithiasis 1(2.8) 0
Immune system disorders 6 (16.7) 5(12.8)
Allergy to animal 1(2.8) 0
Allergy to chemicals 1(2.8) 0
Allergy to plants 0 1(2.6)
Drug hypersensitivity 2 (5.6) 1(2.6)
Dust allergy 1(2.8) 2(5.1)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-8. Medical History, by Age Group —~38000 Subjects for Phase 2/3 Analysis — Japanese

Subjects — Safety Population
Age Group: 16-55 Years

Vaccine Group (as

Administered)
BNT162b2 (30 pg) Placebo
(N*=306) (N*=39)
System Organ Class
Preferred Term n® (%) n® (%)
Food allergy 3(8.3) 0
Iodine allergy 0 1(2.6)
Milk allergy 1(2.8) 0
Mycotic allergy 0 1(2.6)
Seasonal allergy 1(2.8) 1(2.6)
Infections and infestations 1(2.8) 2(5.1)
Appendicitis 1(2.8) 1(2.6)
Labyrinthitis 0 1(2.6)
Injury, poisoning and procedural complications 2 (5.6) 3(7.7)
Joint injury 1(2.8) 0
Ligament injury 0 1(2.6)
Ligament rupture 1(2.8) 1(2.6)
Meniscus injury 0 1(2.6)
Tendon rupture 0 1(2.6)
Upper limb fracture 1(2.8) 0
Investigations 1(2.8) 0
Cardiac murmur 1(2.8) 0
Metabolism and nutrition disorders 12 (33.3) 5(12.8)
Dyslipidaemia 5(13.9) 4(10.3)
Glucose tolerance impaired 3(8.3) 0
Hyperuricaemia 1(2.8) 0
Impaired fasting glucose 1(2.8) 0
Lactose intolerance 2 (5.6) 0
Obesity 3(8.3) 1(2.6)
Overweight 1(2.8) 0
Type 2 diabetes mellitus 2 (5.6) 1(2.6)
Musculoskeletal and connective tissue disorders 4(11.1) 2(5.1)
Back pain 1(2.8) 0
Cervical spinal stenosis 0 1 (2.6)
Chondromalacia 1(2.8) 0
Fibromyalgia 0 1(2.6)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-8. Medical History, by Age Group —~38000 Subjects for Phase 2/3 Analysis — Japanese
Subjects — Safety Population
Age Group: 16-55 Years

Vaccine Group (as
Administered)

BNT162b2 (30 pg) Placebo

(N*=306) (N*=39)
System Organ Class
Preferred Term n® (%) n® (%)
Intervertebral disc protrusion 1(2.8) 1 (2.6)
Tendonitis 1(2.8) 0
Neoplasms benign, malignant and unspecified (incl cysts and polyps) 2(5.6) 1(2.6)
Benign hydatidiform mole 1(2.8) 0
Papillary thyroid cancer 1(2.8) 1(2.6)
Uterine leiomyoma 1(2.8) 0
Nervous system disorders 0 3(7.7)
Headache 0 1(2.6)
Migraine 0 1(2.6)
Psychomotor hyperactivity 0 1(2.6)
Psychiatric disorders 2 (5.6) 3(7.7)
Anxiety 1(2.8) 0
Anxiety disorder 1(2.8) 0
Attention deficit hyperactivity disorder 0 1(2.6)
Depression 0 2(5.1)
Renal and urinary disorders 1(2.8) 0
Nephrolithiasis 1(2.8) 0
Reproductive system and breast disorders 4(11.1) 0
Benign prostatic hyperplasia 1(2.8) 0
Menstruation irregular 1(2.8) 0
Ovarian cyst 1(2.8) 0
Polycystic ovaries 1(2.8) 0
Respiratory, thoracic and mediastinal disorders 2 (5.6) 2(5.1)
Allergic bronchitis 1(2.8) 0
Allergic sinusitis 1(2.8) 0
Nasal congestion 0 1(2.6)
Sleep apnoea syndrome 0 1(2.6)
Skin and subcutaneous tissue disorders 0 1(2.6)
Chloasma 0 1 (2.6)
Social circumstances 4(11.1) 4(10.3)
Menopause 3(8.3) 3(7.7)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-8. Medical History, by Age Group —~38000 Subjects for Phase 2/3 Analysis — Japanese
Subjects — Safety Population
Age Group: 16-55 Years

Vaccine Group (as
Administered)

BNT162b2 (30 pg) Placebo

(N*=306) (N*=39)
System Organ Class
Preferred Term n® (%) n® (%)
Postmenopause 1(2.8) 1 (2.6)
Surgical and medical procedures 10 (27.8) 11 (28.2)
Appendicectomy 1(2.8) 1(2.6)
Caesarean section 1(2.8) 2(5.1)
Cholecystectomy 1(2.8) 0
Chondroplasty 1(2.8) 0
Female sterilisation 0 1(2.6)
Keratomileusis 1(2.8) 1(2.6)
Knee operation 0 1(2.6)
Large intestinal polypectomy 1(2.8) 0
Ligament operation 1(2.8) 1(2.6)
Nasal septal operation 0 1(2.6)
Osteotomy 1(2.8) 0
Retinopexy 1(2.8) 0
Tenoplasty 0 1(2.6)
Thyroidectomy 1(2.8) 1(2.6)
Tonsillectomy 0 1(2.6)
Tooth extraction 0 1 (2.6)
Uterine dilation and curettage 1(2.8) 0
Vasectomy 2 (5.6) 0
Wisdom teeth removal 0 1(2.6)
Vascular disorders 7 (19.4) 3(7.7)
Hypertension 7 (19.4) 3(7.7)

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 with the specified characteristic. Subjects with multiple occurrences of the same
preferred term are counted only once.

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (10:04) Source Data: admh Table Generation:
15DEC2020 (18:42)

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

File: ./nda2_unblinded/C4591001 Japan_final/admh s002 age p3 saf jpn
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-9. Medical History, by Age Group —~38000 Subjects for Phase 2/3 Analysis — Japanese
Subjects — Safety Population
Age Group: >55 Years

Vaccine Group (as
Administered)

BNT162b2 (30 pg) Placebo

(N*=35) (N*=35)
System Organ Class
Preferred Term n® (%) n® (%)
Any medical history 35 (100.0) 32(91.4)
Blood and lymphatic system disorders 0 1(2.9)
Thrombocytopenia 0 1(2.9)
Cardiac disorders 4(11.4) 3 (8.6)
Acute myocardial infarction 1(2.9) 0
Aortic valve incompetence 1(2.9) 0
Atrial fibrillation 1(2.9) 0
Atrial flutter 1(2.9) 0
Coronary artery disease 0 1(2.9)
Coronary artery insufficiency 1(2.9) 0
Mitral valve prolapse 0 1(2.9)
Myocardial infarction 0 1(2.9)
Congenital, familial and genetic disorders 0 1(2.9)
Heart disease congenital 0 1(2.9)
Ear and labyrinth disorders 0 1(2.9)
Deafness 0 1(2.9)
Endocrine disorders 3(8.6) 4(11.4)
Autoimmune thyroiditis 0 1(2.9)
Hypergonadism 1(2.9) 0
Hyperparathyroidism 0 1(2.9)
Hypothyroidism 1(2.9) 2(5.7)
Thyroiditis 1(2.9) 0
Eye disorders 10 (28.6) 4(11.4)
Cataract 2(5.7) 1(2.9)
Diabetic retinopathy 1(2.9) 0
Dry eye 1(2.9) 0
Glaucoma 4(11.4) 0
Macular degeneration 1(2.9) 1(2.9)
Myopia 1(2.9) 1(2.9)
Ocular discomfort 1(2.9) 0
Strabismus 0 1(2.9)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 2 DFEEBRDOFE &6

Table 4-9. Medical History, by Age Group —~38000 Subjects for Phase 2/3 Analysis — Japanese

Subjects — Safety Population
Age Group: >55 Years

Vaccine Group (as

Administered)
BNT162b2 (30 pg) Placebo
(N*=35) (N*=35)
System Organ Class
Preferred Term n® (%) n® (%)
Gastrointestinal disorders 8(22.9) 6(17.1)
Abdominal hernia 1(2.9) 0
Barrett's oesophagus 0 1(2.9)
Constipation 0 1(2.9)
Gastrooesophageal reflux disease 3(8.6) 1(2.9)
Hiatus hernia 0 1(2.9)
Inguinal hernia 1(2.9) 3(8.6)
Irritable bowel syndrome 1(2.9) 1(2.9)
Large intestine polyp 2(5.7) 0
Umbilical hernia 1(2.9) 0
General disorders and administration site conditions 1(2.9) 1(2.9)
Drug intolerance 1(2.9) 1(2.9)
Hepatobiliary disorders 1(2.9) 0
Hepatic steatosis 1(2.9) 0
Immune system disorders 6(17.1) 10 (28.6)
Allergy to animal 0 2(5.7)
Allergy to arthropod sting 0 1(2.9)
Cockroach allergy 0 1(2.9)
Drug hypersensitivity 2(5.7) 2(5.7)
Dust allergy 0 2(5.7)
Food allergy 3(8.6) 4(11.4)
Mite allergy 0 2(5.7)
Perfume sensitivity 0 1(2.9)
Rubber sensitivity 0 1(2.9)
Seasonal allergy 1(2.9) 3(8.6)
Infections and infestations 5(14.3) 1(2.9)
Appendicitis 3(8.6) 1(2.9)
Diverticulitis 1(2.9) 0
Tonsillitis 1(2.9) 0
Injury, poisoning and procedural complications 7 (20.0) 4(11.4)
Ankle fracture 1(2.9) 0
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 2 DFEEBRDOFE &6

Table 4-9. Medical History, by Age Group —~38000 Subjects for Phase 2/3 Analysis — Japanese
Subjects — Safety Population

Age Group: >55 Years

Vaccine Group (as

Administered)
BNT162b2 (30 pg) Placebo
(N*=35) (N*=35)
System Organ Class
Preferred Term n® (%) n® (%)
Hip fracture 1(2.9) 0
Joint dislocation 0 1(2.9)
Ligament injury 1(2.9) 1(2.9)
Meniscus injury 1(2.9) 1(2.9)
Scar 1(2.9) 0
Skin laceration 0 1(2.9)
Tendon rupture 1(2.9) 0
Upper limb fracture 1(2.9) 0
Wrist fracture 0 1(2.9)
Investigations 2(5.7) 2(5.7)
Arthroscopy 1(2.9) 0
Biopsy breast normal 1(2.9) 0
Blood cholesterol increased 1(2.9) 2 (5.7)
Metabolism and nutrition disorders 23 (65.7) 19 (54.3)
Dyslipidaemia 17 (48.6) 15 (42.9)
Glucose tolerance impaired 3(8.6) 1(2.9)
Gout 3 (8.6) 1(2.9)
Hypercholesterolaemia 1(2.9) 0
Hyperlipidaemia 1(2.9) 1(2.9)
Hyperuricaemia 0 1(2.9)
Lipoedema 1(2.9) 0
Obesity 1(2.9) 2(5.7)
Overweight 0 1(2.9)
Type 1 diabetes mellitus 0 1(2.9)
Type 2 diabetes mellitus 10 (28.6) 4(11.4)
Vitamin B12 deficiency 0 1(2.9)
Vitamin D deficiency 1(2.9) 0
Musculoskeletal and connective tissue disorders 11 (31.4) 9(25.7)
Arthralgia 1(2.9) 1(2.9)
Articular calcification 1(2.9) 0
Chondromalacia 0 1(2.9)
Diffuse idiopathic skeletal hyperostosis 1(2.9) 0
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 2 DFEEBRDOFE &6

Table 4-9. Medical History, by Age Group —~38000 Subjects for Phase 2/3 Analysis — Japanese
Subjects — Safety Population

Age Group: >55 Years

Vaccine Group (as

Administered)
BNT162b2 (30 pg) Placebo
(N*=35) (N*=35)
System Organ Class
Preferred Term n® (%) n® (%)
Intervertebral disc protrusion 0 1(2.9)
Osteoarthritis 1(2.9) 2(5.7)
Osteopenia 2(5.7) 2(5.7)
Osteoporosis 4(11.4) 0
Pain in extremity 0 1(2.9)
Periarthritis 0 2(5.7)
Plantar fasciitis 1(2.9) 0
Rotator cuff syndrome 2(5.7) 0
Spinal stenosis 0 1(2.9)
Trigger finger 0 1(2.9)
Vertebral osteophyte 0 1(2.9)
Neoplasms benign, malignant and unspecified (incl cysts and polyps) 1(2.9) 4(11.4)
Breast cancer 0 1(2.9)
Colon cancer 0 1(2.9)
Endometrial cancer 0 1(2.9)
Prostate cancer 1(2.9) 0
Uterine leiomyoma 0 1(2.9)
Nervous system disorders 7 (20.0) 3 (8.6)
Carotid artery dissection 0 1(2.9)
Carpal tunnel syndrome 0 1(2.9)
Dementia 1(2.9) 0
Dizziness 0 1(2.9)
Essential tremor 1(2.9) 0
Headache 1(2.9) 1(2.9)
Nerve compression 1(2.9) 0
Restless legs syndrome 1(2.9) 0
Transient global amnesia 1(2.9) 0
Transient ischaemic attack 1(2.9) 1(2.9)
Psychiatric disorders 5(14.3) 2(5.7)
Anxiety 3(8.6) 1(2.9)
Depression 2(5.7) 1(2.9)
Renal and urinary disorders 4(11.4) 2(5.7)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-9. Medical History, by Age Group —~38000 Subjects for Phase 2/3 Analysis — Japanese
Subjects — Safety Population
Age Group: >55 Years

Vaccine Group (as
Administered)

BNT162b2 (30 pg) Placebo

(N*=35) (N*=35)
System Organ Class
Preferred Term n® (%) n® (%)
Calculus bladder 1(2.9) 0
Chronic kidney disease 1(2.9) 0
Hypertonic bladder 1(2.9) 0
Microalbuminuria 1(2.9) 0
Nephritis 0 1(2.9)
Nephrolithiasis 1(2.9) 1(2.9)
Reproductive system and breast disorders 5(14.3) 2(5.7)
Benign prostatic hyperplasia 4(11.4) 1(2.9)
Erectile dysfunction 1(2.9) 0
Genital cyst 0 1(2.9)
Organic erectile dysfunction 1(2.9) 0
Respiratory, thoracic and mediastinal disorders 11(31.4) 9(25.7)
Asthma 3 (8.6) 4(11.4)
Chronic obstructive pulmonary disease 1(2.9) 1(2.9)
Diaphragmatic paralysis 0 1(2.9)
Nasal congestion 0 1(2.9)
Nasal septum deviation 1(2.9) 1(2.9)
Nasal turbinate hypertrophy 1(2.9) 0
Rhinitis allergic 5(14.3) 2(5.7)
Sleep apnoea syndrome 4(11.4) 1(2.9)
Vocal cord polyp 0 1(2.9)
Skin and subcutaneous tissue disorders 3(8.6) 4(11.4)
Eczema 0 1(2.9)
Hyperhidrosis 0 1(2.9)
Psoriasis 2(5.7) 1(2.9)
Urticaria 1(2.9) 0
Vitiligo 0 1(2.9)
Social circumstances 8 (22.9) 12 (34.3)
Menopause 5(14.3) 3 (8.6)
Postmenopause 3(8.6) 9(25.7)
Surgical and medical procedures 20 (57.1) 23 (65.7)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-9. Medical History, by Age Group —~38000 Subjects for Phase 2/3 Analysis — Japanese
Subjects — Safety Population
Age Group: >55 Years

Vaccine Group (as
Administered)

BNT162b2 (30 pg) Placebo

(N*=35) (N*=35)
System Organ Class

Preferred Term n® (%) n® (%)
Abdominal hernia repair 1(2.9) 0
Appendicectomy 3(8.6) 1(2.9)
Bladder calculus removal 1(2.9) 0
Bone operation 1(2.9) 0
Breast conserving surgery 1(2.9) 0
Caesarean section 1(2.9) 2(5.7)
Carpal tunnel decompression 0 1(2.9)
Cataract operation 2(5.7) 0
Cholecystectomy 1(2.9) 0
Colectomy 0 1(2.9)
Coronary arterial stent insertion 1(2.9) 0
Coronary artery bypass 0 1(2.9)
Cyst removal 1(2.9) 0
Female sterilisation 0 1(2.9)
Finger repair operation 0 1(2.9)
Fracture treatment 2(5.7) 1(2.9)
Genitourinary operation 0 1(2.9)
Heart valve replacement 1(2.9) 0
Hernia hiatus repair 0 1(2.9)
Hip arthroplasty 1(2.9) 0
Hip surgery 1(2.9) 0
Hysterectomy 1(2.9) 2(5.7)
Implantable defibrillator insertion 0 1(2.9)
Inguinal hernia repair 1(2.9) 3 (8.6)
Intervertebral disc operation 1(2.9) 0
Intraocular lens implant 0 1(2.9)
Joint dislocation reduction 0 1(2.9)
Joint manipulation 0 1(2.9)
Knee arthroplasty 1(2.9) 0
Knee operation 1(2.9) 0
Laryngeal polypectomy 0 1(2.9)
Ligament operation 0 1(2.9)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-9. Medical History, by Age Group —~38000 Subjects for Phase 2/3 Analysis — Japanese
Subjects — Safety Population
Age Group: >55 Years

Vaccine Group (as
Administered)

BNT162b2 (30 pg) Placebo

(N*=35) (N*=35)
System Organ Class
Preferred Term n® (%) n® (%)
Mammoplasty 1(2.9) 0
Mastectomy 0 1(2.9)
Meniscus operation 1(2.9) 1(2.9)
Metabolic surgery 1(2.9) 0
Myomectomy 1(2.9) 0
Nasal septal operation 1(2.9) 2(5.7)
Polypectomy 1(2.9) 0
Renal stone removal 1(2.9) 0
Rotator cuff repair 2(5.7) 0
Scar excision 1(2.9) 0
Shoulder operation 1(2.9) 1(2.9)
Sigmoidectomy 1(2.9) 0
Spinal decompression 0 1(2.9)
Spinal fusion surgery 1(2.9) 0
Spinal operation 1(2.9) 0
Strabismus correction 0 1(2.9)
Sympathectomy 0 1(2.9)
Tonsillectomy 1(2.9) 0
Umbilical hernia repair 1(2.9) 0
Vasectomy 0 2(5.7)
Vascular disorders 22 (62.9) 18 (51.4)
Aortic stenosis 1(2.9) 0
Essential hypertension 1(2.9) 0
Hypertension 21 (60.0) 18 (51.4)

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 with the specified characteristic. Subjects with multiple occurrences of the same
preferred term are counted only once.
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-10. Safety Population — ~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo Total
n* n? n* (%)
Randomized® 145
Vaccinated 71 74 145 (100.0)
Safety population 71 74 145 (100.0)
HIV-positive 0 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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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-11. Safety Population, by Age Group —~38000 Subjects for Phase 2/3 Analysis — Japanese

Subjects
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo Total
Age Group n? n? n? (%)
16-55 Years Randomized® 75
Vaccinated 36 39 75 (100.0)
Safety population 36 39 75 (100.0)
HIV-positive 0 0 0
>55 Years Randomized® 70
Vaccinated 35 35 70 (100.0)
Safety population 35 35 70 (100.0)
HIV-positive 0 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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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-12. Local Reactions, by Maximum Severity, Within 7 Days After Each Dose —

Reactogenicity Subset for Phase 2/3 Analysis —
Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Dose Local Reaction N2 n’ (%) 95% CI) N* n’ (%) (95% CI°
1 Redness?
Any 13 1017 02,36.0) 11 0 (0.0, 28.5)
Mild 13 0 0.0,24.7) 11 0 (0.0, 28.5)
Moderate 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Severe 13 0 0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0, 24.7) 11 0 (0.0, 28.5)
Swelling?
Any 13 0 0.0,247) 11 0 (0.0, 28.5)
Mild 13 0 (0.0, 24.7) 11 0 (0.0, 28.5)
Moderate 13 0 0.0,24.7) 11 0 (0.0, 28.5)
Severe 13 0 0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 0.0,24.7) 11 0 (0.0, 28.5)
Pain at the injection site®
Any 13 11(84.6) (54.6,98.1) 11 1(9.1) (0.2, 41.3)
Mild 13 9(69.2) (38.6,90.9) 11 1(9.1) (0.2, 41.3)
Moderate 13 2(154)  (1.9,454) 11 0 (0.0, 28.5)
Severe 13 0 0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 0.0,24.7) 11 0 (0.0, 28.5)
Any local reaction® 13 11(84.6) (54.6,98.1) 11 1(9.1) (0.2,41.3)
2 Redness!
Any 13 3@23.1)  (50,538) 11 0 (0.0, 28.5)
Mild 13 2(154)  (1.9,454) 11 0 (0.0, 28.5)
Moderate 13 1017 02,36.0) 11 0 (0.0, 28.5)
Severe 13 0 0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 0.0,24.7) 11 0 (0.0, 28.5)
Swelling?
Any 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Mild 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Moderate 13 0 (0.0, 24.7) 11 0 (0.0, 28.5)
Severe 13 0 0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 0.0,24.7) 11 0 (0.0, 28.5)
Pain at the injection site®
Any 13 11(84.6) (54.6,98.1) 11 2(182) (2.3,51.8)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-12. Local Reactions, by Maximum Severity, Within 7 Days After Each Dose —
Reactogenicity Subset for Phase 2/3 Analysis —
Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Dose Local Reaction N2 n’ (%) 95% CI) N* n’ (%) (95% CI°
Mild 13 8(61.5) (31.6,86.1) 11 2(18.2) (2.3,51.8)
Moderate 13 3(23.1) (5.0,53.8) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Any local reaction® 13 11 (84.6) (54.6,98.1) 11 2(18.2) (2.3,51.8)
Any dose Redness!
Any 13 3(23.1) (5.0,53.8) 11 0 (0.0, 28.5)
Mild 13 2(154) (1.9,454) 11 0 (0.0, 28.5)
Moderate 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Swelling?
Any 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Mild 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Moderate 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Pain at the injection site®
Any 13 11 (84.6) (54.6,98.1) 11 2(18.2) (2.3,51.8)
Mild 13 7(53.8) (25.1,80.8) 11 2(18.2) (2.3,51.8)
Moderate 13 4(30.8) 9.1,61.4) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Any local reaction® 13 11 (84.6) (54.6,98.1) 11 2(18.2) (2.3,51.8)

Note: Reactions were collected in the electronic diary (e-diary) from Day 1 to Day 7 after each dose.

Note: Grade 4 reactions were classified by the investigator or medically qualified person.

a. N =number of subjects reporting at least 1 yes or no response for the specified reaction after the
specified dose.

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

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

d. Mild: >2.0 to 5.0 cm; moderate: >5.0 to 10.0 cm; severe: >10.0 cm; Grade 4: necrosis (redness and
swelling categories) or exfoliative dermatitis (redness category only).

e. Mild: does not interfere with activity; moderate: interferes with activity; severe: prevents daily activity;
Grade 4: emergency room visit or hospitalization for severe pain at the injection site.

f.  Any local reaction: any redness >2.0 cm, any swelling >2.0 cm, or any pain at the injection site.
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-12. Local Reactions, by Maximum Severity, Within 7 Days After Each Dose —
Reactogenicity Subset for Phase 2/3 Analysis —
Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo

Dose Local Reaction N2 n’ (%) 95% CI) N* n’ (%) (95% CI°
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-13. Local Reactions, by Maximum Severity, Within 7 Days After Each Dose, by Age

Group —

Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 png) Placebo
Age Group Dose Local Reaction N2 n® (%) (95% CI°) N? n’ (%) (95% CI°
16-55 Years 1 Redness?
Any 6 0 0.0,459) 8 0  (0.0,36.9)
Mild 6 0 0.0,459) 8 0  (0.0,369)
Moderate 6 0 0.0,459) 8 0  (0.0,369)
Severe 6 0 0.0,459) 8 0  (0.0,369)
Grade 4 6 0 0.0,459) 8 0  (0.0,36.9)
Swelling?
Any 6 0 0.0,459) 8 0  (0.0,36.9)
Mild 6 0 0.0,459) 8 0  (0.0,36.9)
Moderate 6 0 0.0,459) 8 0  (0.0,36.9)
Severe 6 0 0.0,459) 8 0  (0.0,369)
Grade 4 6 0 0.0,459) 8 0  (0.0,369)
Pain at the injection
site®
Any 6 6(100.0) (54.1,100.0) 8 1(12.5) (0.3,52.7)
Mild 6 4(66.7) (22.3,957) 8 1(12.5) (0.3,52.7)
Moderate 6 2(333) (43,777 8 0  (0.0,369)
Severe 6 0 0.0,459) 8 0  (0.0,369)
Grade 4 6 0 0.0,459) 8 0  (0.0,36.9)
Any local reaction® 6 6 (100.0) (54.1,100.0) 8 1(12.5) (0.3,52.7)
2 Redness!
Any 6 2(333) (43,777 8 0  (0.0,36.9)
Mild 6 2(333) (43,777 8 0  (0.0,36.9)
Moderate 6 0 0.0,459) 8 0  (0.0,36.9)
Severe 6 0 0.0,459) 8 0  (0.0,36.9)
Grade 4 6 0 0.0,459) 8 0  (0.0,369)
Swelling?
Any 6 1(167) (04,641) 8 0  (0.0,369)
Mild 6 1(16.7) (0.4, 64.1) 8 0 (0.0, 36.9)
Moderate 6 0 0.0,459) 8 0  (0.0,369)
Severe 6 0 0.0,459) 8 0  (0.0,369)
Grade 4 6 0 (0.0, 45.9) 8 0 (0.0, 36.9)
Pain at the injection
site®
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-13. Local Reactions, by Maximum Severity, Within 7 Days After Each Dose, by Age

Group —

Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 png) Placebo
Age Group Dose Local Reaction N2 n® (%) (95% CI°) N? n’ (%) (95% CI°
Any 6 6(100.0) (54.1,100.0) 8 2(25.0) (3.2,65.1)
Mild 6 4(66.7) (22.3,957) 8 2(25.0) (3.2,65.1)
Moderate 6 2(333) (43,777) 8 0  (0.0,36.9)
Severe 6 0 0.0,459) 8 0  (0.0,36.9)
Grade 4 6 0 0.0,459) 8 0  (0.0,36.9)
Any local reaction® 6 6 (100.0) (54.1,100.0) 8 2(25.0) (3.2,65.1)
Any  Redness¢
dose
Any 6 2(333) (43,777 8 0  (0.0,36.9)
Mild 6 2(333) (43,777 8 0  (0.0,36.9)
Moderate 6 0 0.0,459) 8 0  (0.0,36.9)
Severe 6 0 0.0,459) 8 0  (0.0,36.9)
Grade 4 6 0 0.0,459) 8 0  (0.0,36.9)
Swelling?
Any 6 1(167) (04,641) 8 0  (0.0,369)
Mild 6 1(16.7) (0.4, 64.1) 8 0 (0.0, 36.9)
Moderate 6 0 0.0,459) 8 0  (0.0,36.9)
Severe 6 0 0.0,459) 8 0  (0.0,36.9)
Grade 4 6 0 0.0,459) 8 0  (0.0,36.9)
Pain at the injection
site®
Any 6 6(100.0) (54.1,100.0) 8 2(25.0) (3.2,65.1)
Mild 6 3(50.0) (11.8,882) 8 2(25.0) (3.2,65.1)
Moderate 6 3(50.0) (11.8,882) 8 0  (0.0,36.9)
Severe 6 0 0.0,459) 8 0  (0.0,36.9)
Grade 4 6 0 0.0,459) 8 0  (0.0,36.9)
Any local reaction® 6 6 (100.0) (54.1,100.0) 8 2(25.0) (3.2,65.1)
>55 Years 1 Redness!
Any 7 1(143) (04,5790 3 0  (0.0,70.8)
Mild 7 0 0.0,41.0)0 3 0  (0.0,70.8)
Moderate 7 1(143)  (04,579) 3 0  (0.0,70.8)
Severe 7 0 0.0,41.0) 3 0  (0.0,70.8)
Grade 4 7 0 0.0,41.0) 3 0  (0.0,70.8)
Swelling?
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-13. Local Reactions, by Maximum Severity, Within 7 Days After Each Dose, by Age

Group —

Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 png) Placebo
Age Group Dose Local Reaction N2 n® (%) (95% CI°) N? n’ (%) (95% CI°
Any 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Mild 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Moderate 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
Pain at the injection
site®
Any 7 5(71.4) (29.0,96.3) 3 0 (0.0, 70.8)
Mild 7 5(71.4) (29.0,96.3) 3 0 (0.0, 70.8)
Moderate 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Any local reaction® 7 5(71.4)  (29.0,96.3) 3 0 (0.0, 70.8)
2 Redness?
Any 7 1(14.3) 04,579) 3 0 (0.0, 70.8)
Mild 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Moderate 7 1(14.3) (04,579) 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
Swelling?
Any 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
Mild 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
Moderate 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Pain at the injection
site®
Any 7 5(71.4) (29.0,96.3) 3 0 (0.0, 70.8)
Mild 7 4(57.1) (184,90.1) 3 0 (0.0, 70.8)
Moderate 7 1(14.3) (04,579) 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
Any local reaction® 7 5(71.4)  (29.0,96.3) 3 0 (0.0, 70.8)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-13. Local Reactions, by Maximum Severity, Within 7 Days After Each Dose, by Age
Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 png) Placebo
Age Group Dose Local Reaction N2 n® (%) (95% CI°) N? n’ (%) (95% CI°

Any  Redness!

dose

Any 7 1(14.3) 04,579) 3 0 (0.0, 70.8)
Mild 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Moderate 7 1(14.3) 04,579 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.00 3 0 (0.0, 70.8)

Swelling?
Any 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Mild 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Moderate 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.00 3 0 (0.0, 70.8)

Pain at the injection

site®
Any 7 5(714) (29.0,96.3) 3 0 (0.0, 70.8)
Mild 7 4(57.1) (184,90.1) 3 0 (0.0, 70.8)
Moderate 7 1(14.3) 04,579 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.00 3 0 (0.0, 70.8)

Any local reaction® 7  5(71.4)  (29.0,96.3) 3 0 (0.0, 70.8)

Note: Reactions were collected in the electronic diary (e-diary) from Day 1 to Day 7 after each dose.

Note: Grade 4 reactions were classified by the investigator or medically qualified person.

a. N =number of subjects reporting at least 1 yes or no response for the specified reaction after the
specified dose.

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

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

d. Mild: >2.0 to 5.0 cm; moderate: >5.0 to 10.0 cm; severe: >10.0 cm; Grade 4: necrosis (redness and
swelling categories) or exfoliative dermatitis (redness category only).

e. Mild: does not interfere with activity; moderate: interferes with activity; severe: prevents daily activity;
Grade 4: emergency room visit or hospitalization for severe pain at the injection site.

f.  Any local reaction: any redness >2.0 cm, any swelling >2.0 cm, or any pain at the injection site.
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 2 DFEEBRDOFE &6

Table 4-14. Duration (Days) From First to Last Day of Local Reactions —

Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Dose Local Reaction BNT162b2 (30 pg) Placebo
1 Redness
n? 1 0
Mean (SD) 10.0 (NE) NE (NE)
Median 10.0 NE
Min, max (10, 10) (NE, NE)
Swelling
n® 0 0
Pain at the injection site
n? 11 1
Mean (SD) 1.9 (1.22) 2.0 (NE)
Median 2.0 2.0
Min, max (1,5) 2,2)
2 Redness
n? 3 0
Mean (SD) 2.0 (1.73) NE (NE)
Median 1.0 NE
Min, max (1,4) (NE, NE)
Swelling
n? 1 0
Mean (SD) 1.0 (NE) NE (NE)
Median 1.0 NE
Min, max (1, 1) (NE, NE)
Pain at the injection site
n? 11 2
Mean (SD) 2.4(2.42) 1.0 (0.00)
Median 1.0 1.0
Min, max (1,9 (11

Abbreviation: NE = not estimable.

Note: Duration was calculated in days as the difference from the start of the first reported reaction to the
resolution of the last reported reaction, inclusive. For symptoms that are ongoing at the time of next dose, stop
date is computed as the next dose date.

Note: Reactions were recorded in the electronic diary (e-diary) from Day 1 through Day 7 after each dose. The
resolution date for reactions lasting longer than 7 days was recorded on the subject's case report form.

a. n=Number of subjects reporting the specified reaction on any of the 7 days, including subjects with
reactions of unknown duration.

b. Includes those reactions where the resolution date is partial or missing.
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-14. Duration (Days) From First to Last Day of Local Reactions —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Dose Local Reaction BNT162b2 (30 pg) Placebo
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 2 DFEEBRDOFE &6

Table 4-15. Duration (Days) From First to Last Day of Local Reactions, by Age Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Dose Local Reaction BNT162b2 (30 pg) Placebo
16-55 Years 1 Redness
n? 0 0
Swelling
n? 0 0
Pain at the injection site
n? 6 1
Mean (SD) 2.3 (1.51) 2.0 (NE)
Median 2.0 2.0
Min, max (1,5) (2,2)
2 Redness
n? 2 0
Mean (SD) 1.0 (0.00) NE (NE)
Median 1.0 NE
Min, max (1, 1) (NE, NE)
Swelling
n? 1 0
Mean (SD) 1.0 (NE) NE (NE)
Median 1.0 NE
Min, max (1, 1) (NE, NE)
Pain at the injection site
n? 6 2
Mean (SD) 3.0(3.16) 1.0 (0.00)
Median 1.5 1.0
Min, max (1,9) (1, 1)
>55 Years 1 Redness
n? 1 0
Mean (SD) 10.0 (NE) NE (NE)
Median 10.0 NE
Min, max (10, 10) (NE, NE)
Swelling
n? 0 0
Pain at the injection site
n? 5 0
Mean (SD) 1.4 (0.55) NE (NE)
Median 1.0 NE
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-15. Duration (Days) From First to Last Day of Local Reactions, by Age Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Dose Local Reaction BNT162b2 (30 pg) Placebo
Min, max (1,2) (NE, NE)
2 Redness
n? 1 0
Mean (SD) 4.0 (NE) NE (NE)
Median 4.0 NE
Min, max 4,4) (NE, NE)
Swelling
n? 0 0
Pain at the injection site
n? 5 0
Mean (SD) 1.6 (0.89) NE (NE)
Median 1.0 NE
Min, max (1,3) (NE, NE)

Abbreviation: NE = not estimable.

Note: Duration was calculated in days as the difference from the start of the first reported reaction to the
resolution of the last reported reaction, inclusive. For symptoms that are ongoing at the time of next dose, stop
date is computed as the next dose date.

Note: Reactions were recorded in the electronic diary (e-diary) from Day 1 through Day 7 after each dose. The
resolution date for reactions lasting longer than 7 days was recorded on the subject's case report form.

a. n = Number of subjects reporting the specified reaction on any of the 7 days, including subjects with
reactions of unknown duration.

b. Includes those reactions where the resolution date is partial or missing.
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-16. Onset Days for Local Reactions — Reactogenicity Subset for Phase 2/3 Analysis —
Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Dose Local Reaction BNT162b2 (30 pg) Placebo
1 Redness
n® 0
Mean (SD) NE (NE)
Median NE
Min, max (NE, NE)
Swelling
n® 0
Pain at the injection site
n® 1
Mean (SD) 1.5 (0.52) 4.0 (NE)
Median 4.0
Min, max 4,4)
Any local reaction®
n? 1
Mean (SD) 1.5 (0.52) 4.0 (NE)
Median 4.0
Min, max 4,4)
2 Redness
n® 0
Mean (SD) 3.0 (1.00) NE (NE)
Median NE
Min, max (NE, NE)
Swelling
n? 0
Mean (SD) NE (NE)
Median NE
Min, max (NE, NE)
Pain at the injection site
n® 2
Mean (SD) 1.3 (0.47) 1.0 (0.00)
Median 1.0
Min, max (1, 1)
Any local reaction®
n? 2
Mean (SD) 1.3 (0.47) 1.0 (0.00)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-16. Onset Days for Local Reactions — Reactogenicity Subset for Phase 2/3 Analysis —
Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Dose Local Reaction BNT162b2 (30 pg) Placebo
Median 1.0 1.0
Min, max (1,2) (1,1

Abbreviation: NE = not estimable.

Note: Day of onset is the first day the specified reaction was reported.

a. n=Number of subjects reporting the specified reaction, with each subject counted only once per reaction.
b.  Any local reaction: any redness >2.0 cm, any swelling >2.0 cm, or any pain at the injection site.
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
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Table 4-17. Onset Days for Local Reactions, by Age Group — Reactogenicity Subset for Phase 2/3
Analysis — Japanese Subjects —

Safety Population
Vaccine Group (as Administered)
Age Group Dose Local Reaction BNT162b2 (30 pg) Placebo
16-55 Years 1 Redness
n? 0 0
Swelling
n? 0 0
Pain at the injection site
n? 6 1
Mean (SD) 1.5 (0.55) 4.0 (NE)
Median 1.5 4.0
Min, max (1,2) 4, 4)
Any local reaction®
n? 6 1
Mean (SD) 1.5 (0.55) 4.0 (NE)
Median 1.5 4.0
Min, max (1,2) 4,4)
2 Redness
n? 2 0
Mean (SD) 3.5(0.71) NE (NE)
Median 3.5 NE
Min, max (3,4) (NE, NE)
Swelling
n? 1 0
Mean (SD) 3.0(NE) NE (NE)
Median 3.0 NE
Min, max 3,3 (NE, NE)
Pain at the injection site
n? 6 2
Mean (SD) 1.3 (0.52) 1.0 (0.00)
Median 1.0 1.0
Min, max (1,2) (1, 1)
Any local reaction®
n? 6 2
Mean (SD) 1.3 (0.52) 1.0 (0.00)
Median 1.0 1.0
Min, max (1,2) (1, 1)

PFIZER CONFIDENTIAL

Page 164



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-17. Onset Days for Local Reactions, by Age Group — Reactogenicity Subset for Phase 2/3
Analysis — Japanese Subjects —

Safety Population
Vaccine Group (as Administered)
Age Group Dose Local Reaction BNT162b2 (30 pg) Placebo
>55 Years 1 Redness
n? 1 0
Mean (SD) 2.0 (NE) NE (NE)
Median 2.0 NE
Min, max (2,2) (NE, NE)
Swelling
n? 0 0
Pain at the injection site
n? 5 0
Mean (SD) 1.6 (0.55) NE (NE)
Median 2.0 NE
Min, max (1,2) (NE, NE)
Any local reaction®
n? 5 0
Mean (SD) 1.6 (0.55) NE (NE)
Median 2.0 NE
Min, max (1,2) (NE, NE)
2 Redness
n? 1 0
Mean (SD) 2.0 (NE) NE (NE)
Median 2.0 NE
Min, max (2,2) (NE, NE)
Swelling
n? 0 0
Pain at the injection site
n? 5 0
Mean (SD) 1.2 (0.45) NE (NE)
Median 1.0 NE
Min, max (1,2) (NE, NE)
Any local reaction®
n? 5 0
Mean (SD) 1.2 (0.45) NE (NE)
Median 1.0 NE
Min, max (1,2) (NE, NE)
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Table 4-17. Onset Days for Local Reactions, by Age Group — Reactogenicity Subset for Phase 2/3
Analysis — Japanese Subjects —
Safety Population

Vaccine Group (as Administered)

Age Group Dose Local Reaction BNT162b2 (30 pg) Placebo

Abbreviation: NE = not estimable.

Note: Day of onset is the first day the specified reaction was reported.

a. n = Number of subjects reporting the specified reaction, with each subject counted only once per reaction.
b.  Any local reaction: any redness >2.0 cm, any swelling >2.0 cm, or any pain at the injection site.
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Table 4-18. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Dose Systemic Event N2 nP (%) (95% CI°) N?* nP (%) (95% CI)
1 Fever
>38.0°C 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
>38.0°C to 38.4°C 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
>38.4°C to 38.9°C 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
>38.9°C to 40.0°C 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
>40.0°C 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Fatigue!
Any 13 9(69.2) (38.6,90.9) 11 2(18.2) (2.3,51.8)
Mild 13 7(53.8) (25.1,80.8) 11 1(9.1) (0.2, 41.3)
Moderate 13 2(15.4) (1.9,454) 11 1(9.1) (0.2, 41.3)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Headache!
Any 13 5(38.5) (13.9,684) 11 0 (0.0, 28.5)
Mild 13 5(38.5) (13.9,684) 11 0 (0.0, 28.5)
Moderate 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Chills¢
Any 13 1(7.7) (0.2,36.0) 11 1(9.1) (0.2, 41.3)
Mild 13 1(7.7) (0.2,36.0) 11 1(9.1) (0.2, 41.3)
Moderate 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Vomiting®
Any 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Mild 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Moderate 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Diarrheaf
Any 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Mild 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Moderate 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-18. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Dose Systemic Event N2 nP (%) (95% CI°) N?* nP (%) (95% CI)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
New or worsened muscle pain?
Any 13 5(38.5) (13.9,68.4) 11 0 (0.0, 28.5)
Mild 13 4(30.8) 9.1,61.4) 11 0 (0.0, 28.5)
Moderate 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
New or worsened joint paind
Any 13 1(7.7) (0.2,36.0) 11 2(18.2) (2.3,51.8)
Mild 13 1(7.7) (0.2,36.0) 11 2(18.2) (2.3,51.8)
Moderate 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Any systemic event® 13 10(76.9) (46.2,95.0) 11 3(27.3) (6.0,61.0)
Use of antipyretic or pain 13 4(30.8) 9.1,61.4) 11 0 (0.0, 28.5)
medication”
2 Fever
>38.0°C 13 3(23.1) (5.0,53.8) 11 0 (0.0, 28.5)
>38.0°C to 38.4°C 13 2(15.4) (1.9,454) 11 0 (0.0, 28.5)
>38.4°C to 38.9°C 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
>38.9°C to 40.0°C 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
>40.0°C 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Fatigue!
Any 13 10(76.9) (46.2,95.0) 11 1(9.1) (0.2, 41.3)
Mild 13 2(15.4) (1.9,454) 11 0 (0.0, 28.5)
Moderate 13 8(61.5) (31.6,86.1) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,247) 11 1(9.1) (0.2,41.3)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Headache!
Any 13 7(53.8) (25.1,80.8) 11 2(18.2) (2.3,51.8)
Mild 13 4(30.8) 9.1,61.4) 11 1(9.1) (0.2,41.3)
Moderate 13 3(23.1) (5.0,53.8) 11 1(9.1) (0.2,41.3)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
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Table 4-18. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Dose Systemic Event N2 nP (%) (95% CI°) N?* nP (%) (95% CI)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Chills¢
Any 13 5(38.5) (13.9,68.4) 11 0 (0.0, 28.5)
Mild 13 3(23.1) (5.0,53.8) 11 0 (0.0, 28.5)
Moderate 13 2(15.4) (1.9,454) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Vomiting®
Any 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Mild 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Moderate 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Diarrhea®
Any 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Mild 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Moderate 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
New or worsened muscle pain?
Any 13 7(53.8) (25.1,80.8) 11 1(9.1) (0.2,41.3)
Mild 13 6(46.2) (19.2,749) 11 0 (0.0, 28.5)
Moderate 13 1(7.7) (0.2,36.0) 11 1(9.1) (0.2, 41.3)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
New or worsened joint paind
Any 13 3(23.1) (5.0,53.8) 11 1(9.1) (0.2,41.3)
Mild 13 2(15.4) (1.9,454) 11 0 (0.0, 28.5)
Moderate 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 1(9.1) (0.2, 41.3)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Any systemic event® 13 12(92.3) (64.0,99.8) 11 2(18.2) (2.3,51.8)
Use of antipyretic or pain 13 7(53.8) (25.1,80.8) 11 1(9.1) (0.2, 41.3)
medication”
PFIZER CONFIDENTIAL

Page 169



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-18. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Dose Systemic Event N2 nP (%) (95% CI°) N?* nP (%) (95% CI)
Any Fever
dose
>38.0°C 13 3(23.1) (5.0,53.8) 11 0 (0.0, 28.5)
>38.0°C to 38.4°C 13 2(15.4) (1.9,45.4) 11 0 (0.0, 28.5)
>38.4°C to 38.9°C 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
>38.9°C to 40.0°C 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
>40.0°C 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Fatigue?
Any 13 10(76.9) (46.2,95.0) 11 2(18.2) (2.3,51.8)
Mild 13 2(15.4) (1.9,454) 11 1(9.1) (0.2, 41.3)
Moderate 13 8(61.5) (31.6,86.1) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 1(9.1) (0.2,41.3)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Headache!
Any 13 10(76.9) (46.2,95.0) 11 2(18.2) (2.3,51.8)
Mild 13 7(53.8) (25.1,80.8) 11 1(9.1) (0.2,41.3)
Moderate 13 3(23.1) (5.0,53.8) 11 1(9.1) (0.2, 41.3)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Chills¢
Any 13 5(38.9) (13.9,684) 11 1(9.1) (0.2, 41.3)
Mild 13 3(23.1) (5.0,53.8) 11 1(9.1) (0.2,41.3)
Moderate 13 2(15.4) (1.9,45.4) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Vomiting®
Any 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Mild 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Moderate 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Diarrheaf
Any 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Mild 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Moderate 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-18. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Dose Systemic Event N2 nP (%) (95% CI°) N?* nP (%) (95% CI)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
New or worsened muscle pain?
Any 13 8(61.5) (31.6,86.1) 11 1(9.1) (0.2,41.3)
Mild 13 6(46.2) (19.2,749) 11 0 (0.0, 28.5)
Moderate 13 2(15.4) (1.9,454) 11 1(9.1) (0.2,41.3)
Severe 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
New or worsened joint paind
Any 13 3(23.1) (5.0,53.8) 11 2(18.2) (2.3,51.8)
Mild 13 2(15.4) (1.9,454) 11 1.1 (0.2,41.3)
Moderate 13 1(7.7) (0.2,36.0) 11 0 (0.0, 28.5)
Severe 13 0 (0.0,24.7) 11 1(9.1) (0.2,41.3)
Grade 4 13 0 (0.0,24.7) 11 0 (0.0, 28.5)
Any systemic event® 13 12(92.3) (64.0,99.8) 11 4(36.4) (10.9,69.2)
Use of antipyretic or pain 13 7(53.8) (25.1,80.8) 11 1(9.1) (0.2, 41.3)

medication®

Note: Events and use of antipyretic or pain medication were collected in the electronic diary (e-diary) from
Day 1 to Day 7 after each dose. Grade 4 events were classified by the investigator or medically qualified
person.

a. N =number of subjects reporting at least 1 yes or no response for the specified event after the specified
dose.

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

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

d.  Mild: does not interfere with activity; moderate: some interference with activity; severe: prevents daily
activity; Grade 4: emergency room visit or hospitalization for severe fatigue, severe headache, severe muscle
pain, or severe joint pain.

e. Mild: 1 to 2 times in 24 hours; moderate: >2 times in 24 hours; severe: requires intravenous hydration;
Grade 4: emergency room visit or hospitalization for severe vomiting.

f.  Mild: 2 to 3 loose stools in 24 hours; moderate: 4 to 5 loose stools in 24 hours; severe: 6 or more loose
stools in 24 hours; Grade 4: emergency room visit or hospitalization for severe diarrhea.

g.  Any systemic event: any fever >38.0°C, any fatigue, any vomiting, any chills, any diarrhea, any
headache, any new or worsened muscle pain, or any new or worsened joint pain.

h.  Severity was not collected for use of antipyretic or pain medication.
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Table 4-19. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age

Group —

Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Age Group Dose

Vaccine Group (as Administered)

Placebo
N2 n” (%) (95% CI)

16-55 Years

1

BNT162b2 (30 pg)
Systemic Event N2 n” (%) (95% CI9
Fever
>38.0°C 6 0 (0.0, 45.9)
>38.0°C to 38.4°C 6 0 (0.0, 45.9)
>38.4°C t0 38.9°C 6 0 (0.0, 45.9)
>38.9°C t0 40.0°C 6 0 (0.0, 45.9)
>40.0°C 6 0 (0.0, 45.9)
Fatigue?
Any 6 4(66.7) (22.3,95.7)
Mild 6 2(333) (43,777
Moderate 6 2(33.3) 4.3,77.7)
Severe 6 0 (0.0, 45.9)
Grade 4 6 0 (0.0, 45.9)
Headache!
Any 6 4(66.7) (22.3,95.7)
Mild 6 4(66.7) (22.3,95.7)
Moderate 6 0 (0.0, 45.9)
Severe 6 0 (0.0, 45.9)
Grade 4 6 0 (0.0, 45.9)
Chills¢
Any 6 0 (0.0, 45.9)
Mild 6 0 (0.0, 45.9)
Moderate 6 0 (0.0, 45.9)
Severe 6 0 (0.0, 45.9)
Grade 4 6 0 (0.0, 45.9)
Vomiting®
Any 6 0 (0.0, 45.9)
Mild 6 0 (0.0, 45.9)
Moderate 6 0 (0.0, 45.9)
Severe 6 0 (0.0, 45.9)
Grade 4 6 0 (0.0, 45.9)
Diarrhea’
Any 6 0 (0.0, 45.9)
Mild 6 0 (0.0, 45.9)
Moderate 6 0 (0.0, 45.9)
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(0.0, 36.9)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-19. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age
Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 png) Placebo
Age Group Dose Systemic Event N2 n” (%) (95% CI N?* n® (%) (95% CI°
Severe 6 0 0.0,459) 8 0  (0.0,369)
Grade 4 6 0 0.0,459) 8 0  (0.0,369)

New or worsened
muscle paind

Any 6 2333 43,777 8 0 (0.0, 36.9)
Mild 6 2(333) (43,777 8 0 (0.0, 36.9)
Moderate 6 0 (0.0,459) 8 0 (0.0, 36.9)
Severe 6 0 (0.0,459) 8 0 (0.0, 36.9)
Grade 4 6 0 (0.0,459) 8 0 (0.0, 36.9)
New or worsened joint
pain?
Any 6 1(6.7) (04,641) 8 2(25.0) (3.2,65.1)
Mild 6 1(6.7) (04,641) 8 2(25.0) (3.2,65.1)
Moderate 6 0 (0.0,459) 8 0 (0.0, 36.9)
Severe 6 0 (0.0,459) 8 0 (0.0, 36.9)
Grade 4 6 0 (0.0,459) 8 0 (0.0, 36.9)
Any systemic event® 6 5(83.3) (359,99.6) 8 2(25.0) (3.2,65.1)
Use of antipyretic or 6 3(50.0) (11.8,882) 8 0 (0.0, 36.9)
pain medication®
2 Fever
>38.0°C 6 1167 (04,641) 8 0 (0.0, 36.9)
>38.0°Cto 38.4°C 6 0 (0.0,459) 8 0 (0.0, 36.9)
>38.4°Ct038.9°C 6 1(16.7) (0.4,64.1) 8 0 (0.0, 36.9)
>38.9°C t0 40.0°C 6 0 (0.0,459) 8 0 (0.0, 36.9)
>40.0°C 6 0 (0.0,459) 8 0 (0.0, 36.9)
Fatigue!
Any 6 5(833) (359,99.6) 8 1(12.5) (0.3,52.7)
Mild 6 2(333) (43,777 8 0 (0.0, 36.9)
Moderate 6 3(50.0) (11.8,882) 8 0 (0.0, 36.9)
Severe 6 0 (0.0,459) 8 1(12.5) (0.3,52.7)
Grade 4 6 0 (0.0,45.9) 8 0 (0.0, 36.9)
Headache!
Any 6 4(66.7) (223,957) 8 2(25.0) (3.2,65.1)
Mild 6 2(333) (43,77.7) 8 1(12.5) (0.3,52.7)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-19. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age

Group —

Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Age Group Dose

Vaccine Group (as Administered)

(30 ng)

(95% CI°)

BNT162b2
Systemic Event N2 n’ (%)
Moderate 6 2(33.3)
Severe 6 0
Grade 4 6 0
Chills¢
Any 6
Mild 6 2(33.3)
Moderate 6 1(16.7)
Severe 6 0
Grade 4 6 0
Vomiting®
Any 6 0
Mild 6 0
Moderate 6 0
Severe 6 0
Grade 4 6 0
Diarrheaf
Any 6 1(16.7)
Mild 6 1(16.7)
Moderate 6 0
Severe 6 0
Grade 4 6 0
New or worsened
muscle paind
Any 6
Mild 6 2(33.3)
Moderate 6 1(16.7)
Severe 6 0
Grade 4 6 0
New or worsened joint
pain?
Any 6 1(16.7)
Mild 6 1(16.7)
Moderate 6 0
Severe 6 0
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Placebo
N2 n” (%) (95% CI)
1(12.5) (0.3,52.7)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
1(12.5) (0.3,52.7)
0 (0.0, 36.9)
1(12.5) (0.3,52.7)
0 (0.0, 36.9)
0 (0.0, 36.9)
1(12.5) (0.3,52.7)
0 (0.0, 36.9)
0 (0.0, 36.9)
1(12.5) (0.3,52.7)



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-19. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age

Group —

Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Age Group Dose

Vaccine Group (as Administered)

Any
dose

BNT162b2 (30 pg)
Systemic Event N2 n” (%) (95% CI9
Grade 4 6 0 (0.0, 45.9)
Any systemic event® 6 6(100.0) (54.1,100.0)
Use of antipyretic or 6 4(66.7) (22.3,95.7)
pain medication”
Fever
>38.0°C 6 1(16.7) (0.4,64.1)
>38.0°C to 38.4°C 6 0 (0.0, 45.9)
>38.4°Ct0389°C 6 1(16.7) (0.4,64.1)
>38.9°C t0 40.0°C 6 0 (0.0, 45.9)
>40.0°C 6 0 (0.0, 45.9)
Fatigue!
Any 6 5(83.3) (35.9,99.6)
Mild 6 2(333) (43,777
Moderate 6 3(50.0) (11.8,88.2)
Severe 6 0 (0.0, 45.9)
Grade 4 6 0 (0.0, 45.9)
Headache?
Any 6 6(100.0) (54.1,100.0)
Mild 6 4(66.7) (22.3,95.7)
Moderate 6 2(33.3) (4.3,77.7)
Severe 6 0 (0.0, 45.9)
Grade 4 6 0 (0.0, 45.9)
Chills¢
Any 6 3(50.0) (11.8,88.2)
Mild 6 2(333) (43,777
Moderate 6 1(16.7) (0.4,64.1)
Severe 6 0 (0.0, 45.9)
Grade 4 6 0 (0.0, 45.9)
Vomiting®
Any 6 0 (0.0, 45.9)
Mild 6 0 (0.0, 45.9)
Moderate 6 0 (0.0, 45.9)
Severe 6 0 (0.0, 45.9)
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Placebo
N2 n” (%) (95% CI)
0 (0.0, 36.9)
2(25.0) (3.2,65.1)
1(12.5) (0.3,52.7)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
1(12.5) (0.3,52.7)
0 (0.0, 36.9)
0 (0.0, 36.9)
1(12.5) (0.3,52.7)
0 (0.0, 36.9)
2(25.0) (3.2,65.1)
1(12.5) (0.3,52.7)
1(12.5) (0.3,52.7)
0 (0.0, 36.9)
0 (0.0, 36.9)
1(12.5) (0.3,52.7)
1(12.5) (0.3,52.7)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)
0 (0.0, 36.9)



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-19. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age

Group —

Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 png) Placebo
Age Group Dose Systemic Event N2 n” (%) (95% CI N?* n® (%) (95% CI°
Grade 4 6 0 0.0,459) 8 0  (0.0,369)
Diarrhea’
Any 6 1(167) (04,641) 8 0  (0.0,36.9)
Mild 6 1(6.7) 04,64.1) 8 0 (0.0, 36.9)
Moderate 6 0 0.0,459) 8 0  (0.0,369)
Severe 6 0 0.0,459) 8 0  (0.0,36.9)
Grade 4 6 0 0.0,459) 8 0  (0.0,36.9)
New or worsened
muscle paind
Any 6 4(667) (223,95.7) 8 1(12.5) (0.3,52.7)
Mild 6 3(500) (118,882 8 0  (0.0,36.9)
Moderate 6 1(167) (0.4,64.1) 8 1(12.5) (0.3,52.7)
Severe 6 0 0.0,459) 8 0  (0.0,369)
Grade 4 6 0 0.0,459) 8 0  (0.0,369)
New or worsened joint
pain?
Any 6 1(167) (0.4,64.1) 8 2(25.0) (3.2,65.1)
Mild 6 1(167) (0.4,64.1) 8 1(12.5) (0.3,52.7)
Moderate 6 0 0.0,459) 8 0  (0.0,369)
Severe 6 0 0.0,459) 8 1(12.5) (0.3,52.7)
Grade 4 6 0 0.0,459) 8 0  (0.0,36.9)
Any systemic eventt 6 6 (100.0) (54.1,100.0) 8 3 (37.5) (8.5,75.5)
Use of antipyretic or 6 4(66.7) (22.3,95.7) 8 1(12.5) (0.3,52.7)
pain medication”
>55 Years 1 Fever
>38.0°C 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
>38.0°C to 38.4°C 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
>38.4°C to0 38.9°C 7 0 0.0,41.0) 3 0  (0.0,70.8)
>38.9°C to 40.0°C 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
>40.0°C 70 0.0,41.0) 3 0  (0.0,70.8)
Fatigue?
Any 7 5(71.4) (29.0,963) 3 1(33.3) (0.8,90.6)
Mild 7 5(71.4)  (29.0,963) 3 1(33.3) (0.8,90.6)
Moderate 7 0 0.0,41.0) 3 0  (0.0,70.8)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-19. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age

Group —

Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Age Group Dose

Vaccine Group (as Administered)

Placebo
N2 n” (%) (95% CI)

BNT162b2 (30 pg)
Systemic Event N2 n” (%) (95% CI9
Severe 7 0 (0.0, 41.0)
Grade 4 7 0 (0.0, 41.0)
Headache!
Any 7 1(14.3) (0.4,57.9)
Mild 7 1(14.3) (0.4,57.9)
Moderate 7 0 (0.0, 41.0)
Severe 7 0 (0.0, 41.0)
Grade 4 7 0 (0.0, 41.0)
Chills¢
Any 7 1(14.3) (0.4,57.9)
Mild 7 1(14.3) (0.4,57.9)
Moderate 7 0 (0.0, 41.0)
Severe 7 0 (0.0, 41.0)
Grade 4 7 0 (0.0, 41.0)
Vomiting®
Any 7 0 (0.0, 41.0)
Mild 7 0 (0.0, 41.0)
Moderate 7 0 (0.0, 41.0)
Severe 7 0 (0.0, 41.0)
Grade 4 7 0 (0.0, 41.0)
Diarrheaf
Any 7 0 (0.0, 41.0)
Mild 7 0 (0.0, 41.0)
Moderate 7 0 (0.0, 41.0)
Severe 7 0 (0.0, 41.0)
Grade 4 7 0 (0.0, 41.0)
New or worsened
muscle paind
Any 7 3(429) (9.9,81.6)
Mild 7 2(28.6) (3.7,71.0)
Moderate 7 1014.3) (0.4, 57.9)
Severe 7 0 (0.0, 41.0)
Grade 4 7 0 (0.0, 41.0)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-19. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age

Group —

Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Age Group Dose

Systemic Event

Vaccine Group (as Administered)

BNT162b2
N* P (%)

(30 ng)

(95% CI°)

Placebo

N* nb (%) (95% CI°)

New or worsened joint

paind
Any 7 0 (0.0, 41.0)
Mild 7 0 (0.0, 41.0)
Moderate 7 0 (0.0, 41.0)
Severe 7 0 (0.0, 41.0)
Grade 4 7 0 (0.0, 41.0)
Any systemic event® 7 5(71.4) (29.0,96.3)
Use of antipyretic or 7 1(014.3) (0.4,57.9)
pain medication®
Fever
>38.0°C 7 2(28.6) (3.7,71.0)
>38.0°Cto 38.4°C 7 2(28.6) (3.7,71.0)
>38.4°C to 38.9°C 7 0 (0.0, 41.0)
>38.9°C to0 40.0°C 7 0 (0.0, 41.0)
>40.0°C 7 0 (0.0, 41.0)
Fatigue?
Any 7 5(71.4) (29.0,96.3)
Mild 7 0 (0.0, 41.0)
Moderate 7 5(71.4) (29.0,96.3)
Severe 7 0 (0.0, 41.0)
Grade 4 7 0 (0.0, 41.0)
Headache!
Any 7 3(429) (9.9,81.6)
Mild 7 2(28.6) (3.7,71.0)
Moderate 7 1(14.3) (0.4,57.9)
Severe 7 0 (0.0, 41.0)
Grade 4 7 0 (0.0, 41.0)
Chills¢
Any 7 2(28.6) (3.7,71.0)
Mild 7 1(143) (0.4,57.9)
Moderate 7 1(04.3) (0.4,57.9)
Severe 7 0 (0.0, 41.0)
Grade 4 7 0 (0.0, 41.0)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-19. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age
Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 png) Placebo
Age Group Dose Systemic Event N2 n” (%) (95% CI N?* n® (%) (95% CI°
Vomiting®
Any 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Mild 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Moderate 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Diarrhea®
Any 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Mild 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Moderate 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.00 3 0 (0.0, 70.8)
New or worsened
muscle paind
Any 7 4(57.1) (184,90.1) 3 0 (0.0, 70.8)
Mild 7 4(57.1) (184,90.1) 3 0 (0.0, 70.8)
Moderate 7 0 (0.0,41.00) 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.00 3 0 (0.0, 70.8)
New or worsened joint
pain?
Any 7 2286) (3.7,71.0)0 3 0 (0.0, 70.8)
Mild 7 1(143) (04,579 3 0 (0.0, 70.8)
Moderate 7 1(143) (04,579) 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Any systemic event® 7 6(85.7) (42.1,99.6) 3 0 (0.0, 70.8)
Use of antipyretic or 7 3429 (99,81.6) 3 0 (0.0, 70.8)
pain medication”
Any  Fever
dose
>38.0°C 7 2(@28.6) (3.7,71.0) 3 0 (0.0, 70.8)
>38.0°Cto 38.4°C 7 2(28.6) (3.7,71.0) 3 0 (0.0, 70.8)
>38.4°C t0 38.9°C 7 0 (0.0,41.00) 3 0 (0.0, 70.8)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-19. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age
Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 png) Placebo
Age Group Dose Systemic Event N2 n” (%) (95% CI N?* n® (%) (95% CI°
>38.9°C to 40.0°C 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
>40.0°C 70 0.0,41.0) 3 0  (0.0,708)
Fatigue?
Any 7 5(714)  (29.0,963) 3 1(33.3) (0.8,90.6)
Mild 7 0 (0.0,41.0) 3 1(33.3) (0.8,90.6)
Moderate 7 5(71.4) (29.0,963) 3 0  (0.0,70.8)
Severe 7 0 0.0,41.0) 3 0  (0.0,70.8)
Grade 4 7 0 0.0,41.0) 3 0  (0.0,708)
Headache!
Any 7 4(57.1) (184,90.1) 3 0  (0.0,70.8)
Mild 7 3429 (99,81.6) 3 0  (0.0,708)
Moderate 7 1(143) (04,5790 3 0  (0.0,708)
Severe 70 0.0,41.0) 3 0  (0.0,70.8)
Grade 4 70 0.0,41.0) 3 0  (0.0,70.8)
Chills?
Any 7 2086) (3.7,71.00) 3 0  (0.0,70.8)
Mild 7 1(143)  (04,579) 3 0  (0.0,70.8)
Moderate 7 1(143)  (04,579) 3 0  (0.0,70.8)
Severe 70 0.0,41.0) 3 0  (0.0,708)
Grade 4 70 0.0,41.0) 3 0  (0.0,708)
Vomiting®
Any 7 0 0.0,41.0) 3 0  (0.0,708)
Mild 7 0 0.0,41.0) 3 0  (0.0,708)
Moderate 70 0.0,41.0) 3 0  (0.0,70.8)
Severe 7 0 0.0,41.0) 3 0  (0.0,70.8)
Grade 4 7 0 0.0,41.0) 3 0  (0.0,708)
Diarrheaf
Any 7 0 0.0,41.0) 3 0  (0.0,70.8)
Mild 7 0 0.0,41.0) 3 0  (0.0,708)
Moderate 7 0 0.0,41.0) 3 0  (0.0,708)
Severe 70 0.0,41.0) 3 0  (0.0,708)
Grade 4 70 0.0,41.0) 3 0  (0.0,70.8)
New or worsened
muscle paind
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-19. Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age
Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
Age Group Dose Systemic Event N2 n” (%) (95% CI N?* n® (%) (95% CI°
Any 7 4(57.1) (184,90.1) 3 0 (0.0, 70.8)
Mild 7 3429 (99,816) 3 0 (0.0, 70.8)
Moderate 7 1(143) (04,579 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.0) 3 0 (0.0, 70.8)
New or worsened joint
pain?
Any 7 2286) (3.7,71.0)0 3 0 (0.0, 70.8)
Mild 7 1(143) (04,579 3 0 (0.0, 70.8)
Moderate 7 1(143) (04,579 3 0 (0.0, 70.8)
Severe 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Grade 4 7 0 (0.0,41.00 3 0 (0.0, 70.8)
Any systemic event® 7 6(85.7) (42.1,99.6) 3 1(33.3) (0.8,90.6)
Use of antipyretic or 7 3429 (99,81.6) 3 0 (0.0, 70.8)

pain medication®

Note: Events and use of antipyretic or pain medication were collected in the electronic diary (e-diary) from
Day 1 to Day 7 after each dose. Grade 4 events were classified by the investigator or medically qualified
person.

a. N =number of subjects reporting at least 1 yes or no response for the specified event after the specified
dose.

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

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

d.  Mild: does not interfere with activity; moderate: some interference with activity; severe: prevents daily
activity; Grade 4: emergency room visit or hospitalization for severe fatigue, severe headache, severe muscle
pain, or severe joint pain.

e. Mild: 1 to 2 times in 24 hours; moderate: >2 times in 24 hours; severe: requires intravenous hydration;
Grade 4: emergency room visit or hospitalization for severe vomiting.

f.  Mild: 2 to 3 loose stools in 24 hours; moderate: 4 to 5 loose stools in 24 hours; severe: 6 or more loose
stools in 24 hours; Grade 4: emergency room visit or hospitalization for severe diarrhea.

g.  Any systemic event: any fever >38.0°C, any fatigue, any vomiting, any chills, any diarrhea, any
headache, any new or worsened muscle pain, or any new or worsened joint pain.

h.  Severity was not collected for use of antipyretic or pain medication.
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-20. Duration (Days) From First to Last Day of Systemic Events — Reactogenicity Subset
for Phase 2/3 Analysis —
Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Dose Systemic Event BNT162b2 (30 pg) Placebo
1 Fever (=38.0°C)

n? 0 0
Fatigue

n? 9 2

Mean (SD) 1.3 (0.71) 3.0 (2.83)

Median 1.0 3.0

Min, max (1,3) (1,5
Headache

n? 5 0

Mean (SD) 1.2 (0.45) NE (NE)

Median 1.0 NE

Min, max (1,2) (NE, NE)
Chills

n? 1 1

Mean (SD) 1.0 (NE) 1.0 (NE)

Median 1.0 1.0

Min, max (1, 1) (1, 1)
Vomiting

n? 0 0
Diarrhea

n? 0 0
New or worsened muscle pain

n? 5 0

Mean (SD) 1.2 (0.45) NE (NE)

Median 1.0 NE

Min, max (1,2) (NE, NE)
New or worsened joint pain

n? 1 2

Mean (SD) 1.0 (NE) 1.0 (0.00)

Median 1.0 1.0

Min, max (1, 1) (1, 1)
Use of antipyretic or pain medication

n? 4 0

Mean (SD) 1.5 (1.00) NE (NE)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
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Table 4-20. Duration (Days) From First to Last Day of Systemic Events — Reactogenicity Subset
for Phase 2/3 Analysis —
Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Dose Systemic Event BNT162b2 (30 pg) Placebo
Median 1.0 NE
Min, max (1, 3) (NE, NE)

2 Fever (>38.0°C)

n? 3 0
Mean (SD) 1.0 (0.00) NE (NE)
Median 1.0 NE
Min, max (1,1 (NE, NE)
Fatigue
n? 10 1
Mean (SD) 1.8 (1.23) 3.0 (NE)
Median 1.5 3.0
Min, max (L,5) 3,3)
Headache
n? 7 2
Mean (SD) 1.7 (1.50) 3.0 (2.83)
Median 1.0 3.0
Min, max (1,5) (1,5)
Chills
n? 5 0
Mean (SD) 1.0 (0.00) NE (NE)
Median 1.0 NE
Min, max (1, 1) (NE, NE)
Vomiting
n® 0 0
Diarrhea
n® 1 0
Mean (SD) 2.0 (NE) NE (NE)
Median 2.0 NE
Min, max 2,2) (NE, NE)
New or worsened muscle pain
n? 7 1
Mean (SD) 1.1 (0.38) 2.0 (NE)
Median 1.0 2.0
Min, max (1,2) 2,2)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-20. Duration (Days) From First to Last Day of Systemic Events — Reactogenicity Subset
for Phase 2/3 Analysis —
Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Dose Systemic Event BNT162b2 (30 pg) Placebo
New or worsened joint pain
n? 3 1
Mean (SD) 1.0 (0.00) 5.0 (NE)
Median 1.0 5.0
Min, max (1,1 5,5)
Use of antipyretic or pain medication
n? 7 1
Mean (SD) 2.1 (1.68) 5.0 (NE)
Median 1.0 5.0
Min, max (1,5 5,9

Abbreviation: NE = not estimable.

Note: Duration was calculated in days as the difference from the start of the first reported event to the
resolution of the last reported event, inclusive. For symptoms that are ongoing at the time of next dose, stop
date is computed as the next dose date.

Note: Events and use of antipyretic or pain medication were recorded in the electronic diary (e-diary) from
Day 1 through Day 7 after each dose. The resolution date for events lasting longer than 7 days was recorded
on the subject's case report form.

a. n=Number of subjects reporting the specified event on any of the 7 days, including subjects with events
of unknown duration.

b. Includes those events where the resolution date is partial or missing.

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adcevd Table Generation:
15DEC2020 (18:44)

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

File: ./nda2_unblinded/C4591001 Japan_final/adce s040 se dur jpn

PFIZER CONFIDENTIAL
Page 184



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
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Table 4-21. Duration (Days) From First to Last Day of Systemic Events, by Age Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Dose Systemic Event BNT162b2 (30 pg) Placebo
16-55 Years 1 Fever (=38.0°C)
n? 0 0
Fatigue
n? 4 1
Mean (SD) 1.8 (0.96) 5.0 (NE)
Median 1.5 5.0
Min, max (1,3) 5,95
Headache
n? 4 0
Mean (SD) 1.3 (0.50) NE (NE)
Median 1.0 NE
Min, max (1,2) (NE, NE)
Chills
n? 0 1
Mean (SD) NE (NE) 1.0 (NE)
Median NE 1.0
Min, max (NE, NE) (1, 1)
Vomiting
n? 0 0
Diarrhea
n? 0 0
New or worsened muscle pain
n? 2 0
Mean (SD) 1.5(0.71) NE (NE)
Median 1.5 NE
Min, max (1,2) (NE, NE)
New or worsened joint pain
n? 1 2
Mean (SD) 1.0 (NE) 1.0 (0.00)
Median 1.0 1.0
Min, max (1,1 (1, 1)
Use of antipyretic or pain
medication
n? 3 0
Mean (SD) 1.7 (1.15) NE (NE)

PFIZER CONFIDENTIAL

Page 185



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
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Table 4-21. Duration (Days) From First to Last Day of Systemic Events, by Age Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Dose Systemic Event BNT162b2 (30 pg) Placebo
Median 1.0 NE
Min, max (1,3) (NE, NE)

2 Fever (=38.0°C)
n? 1 0
Mean (SD) 1.0 (NE) NE (NE)
Median 1.0 NE
Min, max (L1 (NE, NE)
Fatigue
n? 5 1
Mean (SD) 2.0 (1.73) 3.0(NE)
Median 1.0 3.0
Min, max (1,5 3.3)
Headache
n? 4 2
Mean (SD) 2.0 (2.00) 3.0 (2.83)
Median 1.0 3.0
Min, max (1,5) (1,5)
Chills
n? 3 0
Mean (SD) 1.0 (0.00) NE (NE)
Median 1.0 NE
Min, max (1,1 (NE, NE)
Vomiting
n? 0 0
Diarrhea
n? 1 0
Mean (SD) 2.0 (NE) NE (NE)
Median 2.0 NE
Min, max 2,2) (NE, NE)
New or worsened muscle pain
n? 3 1
Mean (SD) 1.3 (0.58) 2.0 (NE)
Median 1.0 2.0
Min, max (1,2) 2,2)

New or worsened joint pain
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
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Table 4-21. Duration (Days) From First to Last Day of Systemic Events, by Age Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Dose Systemic Event BNT162b2 (30 pg) Placebo
n® 1 1
Mean (SD) 1.0 (NE) 5.0 (NE)
Median 1.0 5.0
Min, max (L1 5,5)

Use of antipyretic or pain
medication
n® 4 1
Mean (SD) 2.8 (2.06) 5.0 (NE)
Median 2.5 5.0
Min, max (L,5) 5,5)
>55 Years Fever (=38.0°C)
n? 0 0
Fatigue
n? 5 1
Mean (SD) 1.0 (0.00) 1.0 (NE)
Median 1.0 1.0
Min, max (1,1 (1, 1)
Headache
n? 1 0
Mean (SD) 1.0 (NE) NE (NE)
Median 1.0 NE
Min, max (1,1 (NE, NE)
Chills
n? 1 0
Mean (SD) 1.0 (NE) NE (NE)
Median 1.0 NE
Min, max (1,1 (NE, NE)
Vomiting
n® 0 0
Diarrhea
n® 0 0
New or worsened muscle pain
n? 3 0
Mean (SD) 1.0 (0.00) NE (NE)
Median 1.0 NE
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 2 DFEEBRDOFE &6

Table 4-21. Duration (Days) From First to Last Day of Systemic Events, by Age Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Dose Systemic Event BNT162b2 (30 pg) Placebo
Min, max (1,1 (NE, NE)
New or worsened joint pain
n? 0 0
Use of antipyretic or pain
medication
n? 1 0
Mean (SD) 1.0 (NE) NE (NE)
Median 1.0 NE
Min, max (1,1 (NE, NE)
2 Fever (=38.0°C)
n? 2 0
Mean (SD) 1.0 (0.00) NE (NE)
Median 1.0 NE
Min, max (1, 1) (NE, NE)
Fatigue
n? 5 0
Mean (SD) 1.6 (0.55) NE (NE)
Median 2.0 NE
Min, max (1,2) (NE, NE)
Headache
n? 3 0
Mean (SD) 1.3 (0.58) NE (NE)
Median 1.0 NE
Min, max (1,2) (NE, NE)
Chills
n? 2 0
Mean (SD) 1.0 (0.00) NE (NE)
Median 1.0 NE
Min, max (1,1 (NE, NE)
Vomiting
n? 0 0
Diarrhea
n? 0 0
New or worsened muscle pain
n? 4 0
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
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Table 4-21. Duration (Days) From First to Last Day of Systemic Events, by Age Group —
Reactogenicity Subset for Phase 2/3 Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Dose Systemic Event BNT162b2 (30 pg) Placebo
Mean (SD) 1.0 (0.00) NE (NE)
Median 1.0 NE
Min, max (1,1 (NE, NE)

New or worsened joint pain
n? 2 0
Mean (SD) 1.0 (0.00) NE (NE)
Median 1.0 NE
Min, max (1,1 (NE, NE)

Use of antipyretic or pain

medication
n? 3 0
Mean (SD) 1.3 (0.58) NE (NE)
Median 1.0 NE
Min, max (1,2) (NE, NE)

Abbreviation: NE = not estimable.

Note: Duration was calculated in days as the difference from the start of the first reported event to the
resolution of the last reported event, inclusive. For symptoms that are ongoing at the time of next dose, stop
date is computed as the next dose date.

Note: Events and use of antipyretic or pain medication were recorded in the electronic diary (e-diary) from
Day 1 through Day 7 after each dose. The resolution date for events lasting longer than 7 days was recorded
on the subject's case report form.

a. n=Number of subjects reporting the specified event on any of the 7 days, including subjects with events
of unknown duration.

b. Includes those events where the resolution date is partial or missing.
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 2 DFEEBRDOFE &6

Table 4-22. Onset Days for Systemic Events — Reactogenicity Subset for Phase 2/3 Analysis —

Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Dose Systemic Event BNT162b2 (30 pg) Placebo
1 Fever (=38.0°C)

n® 0 0
Fatigue

n? 9 2

Mean (SD) 1.9 (0.93) 3.5(3.54)

Median 2.0 3.5

Min, max (1,4) (1,6)
Headache

n® 5 0

Mean (SD) 3.2(2.39) NE (NE)

Median 2.0 NE

Min, max (1,7) (NE, NE)
Chills

n? 1 1

Mean (SD) 2.0 (NE) 5.0 (NE)

Median 2.0 5.0

Min, max 2,2) (5,95
Vomiting

n® 0 0
Diarrhea

n® 0 0
New or worsened muscle pain

n® 5 0

Mean (SD) 1.4 (0.55) NE (NE)

Median 1.0 NE

Min, max (1,2) (NE, NE)
New or worsened joint pain

n? 1 2

Mean (SD) 2.0 (NE) 4.5(2.12)

Median 2.0 4.5

Min, max 2,2) (3,6)
Any systemic event®

n? 10 3

Mean (SD) 1.8 (0.92) 4.3 (2.89)

Median 2.0 6.0
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-22. Onset Days for Systemic Events — Reactogenicity Subset for Phase 2/3 Analysis —

Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Dose Systemic Event BNT162b2 (30 pg) Placebo
Min, max (1,4) (1,6)
Use of antipyretic or pain medication
n? 4 0
Mean (SD) 2.3 (0.50) NE (NE)
Median 2.0 NE
Min, max 2,3) (NE, NE)
2 Fever (=38.0°C)
n? 3 0
Mean (SD) 1.7 (0.58) NE (NE)
Median 2.0 NE
Min, max (1,2) (NE, NE)
Fatigue
n? 10 1
Mean (SD) 1.7 (0.48) 2.0 (NE)
Median 2.0 2.0
Min, max (1,2) (2,2)
Headache
n? 7 2
Mean (SD) 2.0 (1.41) 1.5 (0.71)
Median 2.0 1.5
Min, max (L,5) (1,2)
Chills
n® 5 0
Mean (SD) 1.8 (0.45) NE (NE)
Median 2.0 NE
Min, max (1,2) (NE, NE)
Vomiting
n? 0 0
Diarrhea
n? 1 0
Mean (SD) 1.0 (NE) NE (NE)
Median 1.0 NE
Min, max (1, 1) (NE, NE)
New or worsened muscle pain
n? 7 1
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Table 4-22. Onset Days for Systemic Events — Reactogenicity Subset for Phase 2/3 Analysis —
Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Dose Systemic Event BNT162b2 (30 pg) Placebo
Mean (SD) 1.7 (0.49) 2.0 (NE)
Median 2.0 2.0
Min, max (1,2) (2,2)

New or worsened joint pain
n? 3 1
Mean (SD) 2.0 (0.00) 2.0 (NE)
Median 2.0 2.0
Min, max 2,2) (2,2)
Any systemic event”
n? 12 2
Mean (SD) 1.4 (0.51) 1.5 (0.71)
Median 1.0 1.5
Min, max (1,2) (1,2)
Use of antipyretic or pain medication
n? 7 1
Mean (SD) 1.7 (0.49) 4.0 (NE)
Median 2.0 4.0
Min, max (1,2) 4, 4)

Abbreviation: NE = not estimable.

Note: Day of onset is the first day the specified event was reported.

a. n = Number of subjects reporting the specified event, with each subject counted only once per event.

b. Any systemic event: any fever >38.0°C, any fatigue, any vomiting, any chills, any diarrhea, any
headache, any new or worsened muscle pain, or any new or worsened joint pain.
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
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Table 4-23. Onset Days for Systemic Events, by Age Group — Reactogenicity Subset for Phase 2/3

Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Systemic Event BNT162b2 (30 pg) Placebo
16-55 Years Fever (=38.0°C)

n® 0 0
Fatigue

n? 4 1

Mean (SD) 2.3(1.26) 1.0 (NE)

Median 2.0 1.0

Min, max (1,4) (1,1
Headache

n? 4 0

Mean (SD) 3.8 (2.36) NE (NE)

Median 3.0 NE

Min, max 2,7 (NE, NE)
Chills

n? 0 1

Mean (SD) NE (NE) 5.0 (NE)

Median NE 5.0

Min, max (NE, NE) 5,5)
Vomiting

n® 0 0
Diarrhea

n® 0 0
New or worsened muscle pain

n? 2 0

Mean (SD) 1.0 (0.00) NE (NE)

Median 1.0 NE

Min, max (1,1 (NE, NE)
New or worsened joint pain

n? 1 2

Mean (SD) 2.0 (NE) 4.5(2.12)

Median 2.0 4.5

Min, max 2,2) 3,06)
Any systemic event®

n? 5 2

Mean (SD) 2.0 (1.22) 3.5(3.54)

Median 2.0 3.5
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-23. Onset Days for Systemic Events, by Age Group — Reactogenicity Subset for Phase 2/3
Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Dose  Systemic Event BNT162b2 (30 pg) Placebo
Min, max (1,4) (1, 6)
Use of antipyretic or pain medication
n® 3 0
Mean (SD) 2.0 (0.00) NE (NE)
Median 2.0 NE
Min, max 2,2) (NE, NE)
2 Fever (=38.0°C)
n? 1 0
Mean (SD) 2.0 (NE) NE (NE)
Median 2.0 NE
Min, max 2,2) (NE, NE)
Fatigue
n? 5 1
Mean (SD) 1.8 (0.45) 2.0 (NE)
Median 2.0 2.0
Min, max (1,2) 2,2)
Headache
n? 4 2
Mean (SD) 2.3(1.89) 1.5 (0.71)
Median 1.5 1.5
Min, max (L,5) (1,2)
Chills
n® 3 0
Mean (SD) 2.0 (0.00) NE (NE)
Median 2.0 NE
Min, max 2,2) (NE, NE)
Vomiting
n? 0 0
Diarrhea
n? 1 0
Mean (SD) 1.0 (NE) NE (NE)
Median 1.0 NE
Min, max (1, 1) (NE, NE)
New or worsened muscle pain
n? 3 1
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)

2.7.6 2 DFEEBRDOFE &6

Table 4-23. Onset Days for Systemic Events, by Age Group — Reactogenicity Subset for Phase 2/3
Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Dose  Systemic Event BNT162b2 (30 pg) Placebo
Mean (SD) 1.7 (0.58) 2.0 (NE)
Median 2.0 2.0
Min, max (1,2) 2,2)

New or worsened joint pain
n? 1 1
Mean (SD) 2.0 (NE) 2.0 (NE)
Median 2.0 2.0
Min, max 2,2) 2,2)
Any systemic event”
n? 6 2
Mean (SD) 1.5 (0.55) 1.5 (0.71)
Median 1.5 1.5
Min, max (1,2) (1,2)
Use of antipyretic or pain medication
n? 4 1
Mean (SD) 1.8 (0.50) 4.0 (NE)
Median 2.0 4.0
Min, max (1,2) 4,4)
>55 Years 1 Fever (=38.0°C)
n? 0 0
Fatigue
n? 5 1
Mean (SD) 1.6 (0.55) 6.0 (NE)
Median 2.0 6.0
Min, max (1,2) (6, 6)
Headache
n? 1 0
Mean (SD) 1.0 (NE) NE (NE)
Median 1.0 NE
Min, max (1, 1) (NE, NE)
Chills
n? 1 0
Mean (SD) 2.0 (NE) NE (NE)
Median 2.0 NE
Min, max 2,2) (NE, NE)
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
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Table 4-23. Onset Days for Systemic Events, by Age Group — Reactogenicity Subset for Phase 2/3
Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Dose  Systemic Event BNT162b2 (30 pg) Placebo

Vomiting

n? 0 0
Diarrhea

n? 0 0
New or worsened muscle pain

n? 3 0

Mean (SD) 1.7 (0.58) NE (NE)

Median 2.0 NE

Min, max (1,2) (NE, NE)
New or worsened joint pain

n? 0 0
Any systemic event®

n? 5 1

Mean (SD) 1.6 (0.55) 6.0 (NE)

Median 2.0 6.0

Min, max (1,2) (6, 6)
Use of antipyretic or pain medication

n? 1 0

Mean (SD) 3.0(NE) NE (NE)

Median 3.0 NE

Min, max 3,3) (NE, NE)

2 Fever (=38.0°C)

n? 2 0

Mean (SD) 1.5 (0.71) NE (NE)

Median 1.5 NE

Min, max (1,2) (NE, NE)
Fatigue

n? 5 0

Mean (SD) 1.6 (0.55) NE (NE)

Median 2.0 NE

Min, max (1,2) (NE, NE)
Headache

n? 3 0

Mean (SD) 1.7 (0.58) NE (NE)

Median 2.0 NE
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SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
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Table 4-23. Onset Days for Systemic Events, by Age Group — Reactogenicity Subset for Phase 2/3

Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Dose  Systemic Event BNT162b2 (30 pg) Placebo
Min, max (1,2) (NE, NE)
Chills
n? 2 0
Mean (SD) 1.5(0.71) NE (NE)
Median 1.5 NE
Min, max 1,2) (NE, NE)
Vomiting
n? 0 0
Diarrhea
n? 0 0
New or worsened muscle pain
n? 4 0
Mean (SD) 1.8 (0.50) NE (NE)
Median 2.0 NE
Min, max (1,2) (NE, NE)
New or worsened joint pain
n? 2 0
Mean (SD) 2.0 (0.00) NE (NE)
Median 2.0 NE
Min, max 2,2) (NE, NE)
Any systemic event®
n? 6 0
Mean (SD) 1.3 (0.52) NE (NE)
Median 1.0 NE
Min, max (1,2) (NE, NE)
Use of antipyretic or pain medication
n? 3 0
Mean (SD) 1.7 (0.58) NE (NE)
Median 2.0 NE
Min, max (1,2) (NE, NE)

Abbreviation: NE = not estimable.

Note: Day of onset is the first day the specified event was reported.

a. n = Number of subjects reporting the specified event, with each subject counted only once per event.
b. Any systemic event: any fever >38.0°C, any fatigue, any vomiting, any chills, any diarrhea, any

headache, any new or worsened muscle pain, or any new or worsened joint pain.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:54) Source Data: adfacevd Table Generation:

PFIZER CONFIDENTIAL

Page 197



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 4-23. Onset Days for Systemic Events, by Age Group — Reactogenicity Subset for Phase 2/3
Analysis — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

Age Group Dose  Systemic Event BNT162b2 (30 pg) Placebo
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Table 4-24. 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 — Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=T71) (N*=74)
Adverse Event n® (%) n® (%)
Any event 27 (38.0) 6(8.1)
Related® 25 (35.2) 3(@4.1)
Severe 3(4.2) 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 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 4-25. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by Age Group —
~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects — Safety Population
Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=306) (N*=39)
Adverse Event n® (%) n® (%)
Any event 22 (61.1) 4(10.3)
Related® 21 (58.3) 2(5.1)
Severe 2(5.6) 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 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 4-26. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month
After Dose 2, by Age Group —
~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects — Safety Population
Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=35) (N?*=35)
Adverse Event n® (%) n® (%)
Any event 5(14.3) 2(5.7)
Related® 4(11.4) 1(2.9)
Severe 1(2.9) 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 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 4-27. 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 —
Japanese Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=71) (N*=74)
System Organ Class
Preferred Term n® (%) (95% CI° n® (%) (95% CI°)

No subject meets the reporting criteria.

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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Table 4-28. 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, by Age Group —~38000 Subjects for Phase 2/3
Analysis —
Japanese Subjects — Safety Population
Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 png) Placebo
(N=36) (N=39)
System Organ Class
Preferred Term n® (%) (95% CI°) n® (%) (95% CI°)

No subject meets the reporting criteria.

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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Table 4-29. 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, by Age Group —~38000 Subjects for Phase 2/3
Analysis —
Japanese Subjects — Safety Population
Age Group: >55 Years

Vaccine Group (as Administered)

BNT162b2 (30 png) Placebo
(N=35) (N=35)
System Organ Class
Preferred Term n® (%) (95% CI°) n® (%) (95% CI°)

No subject meets the reporting criteria.

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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Table 4-30. Number (%) of Subjects Reporting at Least 1 Related 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 — Japanese
Subjects — Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(Na=71) (Na=74)
System Organ Class
Preferred Term n® (%) (95% CI) n® (%) (95% CI°)
Any event 25(35.2) (24.2,47.5) 3(4.1) (0.8,11.4)
GASTROINTESTINAL DISORDERS 3(4.2) (09,119 0 (0.0, 4.9)
Diarrhoea 3(4.2) (09,119 0 (0.0, 4.9)

GENERAL DISORDERS AND ADMINISTRATION 20 (28.2) (18.1,40.1) 1(1.4) (0.0,7.3)
SITE CONDITIONS

Injection site pain 13 (18.3) (10.1,29.3) 0 (0.0,4.9)
Pyrexia 6(8.5) (3.2,17.5) 0 (0.0,4.9)
Fatigue 3(42) (09,119 1(1.4) (0.0,7.3)
Chills 3(42) (09,119 0 (0.0, 4.9)
Injection site erythema 3(4.2) (0.9,11.9) 0 (0.0, 4.9)
Injection site swelling 2(2.8) (0.3,9.8) 0 (0.0, 4.9)
Application site reaction 1(1.4) (0.0, 7.6) 0 (0.0, 4.9)
Malaise 1(1.4) (0.0, 7.6) 0 (0.0, 4.9)
INVESTIGATIONS 2(2.8) (0.3,9.8) 0 (0.0,4.9)
Body temperature increased 2(2.8) (0.3,9.8) 0 (0.0,4.9)

MUSCULOSKELETAL AND CONNECTIVE TISSUE ~ 5(7.0)  (2.3,15.7) 2(27) (0.3,9.4)
DISORDERS

Myalgia 4(56) (1.6,13.8) 1(1.4) (0.0,7.3)
Arthralgia 1(14)  (00,7.6) 1(1.4) (0.0,7.3)
NERVOUS SYSTEM DISORDERS 3(42) (09,119 1(1.4) (0.0,7.3)
Headache 3(42) (09,119 1(1.4) (0.0,7.3)

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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Table 4-31. Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to
1 Month After Dose 2, by System
Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3
Analysis —
Japanese Subjects — Safety Population
Age Group: 16-55 Years

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=36) (N*=39)
System Organ Class
Preferred Term n® (%) (95% CI9 n’ (%) (95% CI°)
Any event 21(58.3) (40.8,74.5) 2(5.1) (0.6,17.3)
GASTROINTESTINAL DISORDERS 3(8.3) (1.8,22.5) 0 (0.0,9.0)
Diarrhoea 3(8.3) (1.8,22.5) 0 (0.0,9.0)

GENERAL DISORDERS AND ADMINISTRATION 17(47.2) (30.4,64.5) 1(2.6) (0.1,13.5)
SITE CONDITIONS

Injection site pain 12 (33.3) (18.6,51.0) 0 (0.0, 9.0)
Pyrexia 5(13.9) (4.7,29.5) 0 (0.0,9.0)
Fatigue 3(8.3) (1.8,22.5) 1(2.6) (0.1,13.5)
Chills 2 (5.6) (0.7, 18.7) 0 (0.0, 9.0)
Injection site erythema 3(8.3) (1.8, 22.5) 0 (0.0, 9.0)
Injection site swelling 2 (5.6) (0.7, 18.7) 0 (0.0, 9.0)
Application site reaction 1(2.8) (0.1, 14.5) 0 (0.0, 9.0)
Malaise 1(2.8) (0.1, 14.5) 0 (0.0,9.0)
INVESTIGATIONS 2 (5.6) (0.7, 18.7) 0 (0.0,9.0)
Body temperature increased 2 (5.6) (0.7, 18.7) 0 (0.0, 9.0)

MUSCULOSKELETAL AND CONNECTIVE TISSUE 4 (11.1)  (3.1,26.1) 2(5.1) (0.6,17.3)
DISORDERS

Myalgia 4(11.1)  (3.1,26.1) 1(2.6) (0.1,13.5)
Arthralgia 0 0.0,9.7) 1(2.6) (0.1,13.5)
NERVOUS SYSTEM DISORDERS 3(83) (18,225 0  (0.0,9.0)
Headache 3(83) (18,225 0  (0.0,9.0)

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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Table 4-32. Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to

1 Month After Dose 2, by System

Organ Class and Preferred Term, by Age Group —~38000 Subjects for Phase 2/3

Analysis —
Japanese Subjects — Safety Population
Age Group: >55 Years

System Organ Class
Preferred Term

Vaccine Group (as Administered)

BNT162b2 (30 pg)

Placebo
(N*=35)

(95% CI°) n® (%) (95% CI°)

Any event

GENERAL DISORDERS AND ADMINISTRATION
SITE CONDITIONS

Injection site pain

Pyrexia

Chills
MUSCULOSKELETAL AND CONNECTIVE TISSUE
DISORDERS

Arthralgia

NERVOUS SYSTEM DISORDERS
Headache

(N*=35)

n® (%)

4(11.4) (3.2,26.7)

3(8.6) (1.8,23.1)

1(2.9) (0.1, 14.9)

1(2.9) (0.1, 14.9)

1(2.9) (0.1,14.9)

1(2.9) (0.1, 14.9)

1(2.9) (0.1, 14.9)
0  (0.0,10.0)
0  (0.0,10.0)

1(2.9) (0.1, 14.9)

0

S O O O

0

(0.0, 10.0)

(0.0, 10.0)
(0.0, 10.0)
(0.0, 10.0)

(0.0, 10.0)

(0.0, 10.0)

1(2.9) (0.1, 14.9)
12.9) (0.1,14.9)

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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Table 4-33. Number (%) of Subjects Reporting at Least 1 Immediate Adverse Event After Dose 1,
by System Organ Class and
Preferred Term — ~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects —

Safety Population
Vaccine Group (as Administered)
BNT162b2 (30 pg) Placebo
N*=71) (N*=74)
System Organ Class
Preferred Term n® (%) (95% CI°) n® (%) (95% CI°)

No subject meets the reporting criteria.

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

Note: Immediate AE refers to an AE reported in the 30-minute observation period after vaccination.

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 4-34. Number (%) of Subjects Reporting at Least 1 Immediate Adverse Event After Dose 2,
by System Organ Class and
Preferred Term — ~38000 Subjects for Phase 2/3 Analysis — Japanese Subjects —
Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 pg) Placebo
(N*=71) (N*=74)
System Organ Class
Preferred Term n® (%) (95% CI°) n® (%) (95% CI°)

No subject meets the reporting criteria.

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

Note: Immediate AE refers to an AE reported in the 30-minute observation period after vaccination.
Note: Subjects who did not receive Dose 2 or who received a different vaccine at each dose were excluded
from this table.

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 4-35. COVID-19 Occurrence From 7 Days After Dose 2, by Prior SARS-CoV-2 Status —
Japanese Subjects —
Evaluable Efficacy Population (7 Days)

Vaccine Group (as Randomized)

BNT162b2 (30 pg)  Placebo

N*=77) (N*=78)
Efficacy Endpoint
Subgroup nP n®
COVID-19 occurrence from 7 days after Dose 2 0 0
Prior SARS-CoV-2 Status
Positive at baseline® 0 0
Negative at baseline but positive on or prior to 7 days after Dose 2¢ 0 0
Negative prior to 7 days after Dose 2¢ 0 0
Unknown 0 0

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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Figure 5-1. Subjects Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each
Dose, by Age Group - Safety Population Age Group: 20-64 Years
Subjects Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose, by Age Group —

Safety Population
Age Growup: 20-64 Years
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Note: Mumber above each bar denotes percentage of subjects reporting the reaction with any severity.

FFIZER CONFIDENTIAL SDTM Creation: 24JANMN2021 (23:32) Sowurce Data: adfacevd Table Generation: 25JAIN2021 (00:03) (Cutoff Date: 05JAN2021, Snapshot Date:
12JAIN2021)

Output File: /inda2/C4591005_C8FR/adce_fU001_Ir max_age p3
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Figure 5-2. Subjects Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each
Dose, by Age Group - Safety Population Age Group: 65-85 Years

Subjects Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose, by Age Group —
Safety Population
Age Group: 65-55 Years
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Note: Number above each bar denotes percentage of subjects reporting the reaction with any severity.

PFIZER. CONFIDENTIAL SDTM Creation: 24 JAN2021 (23:32) Source Data: adfacevd Table Generation: 25JATN2021 (00:03) (Cutoff Date: 05JAN2021, Snapshot Date:
12JATN2021)

Output File: /jnda2/C4591005_CSR/adee_f001_Ir max age p3
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Figure 5-3. Subjects Reporting Systemic Events, by Maximum Severity Within 7 Days After Each Dose, by Age Group - Safety Population Age
Group: 20-64 Years

Subjects Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age Group —

Safety Population
Age Group: 20-64 Years
Fewer Fatigue Headache Chills Vomiting Diarrhea Muscle pain Joint pain
100 ~
80
8
=}
31
18
@ 15
G & & 3 6
) oo o - ||
W
2 100
ES
At ﬁ
5% g
2 i
838 31
¥ 20
&
© | o e W 0 :
T T T
gf ﬁég jf $$g J& ﬁég gf
47 Al ¥ A qF Al 47
& & &
& & &
& @ &

Vaccine Group (as Administered)
| Severity [N Mild BS5A Moderate BN Severe MM Craded |

| Fever [N >375°C to38.4°C [B&EH »38.4°C to 38.9°C [ >38.9°C to 40.0°C N >40.0°C |

Note: Number abowe each bar denotes percentage of subjects reporting the event with any sewverity.

FFIZER CONFIDENTIAL SDTM Creation: 24JAN2021 (2332) Source Data: adfacevd Table Generation: 25JAIN2021 (00:03) (Cutoff Date: 05JAN2021, Snapshot Date: 12JAN2021)
Output File: /jnda2/C4591005_CSF/adee f001 se max age p3
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Figure 5-4. Subjects Reporting Systemic Events, by Maximum Severity Within 7 Days After Each Dose, by Age Group - Safety Population Age
Group: 65-85 Years
Subjects Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age Group —

Safety Population
Age Group: 65-85 Years

Fewer Fatigue Headache Chills Vomiting Diarrhea Muscle pain Joint pain

100

80

60

Doszel

40

%% of Subjects
b
(=] (=)
1
o
[=]
-
. ¢
o
.
r
o
[=]
o
o
o
o
I °
[=]
o
o

80

60

Dose 2

40 4 36 36

Vaccine Group (as Administered)
| Severity [N Mild BS5A Moderate BN Severe MM Craded |

| Fever [N >375°C to38.4°C [B&EH »38.4°C to 38.9°C [ >38.9°C to 40.0°C N >40.0°C |

Note: Number abowe each bar denotes percentage of subjects reporting the event with any sewverity.
FFIZER CONFIDENTIAL SDTM Creation: 24JAN2021 (2332) Source Data: adfacevd Table Generation: 25JAIN2021 (00:03) (Cutoff Date: 05JAN2021, Snapshot Date: 12JAN2021)
Output File: /jnda2/C4591005_CSF/adee f001 se max age p3
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1 Bl HEERE S 2 B H R | 0 ARFE CORFEFRORBTHEL IR, BNT162b2 #D 10.1%
BLOT T EREED 13% CTHE SN [FH7— % # 53 Table 10.1.22, Table 10.1.23 (Ffin
J&) FBEL UV Table 10.1.24 (F#nkE) 1 . WITHOBERERZICBWTH ARG E RS (BFE% 30
SYCAPNIZIEEL) 133D SN - tz, 1[I AEEREDD 2 [0 H B | » HIE T, EER
BEFRGELIIEGEEDTHERLORBLI R o1, REOHERS (U, EE, W
57, PAEE, TESEAAN) X BNT162b2 BEOEEE D 1 4 (0.8%) [ZH#E Ihiz! (B#7 —
Z S Table 10.1.25) o

AEER EEHIRDEN) 2 LI oG 2 2507 — & #i & Table 10.1.26,
Table 10.1.27 35 L 0% Table 10.1.28 (2% L7z,

BBRY 7 F v CEOH HAEFEFERITBNTIO202 O 2 61 (1.7%) OIITHE Sz (Fi

T — X 5 Table 10.1.29, Listing 10.2.4 35 X OF Listing 10.2.5) . 1 §fCiX 2 [B1 H $fEt% 3 A IF
(CHEEE O SIRBEN B L 27 BRICTHAR L (17— & 1453 Listing 10.2.5) , fthod 1 4
(X 1 Bl BB 2 HIRFIC R OEIE, 57, 9EYE, BRI X OVESARE A RELL 2~7
ARICIHR) , YA FFRICEI Y ZNLUBEOIRRY 7 Fogfs it L (BT —2@s
= Table 10.1.30, Listing 10.2.1 35 & T Listing 10.2.5)

TREBRITH A A DAV IR D 24 B (20~64 ik OPLERE 12 i35 L OV 65~85 ik DHLERE 12 1)
WZxt U CRRR A (MIRFOMA R X OMiRA L) 2 580 L7, BEEE ORI,
TRBR I Ft il E (T — % 5 Appendix 9.1) 102 HHIC/R L7, BEEMABEEOREIZTENT
HY, FEAETNTRFEMEIMIRED 7 L— R 1 TH-o7lz, C4591001 iRERDH 1 HHHE & [F)
BRIZ, 1 RIBEEREZICY o SERERAD 338D b e A —ilatETh v 1 EBILINICER Lz (R
7 — X 5 Table 10.1.31, Table 10.1.32, Table 10.1.33, Table 10.1.34, Figure 10.3.3,

Figure 10.3.4, Appendix 9.2 35 X TY Appendix 9.3) , JRBRFLYEMICEI DV AEFG L LTHESN
TR REM R IR bz o T2,

D WMEFELIY, RA—#RE CEEORITKEE L OETRIGE LTHE SN TWD (BT — X #45F Listing
10.2.2 35 X U Listing 10.2.3) .
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5.2.3. SR RMEORE R

A EN IR T D 0 MR B OfENTHRS RIX e R (AT — 2 s &

Table 10.1.35) XI5 & LCT\W5, ZOHEMIEELLIN, D b 1 BIOERY 7T 4
A=, IRRY 7 F o ERRICDR E b —D2DOENDOME Lo E it T — 2 3556
TV BB E CHERL U7z, Sl MRS IE B o SR EE R C &b 2 SFAM P RE S R [ 4 %t
G b LT fRATAE R I3tk B 55,

523.1. FEBH

1 0] HBERERTR KOV 2 (Bl H 8254 1 5 H BFO 250 KSR O SARS-CoV-2 ML F Fnfr i 2 1
EL, BNTIO2b2 F7/213 7 7B RICE DV FEINDREINE LML Lz, 2 BB EEME% 1 » AR
D 1 BRIRIIARRE EOREFMEMITIZIXE o T,

BNT162b2 #CliX, SARS-CoV-2 50%IfLiF FFFLAAN D GMT 25 2 [B1 H #2617 1 5 H FRZ KIEIZ
EH L7z (Table 5-3, M7 — & #53F Figure 10.3.5, Figure 10.3.6) . 2 [F|HEH% 1 » ARFD
GMT X4 linkE (20~64 %) T 523.5, @il (65~857%) T365.6 THV, HimkE &g Lig
g TR o 7o, 1 B BEERERTIC 25 2 [B] HE461% 1 % HFFO SARS-CoV-2 50%IiE FFIHLA
fli> GMFR (3455 C 51.2, &g T 36.6 Téh->7- (Table 5-4) .

BNTI162b2 #E D HnfE, #ifER KOS InE 231 5 SARS-CoV-2 50%IM{E HFiHtiAfl ks L Y
90% IfiLifE FFHTIAAmIZ B9 % RCDC % FH 7 — # # 53 Figure 10.3.7 3 X OF Figure 10.3.8 [Z[X7<
L7,

Table 5-3. Summary of Geometric Mean Titers — All-Available Inmunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
20-64 Years 65-85 Years 20-85 Years 20-85 Years
Dose/
Sampling
Time GMT* GMT* GMT* GMT*
Assay Point® n® (95% CI) n® (95% CI) n® (95% CI9) n® (95% CI°)
SARS-CoV-2 1/Prevax 97 10.2 22 10.0 119 10.2 41 10.0
neutralization assay - (9.8, 10.7) (10.0, 10.0) (9.8, 10.6) (10.0, 10.0)
NT50 (titer)
2/1 Month 97 523.5 22 365.6 119 489.9 40 10.6
(442.0, 619.9) (254.6, 525.0) (420.4, 570.9) (9.8,11.4)
SARS-CoV-2 1/Prevax 97 10.1 22 10.0 119 10.1 41 10.0
neutralization assay - (9.9, 10.3) (10.0, 10.0) (9.9, 10.2) (10.0, 10.0)
NTOO0 (titer)

2/1 Month 97 1163 22 84.0 119 1095 40  10.0
(99.2,136.4)  (58.8,120.2) (94.7,126.6)  (10.0, 10.0)

Abbreviations: GMT = geometric mean titer; LLOQ = lower limit of quantitation; NT50 = 50% neutralizing titer; NT90 =
90% neutralizing titer; 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.

PFIZER CONFIDENTIAL
Page 225



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

Table 5-3. Summary of Geometric Mean Titers — All-Available Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 (30 pg) Placebo
20-64 Years 65-85 Years 20-85 Years 20-85 Years
Dose/
Sampling
Time GMTe® GMTe® GMTe® GMTe®
Assay Point® n® (95%CI) n® (95%CI) n® (95% CI°) n" (95% CI°

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

PFIZER CONFIDENTIAL SDTM Creation: 21JAN2021 (05:38) Source Data: adva Table Generation: 25JAN2021 (18:59)
(Cutoff Date: 05JAN2021, Snapshot Date: 12JAN2021) Output File:

./jnda2/C4591005_CSR_ADVA/adva s001_gm nt90 p2 aai

Table 5-4. Summary of Geometric Mean Fold Rises From Before Vaccination to Each
Subsequent Time Point — All-Available Immunogenicity Population

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

20-64 Years 65-85 Years 20-85 Years 20-85 Years

Dose/
Sampling GMFR* GMFR* GMFR* GMFR*
Assay Time Point* n® (95% CI) n® (95% CI) n® (95% CI¢) n® (95% CI°)
SARS-CoV-2 neutralization 2/1 Month 97 51.2 22 36.6 119 48.1 40 1.1
assay - NT50 (titer) (43.3, 60.6) (25.5,52.5) (41.3, 56.0) (1.0, 1.1)
SARS-CoV-2 neutralization 2/1 Month 97 11.5 22 8.4 119 10.9 40 1.0
assay - NT90 (titer) (9.8, 13.5) (5.9, 12.0) (9.4,12.5) (1.0, 1.0)

Abbreviations: GMFR = geometric mean fold rise; LLOQ = lower limit of quantitation; NT50 = 50% neutralizing titer;
NT90 = 90% neutralizing titer; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

a.  Protocol-specified timing for blood sample collection.

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

c.  GMFRs and the corresponding 2-sided 95% Cls were calculated by exponentiating the mean logarithm of fold rises
and the corresponding Cls (based on the Student t distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.
PFIZER CONFIDENTIAL SDTM Creation: 21JAN2021 (05:38) Source Data: adva Table Generation: 25JAN2021 (19:00)
(Cutoff Date: 05JAN2021, Snapshot Date: 12JAN2021) Output File:

./jnda2/C4591005_CSR_ADVA/adva s001_gmfr p2 aai

5.3. f5a
5.3.1. &M

20~85 ik D A AR NEFERRANZBUW T, BNT162b2 D EFMR L ONLERMET 0 7 7 A VXA A
RETh o7, RFTIGCE L ORE SO RIS N E £ 213 cH Y, R EERELD
W<, 2 BEEMEE | » AL CICEERAEERERIIRVD LN o T,
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5.3.2. S R

BNT162b2 30 ug % 21 AR C2 EEEM L= & &, HMERS I OEREOVWTIZEB N T
SARS-CoV-2 IfiiF HFFIHLAM 58 71 72358 03558 H iz, 2 6l HEEFE% 1 » H B SARS-CoV-2
50%IMIE FARIHTAM O GMT (XS T 523.5, MilinfE T 365.6 TH Y, 1 Bl HEEMFTIIHRT 2 2
Al H#2Ff% 1 » HERFO GMFR 1348 T 51.2, &ilinfE T 36.6 ThH o7, GMFR (X C4591001 &
BROE 2 fRER Sy TR R ERRE CTH - 1=,

54. RH17 — 2 REEOMEB LUONE—E
fté% (Appendix)

9.1 Final Protocol and Protocol Amendments

9.2 Listing of Laboratory Measurements-Hematology-Clinical Laboratory Subset

9.3 Listing of Laboratory Measurements-Chemistry-Clinical Laboratory Subset

9.4 Sponsor and Sponsor Agent Appoval Forms

HE—&
10.1.
10.1.1.
10.1.2.
10.1.3.
10.1.4.
10.1.5.
10.1.6.
10.1.7.
10.1.8.

10.1.9.

10.1.10.
10.1.11.

10.1.12.
10.1.13.

10.1.14.
10.1.15.
10.1.16.
10.1.17.

10.1.18.
10.1.19.

10.1.20.

Supplemental Tables

Disposition of All Randomized Subjects

Disposition of All Randomized Subjects, by Age Group Age Group: 20-64 Years
Disposition of All Randomized Subjects, by Age Group Age Group: 65-85 Years
Demographic Characteristics — Safety Population

Demographic Characteristics, by Age Group — Safety Population Age Group: 20-64 Years
Demographic Characteristics, by Age Group — Safety Population Age Group: 65-85 Years
Medical History With Comorbidities - Safety Population

Medical History With Comorbidities, by Age Group - Safety Population Age Group: 20-64
Years

Medical History With Comorbidities, by Age Group - Safety Population Age Group: 65-85
Years

Local Reactions, by Maximum Severity, Within 7 Days After Each Dose — Safety Population
Local Reactions, by Maximum Severity, Within 7 Days After Each Dose, by Age Group —
Safety Population

Duration (Days) From First to Last Day of Local Reactions — Safety Population

Duration (Days) From First to Last Day of Local Reactions, by Age Group — Safety
Population

Onset Days for Local Reactions — Safety Population

Onset Days for Local Reactions, by Age Group — Safety Population

Systemic Events, by Maximum Severity, Within 7 Days After Each Dose — Safety Population
Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age Group —
Safety Population

Duration (Days) From First to Last Day of Systemic Events — Safety Population

Duration (Days) From First to Last Day of Systemic Events, by Age Group — Safety
Population

Onset Days for Systemic Events — Safety Population

PFIZER CONFIDENTIAL
Page 227



SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048)
2.7.6 2 DFEEBRDOFE &6

10.1.21.
10.1.22.

10.1.23.

10.1.24.

10.1.25.

10.1.26.

10.1.27.

10.1.28.

10.1.29.

10.1.30.

10.1.31.

10.1.32.

10.1.33.

10.1.34.

10.1.35.

10.2.
10.2.1.
10.2.2.
10.2.3.
10.2.4.
10.2.5.

10.3.
10.3.1.

10.3.2.

Onset Days for Systemic Events, by Age Group — Safety Population

Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month After
Dose 2 — Safety Population

Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month After
Dose 2, by Age Group — Safety Population Age Group: 20-64 Years

Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 to 1 Month After
Dose 2, by Age Group — Safety Population Age Group: 65-85 Years

Number (%) of Subjects Reporting at Least 1 Severe Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — Safety Population

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 — Safety Population

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, by Age Group — Safety Population Age
Group: 20-64 Years

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, by Age Group — Safety Population Age
Group: 65-85 Years

Number (%) of Subjects Reporting at Least 1 Related Adverse Event From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — Safety Population

Number (%) of Subjects Withdrawn Because of Adverse Events From Dose 1 to 1 Month
After Dose 2, by System Organ Class and Preferred Term — Safety Population

Percentage of Laboratory Test Abnormalities — Clinical Laboratory Subset — 20-64 Years of
Age — Safety Population

Percentage of Laboratory Test Abnormalities — Clinical Laboratory Subset — 65-85 Years of
Age — Safety Population

Shift Summary of Laboratory Results by Grade — Clinical Laboratory Subset — 20-64 Years of
Age — Safety Population

Shift Summary of Laboratory Results by Grade — Clinical Laboratory Subset — 65-85 Years of
Age — Safety Population

Immunogenicity Analysis Populations

Supplemental Listings
Listing of Discontinued Subjects
Listing of Severe and Grade 4 Local Reactions
Listing of Severe and Grade 4 Systemic Events
Adverse Events Legend Page
Listing of Adverse Events

Supplemental Figures
Subjects Reporting Local Reaction, by Maximum Severity, Within 7 Days After Each Dose —
Safety Population
Subjects Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose-
Safety Population
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10.3.3.

10.3.4.

10.3.5.

10.3.6.

10.3.7.

10.3.8.

Lymphocytes, by Age Groups — Clinical Laboratory Subset — Safety Population Age Group:
20-64 Years

Lymphocytes, by Age Groups — Clinical Laboratory Subset — Safety Population Age Group:
65-85 Years

Geometric Mean Titers and 95% CI: SARS-CoV-2 Neutralization Assay — NT50 - All-
Available Immunogenicity Population

Geometric Mean Titers and 95% CI: SARS-CoV-2 Neutralization Assay — NT90 - All-
Available Immunogenicity Population

Reverse Cumulative Distribution Curves, SARS-CoV-2 Neutralization Assay - NT50 — All-
Available Immunogenicity Population

Reverse Cumulative Distribution Curves, SARS-CoV-2 Neutralization Assay — NT90 — All-
Available Immunogenicity Population
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6. BNT162-01 3Bk [HREIHEE1 FE1MHAD) 1 (53513, 2EEE

TRBRORERE - R A ZRIZRE LT, au T A L ARYYE 2019 (COVID-19) O TFfhz B K &
T 5 4 FEEEO BIE SRR EEERE T o 7 4 LA 2 (SARS-CoV-2) Y REilE (RNA) U7
F OB L O ERMEA R o HEe HOCEHMIid 25, ZhasdtFE, & 124/, 23—
&, FH R R

o KIEBRD/R— K A D Visit7 [JRBRYD 7 F o 2 [0 B BEFEA K 28 B EROJRERFE T Wk

(Day 50) | FTICUEE T 2 FIEOIRRY 7 F > (BNT162b1 3 LUV BNT162b2) @
T—H EEK LTz,

o F—XHhy AT ARE T, 18~55DEMENDT —Z DI E LT,

o IRBRKAEHAEE (PRHE) TR T DTS RIE, BIOERRER (C4591001 3AER) 5
BN IR R L L BT, 823 AR (Eiih) T LR55HMEETT D
BNTI162 U 7 F AMoEfli & F DO EZBINT 272D Il H Sz,

o IEBRIAKEERAE (FPREAS) 13 BNTI162b2 O&ZEHEHEICHWOLND TETH D, MBiZmsE
ICHR SN TWRNWT — XX, AH%IERT 2IEBIEHEE (M E 72 3Rk &HmiE) Tftr
T 5,

6.1. FRBRIT
TRBR I G RS © Y (2 figk)
INFESCHR

Sahin U, Muik A, Derhovanessian E, et al. COVID-19 vaccine BNT162b1 elicits human antibody and
T(H)1 T cell responses. Nature. 2020;586(7830):594-9.

TBEREAM : 2020 4E 4 A 23 H~#kfpe

T—2Hy NAETH:

20204E 8 H 13 H (BISFRMERB L OEeMET—4) , 202049 A 18 H (S stET — %)
202049 A 17 B (TS T —4 [BEFE AR > b (ELISpot) 7 —#] ), 202049 A
10 B [BNT162bl O A M1 4t (ICS) 7 —4#] , BLU202049 A 4 H
(BNT162b2 ® ICS 5 —#)

BHISERPE %5 1/2 fH

6.1.1. BB

ARVG5R T BNT162b1 3 L OVBNT162b2 (2%F L CTaRE L7z B HIE X OFHEIE H O 2 % Table 6-1
IR L7,
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Table 6-1. BB L UFEMEE (BNT162-01 3U5%)
BHHY EE B
FEAH

AR A IC BNT162 % 1 [H]
FRF2EERLEZEEZD
MR X OEEM &
T 5,

JRPTROS (&9, R, ALBE - &R, RS - EAR)
7+l HEFE Clziigk s $F45
AHROG CEO, WeM:, T#, S, JE57, AiYm, BIEE,
AR, AR, BRI, FEEY - KBS 7H1 ARFE TICER
- F%

HEFRRZ UL BB U gBE OFIE « 1 [0 B R 2142
HIKF (Day22) , FBXO 2 [0 HPEFE% 2844 HFF (Day 50) T
WS SN E S

D AR

BIRBHY

AR A C BNT162 % 1 [H]
FlF2EEERE L ED
oI I A FERE RO BLIA A
(ARIRBR SEhE R & TR H
TIREZR 7 A L A MIE HFNHT
MR F 72IXRZEDOT v
AR LI K ARER) 2H
WTCREIR T 5,

N—=2F A U, 1A H#FE% 741 A (Day 8) X212 H

IKf (Day22) , 7Z2HONZ 2 Bl HEEME 2142 AR (Day43) ,
28+4 HIF (Day 50) , 63+5 HEF (Day 85) 35X 0N 162+7 HFF
(Day 184)

o BRRERIBUIRBL
o RRERIHUIAR D TR (GMT) D L5

. %%%f@GMT#«~X74/ﬁ%4PML®Lﬂ& EF
SN D PR 2 7R U 7o R 5

BROER

fAEEE R A C BNT162 % 1 [H]
FRhF2EERLEZEZD
IEISE RS AT vk
A LRBRSEHER: £ TR H
Al BE 7Rl SR o I E L
(ELISA) F7-1XR% 0
TyoeARE] EHWTER
U A

S SIS % R
5.

R—2 7 A UK, | [BIHEFER 71 Hi (Day8) 3L OM21+2 H

IKf (Day22) , 72 b ONZ 2 Bl HEEMEH 2142 AR (Day43) ,
28+4 HIF (Day 50) , 63+5 HEF (Day 85) 35X 0N 162+7 HFF
(Day 184)
o HURKIE

o RATEHPURIRE (GMC) O LA

o GMC B R—RA T A b 4Ll LD EH L E
Btin or L7- 9RE 2K

N—=2F 4 VI, BLO [E]H#FE% 2943 HIF (Day 29)

* SARS-CoV-2 [ZHFFLHY 72 CD4+35 LY CD8+ T S it O 5 i

o ICSICEVEMIILZ, 1RBRY 7 F T E S 7= SARS-CoV-
(ZHEEP) 72 T MR OB RER X Ok

FINDHUL

6.1.2. IBBRT YV A

ARIBERIL, EEWR, Zhiskdt

B2, 25— b, AEIHARTH 5.

KIBERD/3— R~ A TlE, 18~55 DR ANICE b ToYREEEE (65 1 HER) BXLWY
W E (5 2~7 &8 28 Lz, S— F A OB % Figure 6-1 IZXIR L 72,
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Figure 6-1. Dose group schema for BNT162b1 and BNT162b2 (dose 1 and dose 2, ~21 d apart)*

Dose Group 3 Dose Group 1 FIH Dose Group 2 Dose Group 4 Dose Groups 5to 7 °
i Day 1: 1 Sentinel . Day 1:2 Sentinel Day 1: 2 Sentinel =~ - » Day 1: 12 subjects
12subjects < ay subjoc > e > subjects
24 h Saty Review 24 h Sakty Review 24 h Sakty Review 24 h Safety Review
| | | | _
Day 2: 5 subjects Day 2: 4 subjects Day 2: 4 subjects Day 2: 4 subjects
1 | 1 1
Based on 48 h Sakty Review Based on 48 h Sakty Review Based on 48 h Sakety Review Basedon 48 h Sakty Review
sakely data for 1 sakety data for 1 sakely data for 1 sakty data for [
265WECS  Day 4 Gsubjecs  26suecs  Day4:6subjects  =Osuecs  Day4:6subjeds  6subecs  Day 4:6subjecs
1 1 ] 1
43 h Sakety Review 48 h Sakty Review 48 h Sakety Review 43 h Sakety Review
a | | |
SRC Review L.  SRCReview? - SRC Review® - SRC Review®  -——- SRC Review?

a) The data assessed by the SRC for progressing comprises 48 h data for 6 participants.

b) If these dose groups use doses lower than already tested, 12 participants may be dosed on one day in these dose groups
and the dose groups may be conducted in parallel to each other / to any dose-escalation dose groups. If they use doses
higher than already tested, participants were dosed using a sentinel dosing/participant (2-4-6) staggering process.

c¢) For the dose regimens, see the synopsis section “Study treatments”.

Cohort = dose group; d = day(s); FIH = first in humans; SRC = Safety Review Committee; subject = participant.

Note: This report only presents data and background information relevant for reported younger adult dose groups 1 to 5.

HBRHE OMAATUT, W SN PBRE T RIB LV Day 1 GRERY 7 F > 1 RIBHEAER) # 30
B LA i L 72 3 O 5 RICHE SV TEME L7z, TN TOMABANIERER 72 L& Ok
FERREE L, 921 AR OBRERIE T Visit 1 3 X0 Visit4 IZIRBR T 7 F o 28Rl L7z,

ARBRCIZ 1 BIEBFER (Day 1) 2>BHBRE ORBEEZBB L (Visit1) , 49 a0k & 5% E
L7ze 77—y AT HERSTIE, Visit7 [2FEIBEMEA (Day22) 75428 HEOIGERK T
RekPe (Day50) 1 £ TOT—¥nEbi7,

6.1.3. 2B L O FE A AN EYE

18~55 e DE MR N (55 1~7 A ERE) Zxtg b Uiz, IGBRFEMGHEE CTHIE LA AN
FERUEIZ BT B i L ORI SN E 1T e v o T,

al

6.14.15BRV 7 F o, vy &R, HEBIUVHE, ERFRE X OEER

6141 1R 7 F o BLI ey vEE

BT 7 F 2 D4 FR : BNT162 (COVID-19 (Z%d 2 REEN oSS D 7D DHL T A /LA RNA U 7
F)

1BERT 7 F

BNTI162 1%, AEETF /Ki¥ (LNP) #lA|%Z#HAA T~ SARS-CoV-2RNA V7 F 2 TH Y,
RNA 7 +—~ v 23572 % BNT162b1 3 KON BNT162b2 % 7=,
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2y M
*  BNTI162bl : E220195-0004L, E220195-0017L % & O E220195-0018L
e BNTI162b2 : E220195-0001L, E220195-0004L, E220195-0014L I X TF E220195-0017L

6.1.4.2. HER L UHE

Pl

* BNTI62bl : 1 ug, 3ug, 10pug, 20 pg, 30 pg, 50 ug B L TN60 ug

e BNTI62b2 : 1pg, 3ug, 10pg, 20ugBL VN 30ug (F—F Iy FA 7 HEER TS50 pg B8 &
W60 ug DT —ZIIHFHILTNRY)

PERERRIE © NNES (= 7%)
ME OB DR ~DOBFRZHELE L, [F Ul 2 IS5 2 &2 e LT,

KIGBIIFEERRBRTH Y, PBE OB~ D EIER I TR o T,

6.1.4.3. BERERIRR IS L ORI
21 AR C2 M+ 2 2 Lz, RRKIFEAER 1.5mL & LT,

6.1.5. FLBHEHE

6.1.5.1. ZEMOFHEER

M (IR, A XY A 2, Mg, KRR 1k, X—R27 4 W (Day | O#FE
BT IR U727, Visit 7 £ CHEANCHE LS TR L=, BRSSO S KsiE,
BERT 7 F 2 1 BB D Visit 7 £C, #HAMEBREDNHEICRE LT, TOoMoFERS
X, 1BBRY 7 T 1 [RIB RS Visit 7 £ CTrodk I iz,

6.1.5.2. S FE 1 X OSHIpa M se & O FLtTE B

KERERIBUA (FPRnBUR) M, FEEHUAR L OHIaM: i (PURRRRA T M) 1%, X—=X
T4 VW (Day | OBEFERT) (ZFEAMME U729, Visit 7 £ CTHANCHE L7ZF S CTREN L7,

6.1.6. FEFHARHT H 15

6.1.6.1. JEBIEL DR EARHL

ERARERE OB EII(THL R >7-, BNT162b1 3 LU BNTI162b2 DFNENDHERETO%
VR FANT 272D 1 BEHT-0 2 FINEYTH D LR LT, S FHEREC 12 A AN
A, SHERCREME 15%DaEFRN 1 L ERO LN HHERIT85.8%Th b,
6.1.6.2. ¥EHFEAT

AR CIE, EX7HEH RO RE IR E Lo 7,
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AT —Z THERINRL, #E, HERZIFE L O L, dmkdus, HERIC
AR A HWTERN Lz, A7 3V —Z5%, BT 3V —Z LIS [HRE 5
(n) 1 BROMIHE [(ZOFE (%) ] 2" L THERICER L,

NR—=RAT A4 0%, IRRU 7T 1 B HERGNICEONTEEDOMHE & EE LT,

FEARMICHEERERITIBRY 7 F BB L O 0 A 8RB 2 ¢ [#1x1X, Day 1~
Day21 (2 [a] HEERERT) 1 f#bT L7z, F72, AEHRRZIHOWTE, HE ZLIZTRXRTOHERD
ABitbR LT,

BERFZREBGEE L OZ0OEEE, FANRE LA EFROEHEE (2FEFS, Bh
U FUoEEEOHLAERG, FL—R3IULEOFEFRS, FSL—R3ULEORBRY 7T
&%@@%5%*%% HERMAESRG, BRIV TFULBEEOLLEERAERS) JLIC
B BRI E L OEAGERNNCES L, £, AEFEFRRBNEL LOZ0E &1L, &KAT
L— RZ L ICEBERIRDER L OFEAGENNCER LT,

JRFTBOS I K OVES BOGIE, SKRERMER G/ OREZER T A 4 A [Toxicity Grading Scale
for Healthy Adult and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trials] % T

7 b— R&esHLiz,

JRFTEOG T3 BH RIS (BERE AGEZ2 W CTIE LA EFFL) ORBUGIEE LU0Z0FIS
(X, MEFHNS, FRNTHRE LIRS OME (6.1.1 HO T A OFHEEA ZK) I & I28EEH

L7z,

6.2. FRERFE R

6.2.1. tRBRE DINER B X U

bR DWNER % Figure 6-2 (BNT162b1) 35 X O Figure 6-3 (BNT162b2) 2/~ L7z,
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Figure 6-2. Disposition of participants - BNT162b1

N =284
Total enrolled participants

| | | l | |

N=12 N=12 N=12 N=12 N=12 N=12 N =12
1 pg dose group 3 pg dose group 10 pg dose group 20 pg dose group 30 pg dose group 50 pg dose group 60 pg dose group
N =12 N =12 N=12 N=12 N=12 N =12 N=12
Given dose 1 Given dose 1 Given dose 1 Given dose 1 Given dose 1 Given dose 1 Given dose 1
N =12 N=6 N=11 N=11 N=12 N=11 N=0

Given both doses Given both doses Given both doses Given both doses Given both doses Given both doses

Given both doses

N=1 N=0 N=1 N=0 N=0 N=1 N=0
Study Study Study Study _ Study Study Study
discontinued; i i i i i i discontinued; discontinued;

Protocol deviation (1) None Adverse event (1) None None Other (1) None

N=11 N=0 N=11 N=0 N=12 N=11 N=0
Dose 2+28d Dose 2+28d Dose2+28d Dose 2+28d Dose2+28d Dose2+28d Dose 2+28d
N=11 N=0 N=11 N=0 N=12 N=11 N =12
Study completed 2 Study completed * Study completed * Study completed * Study completed * Study completed * Study completed *
(dose group ongoing) (dose group ongoing) (dose 2 was not given)

N = number of participants; * Study completed denotes that participants completed Visit 7 (the end of study visit).
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Figure 6-3. Disposition of participants —- BNT162b2

N =60
Total enrolled participants

| | I |

N=12 N =12 N =12 N=12 N =12
1 pg dose group 3 pg dose group 10 pg dose group 20 pg dose group 30 pg dose group
N =12 N =12 N =12 N =12 N =12
Given dose 1 Given dose 1 Given dose 1 Given dose 1 Given dose 1
N=8 N=0 N=11 N =12 N=12
Given both doses Given both doses Given both doses Given both doses Given both doses
N=1 N=0 N=1 N=0 N=0
Study discontinued; Study Study Study Study
Withdrawal by discontinued; discontinued; discontinued; discontinued;
participant (1) None Adverse event (1) None None
N=0 N=0 N=11 N=0 N =12
Dose2+28d Dose2 +28d Dose2 +28d Dose2+28d Dose2 +28d
completed completed completed completed completed
N=0 N=0 N=11 N=0 N =10
Study completed * Study completed * Study completed * Study completed * Study completed *
(dose group ongoing) (dose group ongoing) (dose group ongoing) (dose group ongoing)

N = number of participants; * Study completed denotes that participants completed Visit 7 (the end of study visit).

NS e =0

TRTORBRE D Fim, RERLOEERES BMD OMAANIELEZ - Lz,

BNT162b1 % 1 [AILL B#EEE U7z 84 5l & 22 A MEMFNT e RAEM (SAF) & L7z, MERIOWNERIZ T
44 BB I OEM 4 FITH -T2, ANEONFRIZAAN 816, 77 A2 BB LIOCERAN1HITH

D, ZOIBHLEANR= Yy IV RERITT T VRIZ2HTH o7, FHnlE 19.9~55.8 1%, KEI

50.1~110.2 kg, BMI % 19.6~299 kgm> CTH 7= (Wb EHERECORME (K/ME~KK
i) 1.

BNT162b2 % 1 [AILL E#EfE L 7= 60 5l % SAF & Uiz, MEBIONERITINE 26 i3 L Otk 34 5T
Hotz, TRTOWRENRAANTHY, A= I RETFITTT L ROEHRE TN 72005
7o HEHRIE 19.0~55.8 1%, REEIL 55.7~99.1 kg, BMI iT 19.5~29.8 kg/m? TH-7= [T b4
MERETORM (R/ME~RKME) ],
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6.2.2. ZEMDRER
6.2.2.1. BTG (EEFAMHEER)

BNT162b1
BNT162b1 #£FE1% (258 O V72 AT RO OB 2 B O R BLR B Fs T OVESE EE R O R TLR L A %
ZLZ 21 Table 6-2 33 J.OX Table 6-3 IZ/R L7~,

Table 6-2. Summary of solicited local reactions - BNT162b1 (SAF)

Time 1pg 3pg 10 pg 20 pg 30 ng 50 ng 60 png Total

interval (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=84)
nn 12 12 12 12 12 12 12 84

Dose 1up ~ Any local 6(50)  5(42)  10(83) 12(100) 11(92) 12(100) 12(100) 68 (81)

reaction n (%)

to Day 7 Any grade >=3

after dose 1

local reaction 0(0) 0(0) 1(8) 2(17) 4(33) 2(17) 1(8) 10 (12)
n (%)
nn 12 6 11 10 12 11 N/A 62
Dose 2 up igztigga; %) 7(58)  3(50) 10(91) 10(100) 11(92) 11(100) N/A  52(84)
to Day 7 _
after dose2 ANy grade>=3
local reaction 2(17) 0 (0) 0(0) 0(0) 2(17) 3(27) N/A 7(11)
n (%)
nn 12 12 12 12 12 12 12 84
Any local
Combined  reaction n (%) 7(58)  6(50) 11(92) 12(100) 12(100) 12(100) 12(100) 72 (86)
interval Any grade >=3
local reaction 2(17)  0(0) 18 2(17) 5@2) 433 18  15(18)
n (%)

The combined interval is the union of the intervals 'Dose 1 up to Day 7 after dose 1' and 'Dose 2 up to Day 7 after dose 2'.
The denominator for the percentage calculation is nn.

N = number of participants in the analysis set; n = number of participants with the respective local reactions; nn = number
of participants with any information on local reactions available; N/A = not available, SAF = Safety Set.
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Table 6-3. Frequency of participants with solicited local reactions by grade - BNT162b1 (SAF)
Time 1pg 3pg 10 pg 20 pg 30 ng 50 ng 60 ng Total
interval (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=84)
nn 12 12 12 12 12 12 12 84
Any 12 12 12 12
HM(-;/Q ) 7(58)  6(50) 11(92) (11020) (11020) (11020) (11020) 72 (86)
1
any n (%) 768 660 1162 000 00 00) (100 T2E0)
rgg’rate 542)  1(8) 542 6(50) 11(92) 10(83) 7(58) 45(54)
je(:;ge 2(17) 00 1) 2(17) 5(42) 4(33) 1(8) 15(18)
Any 12 12 12 12
HM(-;/Q ) 6(50) 4(33)  9(79) (11020) (11020) 100) (11020) 67 (80)
1
. n (%) 542 463 909 100 a0 1OD (g9 65D
rgg’rate 325 1)  2(17) 542 9(75 8(67) 2(17)  30(36)
ISIe(\;Z;e 1@® 000 1(®) 2(17) 433 325 18 12(14)
Any 12 12
HM(-;/Q ) 7(58)  6(50) 11(92) (11020) 11(92) (11020) 11(92) 70(83)
Combined " 6(50)  6(50) 10(83) 10 (83) 11(92) 67 (80)
interval Tenderness 113/[( ﬁo) " (100) (100)
. (?, /Sra © 5(2) 1) 5(42)  6(50) 11(92) 10(83) 7(58) 45(54)
ISIe(\;Z;e 217 0(0)  1(8) 18 4(33) 325 0(0) 11(13)
ﬁl(‘z ) 00 00 00 1® 325 325 00 78
Mild
Erythema/ 1 (%) 00) 00 00 18 325 325 00 78
Redness rgg’rate 000) 00 00 00 00 325 0(0) 3
ﬁe(vff 00 0@ 00O 00O 00 00) 00  0()
f‘(‘% 217 0(0) 18 2017 207 4(33) 1(®) 12(14)
Mild
Induration | (%) 00) 00 1® 207 207 325 1® 91D
Swelling rgg’rate 217 0 0@ 00 00 18 18 405
ﬁe(vff 00 00 00O 00 00 00) 00  0()

The combined interval is the union of the intervals 'Dose 1 up to Day 7 after dose 1' and 'Dose 2 up to Day 7 after dose 2'.
The denominator for the percentage calculation is nn.
N = number of participants in the analysis set; n = number of participants with the respective local reaction; nn = number
of participants with any information on local reactions available; SAF = Safety Set.
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BNT162b2
BNT162b2 BEFHZ 1258 & A7 R T Ot O BLEL AR B O3 BLIR I 38 I OVEESE FE B DO R BUR I & =
TV 2L Table 6-4 33 J.OX Table 6-5 (2R L7-,

Table 6-4. Summary of solicited local reactions — BNT162b2 (SAF)

Time 1pg 3ng 10 pg 20 pg 30 ng Total
interval (N=12) (N=12) N=12) N=12) (N=12) (N=60)
nn 12 12 12 12 12 60
Dose 1 up I‘?‘(lﬂyA] )local reaction 6 (50) 9 (75) 12(100) 12 (100) 10 (83) 49 (82)
to Day 7 _
after dose 1 Any grade.>— 3
local reaction 0(0) 0 (0) 0(0) 0(0) 0 (0) 0(0)
n (%)
nn 8 0 11 12 12 43
Dose 2 up I‘?‘(lﬂyA] )local reaction 4 (50) -0 10 (91) 10 (83) 11(92) 35 (81)
to Day 7 _
after dose 2 Any grade >=3
local reaction 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
n (%)
nn 12 12 12 12 12 60
Any local reaction
Combined n (%) 7(58) 9 (75) 12 (100) 12 (100) 11 (92) 51 (85)
interval Any grade >=3
local reaction 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
n (%)

The combined interval is the union of the intervals ‘Dose lup to Day 7 after dose 1’ and ‘Dose 2 up to Day 7 after dose 2.
The denominator for the percentage calculation is nn.

N = number of participants in the analysis set; n = number of participants with the respective local reactions; nn = number
of participants with any information on local reactions available; - = not estimable; SAF = Safety Set.
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Table 6-5. Frequency of participants with solicited local reactions by grade for - BNT162b2

(SAF)
Time 1pg 3 g 10 pg 20 pg 30 pg Total
interval (N=12) (N=12) (N=12) (N=12) (N=12) (N=60)
nn 12 12 12 12 12 60
ﬁ‘(ﬂ,y/o | 7(58) 9 (75) 12 (100)  12(100) 11 (92) 51 (85)
nM(i(}/d) 7(58) 8 (67) 12 (100)  12(100) 11 (92) 50 (83)
Any ’
nM(‘f]/‘}Smte 2(17) 2(17) 7(58) 7(58) 3(25) 21 (35)
Severe
n (%) 0(0) 0 (0) 0(0) 0(0) 0(0) 0(0)
ﬁ‘(ﬂ,y/o | 5(42) 5(42) 12 (100)  12(100) 10 (83) 44 (73)
nM(i(}/d) 5(42) 5(42) 12 (100)  12(100) 10 (83) 44 (73)
Pain ¢
Moderate
n (%) 0 (0) 0 (0) 1(8) 4(33) 1(8) 6 (10)
Severe
n (%) 0(0) 0 (0) 0(0) 0(0) 0(0) 0(0)
ﬁ‘(ﬂ,y/o | 5(42) 9 (75) 12 (100) 10 (83) 11(92) 47 (78)
Combined nM(i(}/d) 5(42) 8 (67) 9 (75) 10 (83) 11(92) 43 (72)
interval Tenderness ?
nM(‘f]/‘}Smte 2(17) 2(17) 7 (58) 6 (50) 3(25) 20 (33)
Severe
n (%) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
Any
. 0 0@ 0@ 0O  1® 1@
Erythemma/ 1 (% 0(0) 0(0) 0(0) 0(0) 1(8) 1@
fedness Mo 00 0(0) 0(0) 0(0) 0(0) 0(0)
Severe
n (%) 0(0) 0(0) 0(0) 0(0) 0(0) 0(0)
Any
0 (9%) 0 (0) 0 (0) 1(8) 0 (0) 3 (25) 4(7)
Induration nM(ﬂ}/d) 0 (0) 0 (0) 1(8) 0 (0) 3(25) 4(7)
/ 0
Swelling nM(‘f]/‘}Smte 0 (0) 0 (0) 0 (0) 0 (0) 0 (0) 0 (0)
" 00 0 00 00 00 00

The combined interval is the union of the intervals ‘dose 1 up to Day 7 after dose 1’ and ‘Dose 2 up to Day 7 after dose
2'. The denominator for the percentage calculation is nn.

N = number of participants in the analysis set; n = number of participants with the respective local reaction; nn = number
of participants with any information on local reactions available; SAF = Safety Set.
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6.2.2.2. £H XK (FEFMEE)
BNT162b1

BNT162b1 BEFHZ 1258 & A7 25 Ut O BIE AR B O3 BLIR I % Table 6-6 (27~ L7z,

Table 6-6. Summary of solicited systemic reactions — BNT162b1 (SAF)
Time 1pg 3pg 10pg 20pg  30pg 50 pg 60 png Total
interval (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=84)
nn 12 12 12 12 12 12 12 84
Dose 1 up I‘?‘(lﬂyA] )Sy“emlc reaction g 75y g(67) 8(67) 11(92) 11(92) 12(100) 12(100) 71 (85)
to Day 7 _
after dose 1 Any grade >=3
systemic reaction 0(0) 0(0) 1(8) 2(17) 3(25 5(42) 8(67) 19(23)
n (%)
nn 12 6 11 10 12 11 N/A 62
Dose 2 up ﬁ‘& )SyStemlc reaction 5 sey  2(33)  9(82) 10(100) 11(92) 11(100) N/A 50 (81)
to Day 7 _
after dose 2 Any grade >=3
systemic reaction 3(25) 0(0) 5(45) 5(50) 6(50) 5(45) N/A 24 (39)
n (%)
nn 12 12 12 12 12 12 12 84
Any systemic reaction
Combined n (%) 11(92) 8(67) 10(83) 11(92) 12(100) 12 (100) 12 (100) 76 (90)
interval Any grade >=3
systemic reaction 3(25) 0(0) 6(50) 5(42) 6(50) 8(67) 8(67) 36(43)

n (%)

The combined interval is the union of the intervals 'Dose 1 up to Day 7 after dose 1' and 'Dose 2 up to Day 7 after dose 2'.
The denominator for the percentage calculation is nn.
N = number of participants in the analysis set; n = number of participants with the respective systemic reactions; nn =
number of participants with any information on systemic reactions available; N/A = not available; SAF = Safety Set.
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BNT162b2

BNT162b2 #FE#% 1258 & L7 25 Ui O BB O3 BLIR I % Table 6-7 (278 LTz,

Table 6-7. Summary of solicited systemic reactions — BNT162b2 (SAF)
Time 1pg 3 g 10 pg 20 pg 30 pg Total
interval N=12) (N=12) N=12) (N=12) (N=12) (N=60)
nn 12 12 12 12 12 60
Any systemic
Dose 1 up reaction n 9 (75) 9 (75) 12 (100) 9 (75) 9(75) 48 (80)
to Day 7 (%)
after dose 1 Any grade >=3
systemic reaction 0(0) 0(0) 0(0) 1(8) 0(0) 1(2)
n (%)
nn 8 0 11 12 12 43
Any systemic
Dose 2 up reaction n 4 (50) -() 7 (64) 10 (83) 10 (83) 31(72)
to Day 7 (%)
after dose 2 Any grade >=3
systemic reaction 0(0) -(-) 19 1(8) 3(25) 5(12)
n (%)
nn 12 12 12 12 12 60
Any systemic
Combined Eoe/zl;:tion n 9 (75) 9 (75) 12 (100) 11 (92) 12 (100) 53 (88)
interval Any grade >=3
systemic reaction 0(0) 0(0) 1(8) 2(17) 3(25) 6 (10)
n (%)

The combined interval is the union of the intervals ‘Dose 1 up to Day 7 after dose 1’ and ‘Dose 2 up to Day 7 after dose
2’. The denominator for the percentage calculation is nn.

N = number of participants in the analysis set; n = number of participants with the respective systemic reactions; nn =
number of participants with any information on systemic reactions available; - = not estimable; SAF = Safety Set.

6.2.23. TDMOEEER (FEFHMEE)
BNT162b1

BNT162bl #£fE2 ICHE SNTAEFEFRD O L, A AL HOTE LIEFR LR AHFHE
L OBIEEIRI DR BURPLA Table 6-8 127~ L7z, F72, BNT162bl 60 pg # Tl 2 [B1H OHFEIL
TR NI EBNRE SN2, 1B8RY 7 F % 2 AR U 7= 2 Mo 424 (SAFB) T
DEZEHIRIRI DOFEBLR DL S Table 6-9 127~ L7,
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Table 6-8. Summary of TEAEs without AEs based on solicited reporting via diaries — BNT162b1 (SAF)

Ti 1 pg 3pg 10 pg 20 pg 30 ng 50 ng 60 ng Total

. 1tme | (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=84)

tnterva n(%)E n (%) E n(%)E n (%) E n (%) E n(%)E n(%)E n(%)E
Any TEAE 1(8)6 0(0)0 4(33) 11 3254 4(33)5 3254 6(50) 10 21 (25) 40
Related TEAE 1(8) 1 0(0)0 3(25)7 3(25)4 3(25)3 1(8) 1 6(50)9 17 (20) 25

Dose luptodose2or  Grade >=3 TEAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0

Day 28 after dose 1 Related grade

(whatever comes first) ~—3 TEAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Any TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Related TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Any TEAE 6(50) 21 0(0)0 7(58) 16 4(33)7 6(50) 8 8 (67) 17 6(50) 10 37 (44) 79
Related TEAE 4(33) 10 0(0)0 6 (50) 10 4(33)6 4(33)4 6 (50) 10 6(50)9 30 (36) 49

Dose 1 up to Day 28 Grade >=3 TEAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0

after dose 2 or after dose  Related grade

1 (if no dose 2) ~—3 TEAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Any TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Related TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0

The denominator for the percentage calculation is N.

AE = adverse event; E = number of events; N = number of participants in the analysis set; n = number of participants with the specified characteristic; TEAE = treatment-
emergent adverse event; TESAE = treatment-emergent serious adverse event; SAF = Safety Set.

Table 6-9. Summary of TEAEs without AEs based on solicited reporting via diaries —- BNT162b1 (SAFB)

Time 1pg 3ng 10 pg 20 pg 30 ng 50 ng Total
interval (N=12) (N=6) (N=11) (N=11) (N=12) (N=11) (N=63)
" n (%) E n (%) E n (%) E n (%) E n (%) E n (%) E n (%) E
Any TEAE 6 (50) 15 0(0)0 4(36)5 193 3(25)4 6(55)13 20 (32) 40
Related TEAE 4(33)9 0(0)0 3273 19)2 2(17)2 5(45)9 15 (24) 25
Dose 2 up to Day 28 gz?;itz ;zfa"(li“fAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
after dose 2 -3 TE/EE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 000 0(0)0
Any TESAE 0(0)0 000 000 000 000 000 0(0)0
Related TESAE 0(0)0 000 000 000 000 000 0(0)0

The denominator for the percentage calculation is N.

AE = adverse event; E = number of events; N = number of participants in the analysis set; n = number of participants with the specified characteristic; TEAE = treatment-
emergent adverse event; TESAE = treatment-emergent serious adverse event; SAFB = Safety dose 2 set (Safety Boost Set).
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BNT162b2
BNT162b2 R ICHE SNT-HEHERO O b, WHRHE HEEZHOTIUE LT FH5 2R FESE
S DBIERIAR B DO F BRI % Table 6-10 (278 L7z,

Table 6-10. Summary of TEAEs without AEs based on solicited reporting via diaries —

BNT162b2 (SAF)

Ti 1pg 3png 10 pg 20 pg 30 pg Total

; ’tme . (N=12) (N=12) (N=12) (N=12) (N=12) (N=60)

tnterva n (%) E n (%) E n(%)E n(%)E n(%)E n (%) E
Any TEAE 1(8)2 5(42)6 5(42)7 181 4(33)5  16(27)21

Dose 1upto  Related TEAE 0(0)0 2(17)2 0(0)0 0(0)0 0(0)0 2(3)2

dose 2 or Day %‘ﬁ >=3 0(0)0 0(0)0 181 0(0)0 0(0)0 1(2)1

28 after dose 1

(whatever Ejl;tTe‘Ei fg‘de 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0

comes first) ¥ TESAE 0(0)0 0(0)0 0(0) 0 0(0)0 0(0)0 0(0)0
Related TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Any TEAE 3(25)4 542)6  7(58) 11 2(17)3 5(42)8  22(37)32

Dose lupto  Related TEAE 0(0)0 2(17)2 181 1(8)2 1(8)3 5(8)8

Day 28 after %"fﬁ >3 0(0)0 0(0)0 181 0(0)0 0(0)0 1(2)1

dose 2 or after

dose 1 (if no Ejl;tTe‘Ei fg‘de 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0

dose 2) Any TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Related TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Any TEAE 2(17)2 0(0)0 4(33)4 18)2 1(8)3 8(13) 11
Related TEAE 0(0)0 0(0)0 181 1(8)2 1(8)3 3(5)6

Dose 2 up to %‘fﬁ >3 0(0) 0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0

Day 28 after

dose 2 Eil;tTeg /fg‘de 0(0)0 0(0)0 0(0)0 0(0)0 0(0) 0 0(0)0
Any TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Related TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0

The denominator for the percentage calculation is N.

AE = adverse event; E = number of events; N = number of participants in the analysis set; n = number of participants with
the specified characteristic; TEAE = treatment-emergent adverse event; TESAE = treatment-emergent serious adverse
event; SAF = Safety Set.

6.2.3. SefR RIS K ORISR IS & DfE R
6.2.3.1. TRREERIDLIAME (RIZKFFHIRF)

BNT162b1
BNTI162b1 %z 88 L 7= A\ (18~55 %) @ Day 43 £ TOMREMIHLIREIO T — % 3G 57
(% FHERE 12 61) . BNT162bl O#FEIT, 60 pg BEZBRTDay 1 (1 [EIEEREA) BL O
Day22 QEIH#FEH) 2Tz, 60 ug #ETlE Day 1 (1 [MIHEEMA) (2T,

e BNTI162bl ZH:fl L 72 #BRE 1L, HEEFNHOIEOHURRIG 27~ LTz, Day22 (1 [RIH#
Fif% 21 BIF) O MiEFFHUA GMT 1%, 1, 10, 303 KON 50 pg B THEKFAIC EH L
7z, Day?29 (2 [RIAEEfER 7 HIF) OMIFHFIHUA GMT 1, HEKFHID DI T — A
B =Rk om Uiz, $EFEN 1 BB TH - 7= BNT162b1 60 pg BED IfiLiE FFIHTIA GMT 13K
EOEEHR L2, WRENPIRGEZ EH S5 1B ALE CTH D 2 LR X
niz,
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BNT162b1 1 pg #E#BR =, Day43 (2 [BIH B 21 HEE) OMiFHRHUE GMT XK T L,
Z O#FIFIL COVID-19 [EHE I EE O fiiF (HCS) /X% /L® GMT @ 0.7 % (BNT162b1 1 pg
BE) ~3.61% (BNT162bl 50 ug #f) ToH 7=,

BNT162b2
BNT162b2 % 7 L 7= 45 AN (18~5575%) ¢ Day 43 (1 pg #£86 L 1020 ug £f) 7213 Day 50

(10 pg HEFB LN 30 ug #f) £ TOBRRITURMEDO T —2 3Gl (Lpg B9 B, 10, 20 B &

N30 pg BEA 12 41) , BNT162b2 OBFET Day 1 (1 BIHEEREH) K0 Day 22 (2 [0] H BafE
A) ATz,

BNT162b2 20 L -4 &1L, 1RRY 7 F NS E SN W PUAR S 27~ L7-, Day 22
(1 [0] B BEffL 21 HEE) (g hFodifR (GMT) 2t &4, Day29 (2 [BH % 7 A
IKF) £ TICHEKRGFHIDNOBE R T — A Z =R b,

Day 43 (2 [0l H#f8%% 21 AFF) O MfiEHFHuA GMT 1%, BNT162b2 20 pg #£35 LU 30 pg #f
TIKTF L, ZO#iPIL COVID-19 HCS 73R /LD GMT @ 0.3 £ (BNT162b2 1 pg Bf) ~1.7 %

(BNT162b2 30 ug #f) T o7, T D, Day 50 DT —H MG 57 BNT162b2 10 ug AR
L O30 pg BETIL & 57 2 MG FPUAR GMT OIR TR0 L=y, DK FITkEe/N T
HoT,

1 [0] H 26 C 30 ug LA D> BNT162b1 F 7213 BNT162b2 Z #2ff L 729X COHERE T, 1fig+HFn
PUA GMT 78 2 [l H Bfdit: 7 AFF (Day29) F7213 21 AFF (Day43) FTIIRN—AT A 05 4
BLl bk ERLT,

6.2.3.2. FEEPTUARRE (BREAFHMEEER)

BNT162b1

BNT162b1 % B:fE L 7= 355 A (18~55 %) D Day 43 £ CTORAPUABREDT — 2 NG bl

(B HERE126]) . BNT162bl OHFEIE, 60 ng BEABRWCDay 1 (1 HIEEFEH) BIW

Day22 2 EIH#EMA) ([ZfThiviz, 60 ug #ETiE Day 1 (1 BIHEEMA) ([2Tbivie,

BNT162b1 Z £ L 72 #8213, Day22 (1[5 H#f64% 21 AFF) (2 SARS-CoV-2 A/3A 7
ZURITEDSI T 2=y FBROSZERES RA A (RBD) 12k L THEKFRND
RWTUAR S 27~ LTz, Day29 (2 [0l H##% 7 AKF) O SI-RBD fia#E7 =7 U G

(IgG) @ GMC 1%, WAN-SHEKRIFN /T — A2 —h B a R Uiz, RN 1 [BlOHRT
&~ 7= BNT162b1 60 pg #£ S1-RBD # 4 1gG @ GMC (MKIED £ EHER L7, Pk
Erx ERIEAHITITEBNERENAMLETHD Z LRI,

BNT162bl 1 pg B BRE, Day43 (2 [B|H#EfE% 21 HEE) @ S1-RBD f5A 1gG @ GMC 11K
T LA, T_XTOMER T COVID-19 HCS /3r /L0 GMC & i L CTH L MZE - T2,
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BNT162b2

BNT162b2 % 88 L 7= N (18~55 %) @ Day 43 £ CTORBAPURRED T — 4 NG 5N T-
(1 pg #E9 B, 10, 20 B30 pg BEK 12 1) . BNT162b2 OHEFEIL Day | (1 [MIHEFEH) 35
L W' Day22 QEIHEMER) (ZITHNT,

o BNTI162b2 Z 4 L7-#¢5RE 1%, Day22 (1 [A]H AL 21 BEE) (ZIRBRD 7 F 28 s
7258\~ S1-RBD 54 1gG MGz~ L7z, Day29 (2 [B|H#4M#% 7 HEE) £ TIZ, SI-RBD #&
A 1gG O GMC [T BARAFHIDNDBEE 72 7 — A X — R BRBD HiT,

e Day43 (2 [ H#:FE% 21 HFF) @ SI-RBD fEA IgG @ GMC (%, BNT162b2 20 pg #f3 LY
BNT162b2 30 g HETIR T L7223, & L7277~ TOMERE T COVID-19 HCS 733 /LD GMC
G LTI B MNTE o T,

1 [0] H$EHEC 30 ug LA > BNT162bl F 7213 BNT162b2 Z #4ff L 729X COHERE <, 2 [ H#
fitg 7 HFE (Day29) F7-13 21 AFF (Day43) % TIZ SI-RBD A IgG D GMC 23— R Z
A Vb ARELLE R LT,

6.2.3.3. SARS-CoV-2 [Z R B 72 CD4+B L OV CD8+ T M) (ERAFHEEH)

BNT162b1 1, 3, 10, 20, 30, 50 7213 60 pg #H2FE L 7= 62 5], 725 ONZ BNT162b2 1, 3,
10, 20, F£721%30 pg ZHRE L7 39 il L W CD4+F & O CD8+ T M S ORI Al iE 72 7 — &
(ELISpot 7—%4) W3 bHiLiz,

BNT162b1 1%, 2 [AI8BEFE L 7= #2804 O K55 T SARS-CoV-2 @ RBD (2 A58 CD4+E8 L
N CD&+ T M SUS Z 555 L7z [CD4+ T Ml s 53 B 51 65l (96.2%) , CD8+ T Al S 53
Bt 41 1] (77.4%) , LATFREINE] , BNT162b2 (%, B L7 _XRCOWRE F/-13F L A Lok
B3 C SARS-CoV-2 A/SA 7 X X7 TR A/ D58V CD4+38 KO CD8+ T Al it % 35 5
L7= [39 7 39 6l (100%) , 39 5l 3561 (89.7%) 1 . ZiL5H ™D BNTI62b2 (2 XV FE S
7= THIBA Y, RBD EOFERER (= h—7) S0P oA 7 Ariost L TRE L
7LD THY, BNTI62b2 (T O b —F Ikt T 2 0EISEEFHET DH 2 LIRS LTz,

BNT162b1 £721X BNT162b2 @ 2 [EHEFEIZ LV, HFIZ 10 pg DL EA8fE U7 BEC T MRS 2o
L 72458 OEIA O LB IO OGRS OB KNIEE Th o7, BNT162b2 DL I
HERVY CD4+ T MRS FR O DN T-HERE DO A E VU —5&IL, [F—#RE O A h A m -
TANAR, TTABAL L e NR— e TR, A TN T AN ABIOER R VA R
DGR T F NI E AT ) —ISED 10528272, £12, K5OR8 S72
CD8+ TSz~ L, [Rl—#ERE TO LD U A NV AFUTIZKT 25 AE U —I0E L FRIfRE T
HoT,

6.2.3.4. BEREME CHRIE(REMED CD4+,/CD8+ T Mt (REFARER )

FEREVE CARIEMEHENED CD4+,/CDS8+ T MifE < iiE, BNT162b1 Z#%FE L7z 63 il (1 ug % 10
B, 3ugBES B, 10 pg # 10 B, 20 pg B 6 51, 30 ng #f 12 51, 50 pg # 9 #l, 60 pg #f 11 i)
L OVBNT162b2 Z#:fE L7 36 # (1 pg # 7 51, 10 pg & 10 51, 20 pg # 9 1, 30 ug #f 10
Bl) ZExfGE LT, X—=R T A CRERB IO [0l HEERE% 293 HIRFIZ ICS & AW CRME L 7=,
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smmcwaxﬂ%&itimm&yﬂa ik T D TN E 7 IZFFE I N7- 2 & ICS

IZ XV R S 72, SARS-CoV-2 A/34 7 E72IE RBD ITRE L TA v ¥ —7=m (IFN) «y
ZPEAET D CDA+E L ONCD8+ Tfifal, N—R2 T A VI S~ 7-75, BNT162bl B
L OVBNT162b2 OHEFRIC K 0 fEEICHFE Sz, WTNOIERY 7 F o THH b &Ik
PRITRD e ho T,

BNT162b1 1E, 1T & A EOHERF 1T TEHEREM: TRIEMEHEM: D CD4+,/CD8+ T Mllfe St %
FHEL, ~A ST HIISEIZIE 1 B~ L X—T (Thl) ffE~OMMEL2FE O Bz, IFN-y 3
LTS 2 —aAf % (L) 21F3E SN L4 13RE SN2 &, FEShz
HIIZERAFZ2 Thi fiffe 7 e 7 7 A L E2A L TERY, BWEEL KT REEoH 5 2 Bl L
/N—T (Th2) MIFEDORIZISEILIRNT &R ST,

BNT162b2 1E, 1T & A EOHERF 1T T EHEREM: TRIEMEHEM: D CD4+,/CD8+ T fllfe St %
FE L2, PUR (SARS-CoV-2 A/NA 7 B U RIEDRTF ROT—)u) BB Hgc J:o
T2 IFN-y B LWV IL-2 FEADHER SN2 &, RO WIT IL4 OfHiTb T Th o722
M5, THIFEEZENT Thl fARIZmMEE LT D 2 & BRFE ST,

6.3. TR

o WEINTZAEFRORKIBDIISONEEDIERTHY, U7 F o OfANERTTHIESND
HERERTH-o -, BOOLNIMINFEIEOE S IIRE E-IIHPEE Th o7z, RIBBRER X
D, 18~55 D FnA A\ T BNT162b1 33 X TUVBNT162b2 O AEMEITHAEFRETH D, W
THNORRT 7 F U bR TEDERNE T 7 7 A NVERT DI ENREINT,

o WEL T, RS LT s OFRBHEE L, BNTI62bl & Ll LT BNT162b2 T -
77. BNT162b2 Dt JEMEIEL, BNT162bl & bl L CRIRAIZIRE CTH Y, BNT162b2 DX
IR 7 7 7 A T TR TOHERETBNTI62b1 LV H BIFCTH -7,

e BNTI62bl (1~50pg) ZHfE L7-#BRE 1L, Day22 (1 [5]HHEEFEL 21 HIF) £ TIZ SARS-
CoV2 IZxF T 2T v A T, IRRY 7 F I5HE S H BIKRFR D DTROBUR RS &
T~ LT, ZOHURRIGIE Day 29 (2 [B] HEEREMS 7 AF) £ CTHEIC LA LD, 7T—AF2—%)
REFETDHOIITBNERENSLETH -7, Day43 (2 [0 HEER% 21 HEF) £ T2
&N EDHBRECHURRIEAME T L7z, BNTI162bl % 10 pg UL EFERE L /=483 @ Day 43 &
& FFIHLA GMT 1%, COVID-19 HCS /XL GMT & bl L CRIRRELL ETh o7z,

e BNTI62b2 (1~30pug) ZHAE L7-#RE 1L, 1RBRY 7 T I E SN2 O BUR KGR 2 R
L7z, Day22 (1[a]H#FE% 21 HEF) |2 SARS-CoV-2 @ S1-RBD #E4 IgG (GMC) H LY
MmigHFgLE (GMT) 23 4L, Day29 (2 [a]lH$Ef@EM% 7 HRE) £ CBAFIC EA LTz,
Day 43 (2 [o] H 2R 21 HEF) £ TITIE, 20 pg #£8 X030 pg BE CHUARUGAME T L7z,
BNT162b2 % 10 ug LA EBERE U 7295k #& @ Day 43 O ILiE FFIHLA GMT 1%, COVID-19 HCS
REILD GMT & g L CRIBELL ETH - 7=,

e BNTI162bl £72/L BNT162b2 % 30 pg LA EHEFE L 729X CO#ERE T, 2 A HEfE% 7 HIF
(Day29) F£721%21 Al (Day43) % TIZ GMC B LU GMT TER SN PukGis % ik
L7,
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e BNTI162bl £721% BNT162b2 @ 2 [H[BFEIZ L W, SARS-CoV-2 @ RBD (285 B H D50
CD4+35 LU CD8+ T MRS 238 S 417z (BNT162b1 BEFEHERE D 95%LL |, BNT162b2
BRSO 76%L4 ) . BNT162b2 (X RBD SO A NS JHRTE h—7 47895 T
MRS 2758 L7272, BNTI6202 I3HEEO Y h—7 %345 T MRS 2 355 T 5
ZEMWRBEINT, TSGR ST &2 FHEBIRIFEMEIERD S/ oo 72,

e BNTI62bl 3B L NBNTI62b2 1E, 1F& A EOHEBRE T\ TEEERENE CRIEIEENMED CD4+
/CD8+ T #IJES S 2355 L=, IFN-y B X OVIL-2 13 H SN 7228 IL-4 o ixErE £ 721k
DTN Thol=Z b, BhIf72 Thl il 1 7 7 A4 LR S 7,

e BNTI62b2 THRAIRERABRM T 10 7 7 A VNGO HIT=T-8, &6 2/3 FAER5 THW 5 1B
U7 F & LTBNTI62b2 28R LT, RIGROEMKHERITIL, RKEBEHFEOLZDIZ, H
2/3 FHE 57 T BNT162b2 O NEOFHNZ1T 5 TE Th 5, FHlT 5 HE - HiElT,
BNT162b2 30 ug @ 2 [ml#zfdE (ZEFERNEISK 21 AfE) TH 2,
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7. BNT162-01 35 [HHE#EE2 E1HEED) 1 (53513, 2EEEH

RO A Z RS E LT, aa T UA LV AREYYE 2019 (COVID-19) O Th%z B &
9% 4 FEEA O EIERVEMERSHEREREf 2 1 7 A /LA 2 (SARS-CoV-2) U RE;:fE (RNA) U7
F o DM L ORISR A2 R 5 82 AWM 5, ShiskdhFE, § 1248, 28—
N, R

o KIEBRD/X— K A D Visit 8 [JRERY 7 F > 2 [B] BEFEA K 63 HEROBEREEEV RG] £
TIZNE SN 2 FEEOER Y 7 F 2 (BNT162b1 383 X UNBNT162b2) OF —F K L
77

o (BB E (P TIERT DNTRE R, BIORERRER (C4591001 3ER) 205
B O RE L &I, 523 HAZMRMIRE (i) TS oR55HM0%E1T 9
BNT162 U 7 F 5t & = O EZBIRT A 72D H S,

o VBBRRRFRHEE (PR 13 BNT162b2 OKRBHFZFEICHWOND TETHDH, YikipE
IZHRENTWRWT — XL, S%I1EMRT 2IREBRBEREE (PR EI3REKHRE) TR
T 5,

7.1. B
TRBR T RS © Ry (2 fak)
INFESCHR

Sahin U, Muik A, Derhovanessian E, et al. COVID-19 vaccine BNT162b1 elicits human antibody and
T(H)1 T cell responses. Nature. 2020;586(7830):594-9.

TBRERIIN - 2020 42 4 H 23 H ~fikki

T—XJ v NATH :

2020 210 A 23 B (RO, 2tk #ERFE ONRE L O itEr —4)
2020 £ 11 H 24 B (THMIRRIGT —4 [BERGEE AR v & (ELISpot) 7—4] ],
2020 4 11 A 17 H [BNT162bl OHMIfENY A h I A Yt (ICS) 7 —# ],
2020411 H 3 H (BNT162b2 ® ICS 57— #)

B EXPE : 265 1/2 fH

7.1.1. B89

AVEERC BNT162b1 35 K OV BNT162b2 (2%) L TR E L 7= H HIE X OFHIIE H O ZE % Table 7-1
IR L7,
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Table 7-1. BHIB L OFHMEIEE (BNT162-01 3R5R)

HE

FHEEE

FEHH

A EERY A BNT162 % 1 [H]
FlX2EEE L&D
et L OEENE & ik
T 5,

JRPETROG (&SR, JEJE, RLBE - 380%, MG - MR . KRRk 7
HIFE IRl S 7= 54 (Day 8 3 L U Day 29)

SHG CGEO, WErH, F#, 98, 57, AR, B,
IR, AR, B, FEY) . AEHES% 7 AR E TR
SN7-F4 (Day 8 8L Day 29)

BEFEG L DL BB U IR OFIS ¢ 1 Bl H#F6E1% 21 A
Kf (Day22) , BXOV2 [ HEEM% 28 HEE (Day 50) & T2
EEhi-Es

BIREH

A EE R A BNT162 % 1 [H]
FlX2BEEE L&D
G A A BERE I BLIANM
(RIRER SEhE R & TR
AIREZR 7 A VA ME TP RIHL
Rl £ 72 IR DT v
AL DR 2
WCRLIR T 5,

NR—=2T A URFICRT 5, 1 [ HEEfE% 7 HRF (Day 8) B LD

21 AF (Day22) , 725 ONC 2 [l HEEFET% 7 AEE, 14 AR,

21 HIf, 28 HEE, 63 HEFR KON 162 HEE

o HEREAUBUIARLOL  (FUAm)

o BERERUPLIATUARAL O B 5K

o HEEEMIHLIAM N R—A T A Vb 4 5L LD LR EER SN
RTINS L N O 1

RERERY

fdEHERL AZ BNT162 % 1 [H]
FF2EEELZEEZD
RIEISE R TUREET vt
A [RBRFEmI £ CIcFA
Al HE 7 R S I E TR
(ELISA) F7/-I1xRZEoD
TokARE] EHWTER
w35,

MR e S 2 Rk 9
D

NR—=2 T A UBICKRT 5, 1 e HEEE% 7 HEE (Day 8) B LD

21 HEF (Day22) , 725 ONC 2 [l A M%7 B, 14 AR,

21 HFE, 28 A, 63 ARFRB L OV 162 HHF

o HURRIL (BUARIREE, HURAM)

o PUARD ERHF (BURRE, HUm)

o HUKMEEE F 7 IZHURME N N— 25 A D 450 o R L
TEF SN D PURBG R & 7R L 7o B E 2K

N—=2T 4 UK, BRO 1 [0 H#FE % 28 B (Day 29) DOHifie

P I (ELISpot i£38 L OV ICS #)

a. FHMERIZEZTH D, WBRERAR T Y 2 —/L TRl H OFFA#FEZHE L TV o,
b, TRBRFEMEFT BTG 9 MREARELZ 1 8] B 8l 2 Bl AR L 7 BB O A ITEH L7z,

712. 18R T A o~

KipBix, e, ZhigktRE, F 1248, 25—, HAEERARTH S,

AIREROD/N— b A TlX, 18~55 ik D W A3 LT 56~85 ik D mlinf B Al KT
W E B 1 HER) BIOWHERE (F2~7HER) 28R LZ, /S— A OHE %

Figure 7-1 IZX7R L7z,
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Figure 7-1. Dose group schema for BNT162b1 and BNT162b2 (dose 1 and dose 2, ~21 d apart)*

Dose groups 1 to 7 with younger participants

Dose Group 3

12subjects <

Based on
sakty daa
= § subjecss

SRC Review

Day 1: 1 Sentinel
subject

24 Saity Revew
Day 2:53!.|bjeds
Bh smlRwim
Day 4:65|ubjecb
& h Sa&v;Revﬂ
SRC Re!fiew'

Dose Group 1 FIH

Dose groups 8 to 10 with older participants

Dose Group 8

Day 1: 2 Sentinel
I

24 b Safety Review

Day 2: 4I5uhjed5

4&h Saie(ly Rewview

Day 4. Slsubjeds
1

43 h Sakty Review
I
SRC Review?

Dose Group 2 Dose Group 4 Dose Groups 5to 7"
—p Dayi:28entnel | , Day1 2%entinel = - » Day 1 12subjects
subjects subjects
2 b Saety Review 2 b Sty Review 24 h Sakty Review
| | 1
Day 2 4 subjects Day 2: 4 subjects Day 2: 4 subjects
| I I
Based on 48 h Safety Review Based on 48 h Saiety Review Basegon 40 h Soey Revew
salety data bor 1 sakety data for | sakety data for I
zGsutecs  Day4:6subjects  =0subecs  Day4 Gsubjeds  =6subecs  Day 4:6 subjecs
1 I 1
45 h Sakty Reveew 48 h Sakty Review 48 h Sakty Review
| I |
__________ SRC Review® -l SRC Review? SRC Review®
Dose Group 9 Dose Group 10
_______ > Dq‘1:2_3|;d'mel —— Day 1: 2 Sentinel
subjects subjects
2 h Ssity Review 2 b Sty Review
I |
Day 2 4 subjects Day 2 4 subjects
| |
Based on 48 b Sabty Review Based on 48 b Saety Review
safety data for 1 safety data for 1
z6subecs  Day 4: 6subjects Z6subecs | Day 4: 6 subjects
1 1
45 b Sakty Review 45 h Sakty Revew
| |
N— SRC Review® SRC Review®

a) The data assessed by the SRC for progressing comprises 48 h data for 6 participants.

b) If these dose groups use doses lower than already tested, 12 participants may be dosed on one day in these dose groups

and the dose groups may be conducted in parallel to each other / to any dose-escalation dose groups. If they use doses
higher than already tested, participants were dosed using a sentinel dosing/participant (2-4-6) staggering process.
¢) For the dose regimens, see the synopsis section “Study treatments”.
Cohort = dose group; d = day(s); FIH = first in humans; SRC = Safety Review Committee; subject = participant.
Note: This report only presents data and background information relevant for the reported Dose Groups 1 to 10.

BelE DRA AL, W S HERE

El=g==N
ES

BLWDayl (BT 7T 1 [RIHEFRH) Al 30
A LA S0t U 72 OfE RATEE DWW THERE L 7c, T X CTOMANNIENEZ W7 L TeFH DIz

FER[REL L, #9921 AWM OBEFERIFE T Visit 1 BL O Visit 4 ITIERRY 7 F o 2 LT-,

AIBBRTIX L B HEEFE R (Day 1) 2 O#ERE ORBEA B L (Visit1) , 429 [lOKEE%
L7, Visit7 2 [EB#FEH (Day22) 75428 B OIEEKE THEERE (Day 50) 1 #1R5RD 7

TR TR & LT,

BEAEOT-DOFRRBEE LT, 2B H#EMEE 63 HIFB X OV 162 HIRFD 2 [BIZHLE LTz,
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7.1.3. ZWrE L O A A AN ETE

18~55 i DF RN (35 1~7 &) LU 56~857% (55 8~10 &R ZXfHRL L
2o 1RBRIFEHE R IE THUE L 7oA AN EEHEIZ B 2 i bids K OBRAF S 7ol 13 7o
7

114. 788U 75>, vy &R, ABEBBIOVCHE, BEEMERR I ORI
T141. 1R 7 F o BE ey &R

1BER T 7 F o DA FR : BNT162 (COVID-19 (2% 2 GEENFaIE /G D 7= 5O DHL ™ A /L A RNA U
7F )

B8R 79

BNT162 1%, A& T/ ki¥ (LNP) #UA|Z#AAHE7- SARS-CoV-2RNA 77 F o TH Y,
RNA 7 +—~ v R23H72 % BNT162b1 3 X OV BNT162b2 % V7=,

2y b

* BNTI162bl : E220195-0001L, E220195-0004L, E220195-0014L, E220195-0017L,
E220195-0019L 5 & Y E220195-0020L

*  BNTI162b2 : E220195-0004L, E220195-0017L, E220195-0018L, E220195-0022L ¥ X T
E220195-0024L

7142 HER L UHE

Pefd

R (18~55 %)

* BNTI62bl : 1 pg, 3ug, 10ug, 20 pg, 30 pug, 50 pug FBLTN60 ug
e BNTI62b2: 1ug, 3pg 10pg, 20 pg 35510030 pg

rnp N (56~85 %)

* BNTI62bl : 10 ug, 20 ug B L T30 pg

* BNTI62b2 : 10 ug, 20 ug B L T30 pg

AR - APNTES (ki =fA0)
M E D SRS DR ~DOBERE 2 HELE L, [F Uil 2 MRS 5 2 L2 m & Lz,

AIGBRITFFERRRTH Y, PBRE OB~ D IIER LI TR o T,

7.1.4.3. BRI L ORI
21 AR C2mEfE+ S 2L 2 LT, I RIFEAEZL 1.5mL & L7z,
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7.1.5. FHEE B
7.1.5.1. ZE2MEOFMIE B

Ve (IR, A ZAYA v, MERE, JRRE) 1X, X—A2T7 A K (Day | O
AT ICEE U729, Visit 7 £ CHANCHE LS TRl Lz, RATRSE L Ve s s
REBR D 7 F > 1 [BIHBERE )N D Visit 7 £C, fF BHERE M -;ﬁﬁbto%®m®ﬁ$$2
X, 1B U 7T 1 B EER)S Visit 7 £ Titdk Iz,

FORIEMED EHFE B CTIXIE8R Y 7 F o A BT 741 B (Day 8) F TlliiékI iz
TR ERGE L, ZEREOFEFHMIEE CTIXIRRY 7 T 1 6l B % 2122 HE
(Day22) BELO2 [0 HERER 284 HF (Day 50) £ CICHMIESNT-HAEFRESSE LT,

7.1.5.2. SRR KO M S R i 2 D RTAR TR B
FERERITLIA (hFnBUR) M, #EEHIAT L OIS % (BURRFRA T Mile) %, ~—2A

T A W (Day | OBFERT) (CEHM L2, Visit8 (2 [0 H8:fE1% 63 HIF) £ CHANIHE L
IRF i CREA L 72,

7.1.6. SREHREMT Tk
7.1.6.1. FEGIEL DX EARHL

Eﬁmgz%ﬁ%@z@””ﬂ 1T 7D > 7=, BNT162bl B L OXBNTI62b2 DZFINFNDHERETO%L
MM T A7 DI 1B S0 12 B8 Th 5 LW L7~ FHERIC 12 FIfjEA AT
BLEs, SHERCRIMBEE 15%0FEFRZN 1 L EED 55 ERIL85.8% ThH D,

7.1.6.2. S EHAEMT
AJRBRCIE, EXRH R ZAGRREIIRRE L0 > T2,

RN T — X ITHERNOR L, #E, AERZ0FE L ORLE, @sA8E, FAERERIC
PR EEZHWTERN L-, 273V —285E, »7 I3V —Z LITHoHEE [(9RE
(n) 1 BLOFRHEE [Z0EE (%) ] 2R L CHERINZIERN LT,

N=AT A%, IBRY 7 F 2 1 [ A EREANCAE O N ELOE e ER LT,

HARMNCHERFRRITBRY 7 F U 5B L0 o HERINCBIZEWM 2017 T [#Z21X, Day 1~
Day21 (2 [EIH#FERT) | L7z, F7o, AFFRIZHOVWTL, HEZLIZTTXTOHERO
El;:d‘%)/T‘Lf:_o

HERRREBEGEES L OZF0EAE, FANOHE L-AEHRROENEE (2aEFS, HR
U FroEEEOHLEERS, SL—R3LUEOFEFRS, S —R3LEORBRY 7T
CEEO B DA ERSG, EELAERSE, BRIV FUOLEEOLLEERAERSR) JLic
SRERIRVIER L OEAGENNCER LT, £, AEFLRIPEL LOZ0EIGIX, &K
L— R ICE B BIR R L ORAZERNCERH LTz,
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SRS X OVES BOGIE, KRER S EI G R OREZER T T A 4 A [Toxicity Grading Scale
for Healthy Adult and Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trials| % FV T
JL—RanHLi,

JRFTS E T3 28 S (WRE BFE2 O CIUE L7-AEFSR) ORBGIEKE X O0E0E &
%, HERERNC, FRNCHE L7ZRICORE (711 HOFEEHOFHMEEE ) 2 & I24EE
L7,

7.2. RERFE R

7.2.1. #EBRE DNERE X Ok

#eERE DWER % Figure 7-2 (BNT162b1) 35 L U8 Figure 7-3 (BNT162b2) (2R L 72,
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Figure 7-2. Disposition of participants —- BNT162b1

No=g4

[ Total younger enrolled participants ‘

I

l

|

|

l N=12

1 pg Dose group ‘

N=12

3 pg Dose group

| 10 pg Dose group

N=12

|

N=12

20 pg Dose group

l N=12

30 pg Dose group

N=12

50 ug Dose group

N=12

80 pg Dose group

:

’

i

:

=12

N=12

N=12 N=12 N=12 N=12 N=12
Given Dose 1 Given Dose 1 Given Dose 1 Given Dose 1 Given Dose 1 Given Dose 1 Given Dose 1
N=0 N=0 N=1 N=1 N=0 N=1 N=0
Premature Premature Premature Premature P"ef_\"”f-_'f! Premature Premature
termination: termination: termination: termination: termination: termination: termination:
Hone None AE (1) Other (1) None Other (1) None
=12 =12 N=11 N=11 N=12 =1 N=10
Given Dose 2 Given Dose 2 Given Dosa 2 Given Dose 2 Given Dose 2 Given Dose 2 Given Dose 2
N=1
Premature
termination:
Other (1)
N=12 N=12 N=ii N=10 N=12 N=11 N=12
Study Study Study Study Study Study Study
completed completed completed completed completed completed completed
(noDose 2)

Disposition of younger participants - BNT162b1
AE = adverse; N = number of participants; study completed = have completed Visit 7 (the end of treatment visit).
Source: Based on data from Listing 16.2.3-2.1-1.

N =36

Total older enrolied participants

N=12 N=12 N=12
10 pg Older dose 20 pg Older dose 30 yg Older dose
group group group
N=12 N=12 N=12
Given dose 1 Given dose 1 Given dose 1
(CPT) (CPT) (CPT7)
N=12 N=11 N=12
Given dose 2 Given dose 2 Given dose 2
N=0 N=0 N=0
Premature Premature Premature
termination: termination: termination:
None None None
N=11 N=0 N=0
Study completed Study completed Study completed

Disposition of older participants — BNT162b1

AE = adverse; N = number of participants; study completed = have completed Visit 7 (the end of treatment visit).

Source: Based on data from Listing 16.2.3-2.1-1.
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Figure 7-3. Disposition of participants —- BNT162b2

N =60
Total younger enrolied participants

N=12 N=12 N=12 N=12 N=12
1 pg Dose group 3 pg Dose group 10 pg Dose group 20 pg Dose group 30 pg Dose group

. . ] |

N=12 N=12 N=12 N=12 N=12
Given Dose 1 —‘ Given Dose 1 —‘ Given Dose 1 —’ Given Dose 1 —‘ Given Dose 1 —‘
N=1 N=0 HN=1 N=1 N=0
Premature Premature Premature Premature Premature
termination: termination: termination: termination: termination:
Withdrawal by None AE (1) None None
participant (1)
N=11 N=12 N=11 N=12 N=12
Given Dose 2 Given Dose 2 Given Dose 2 Given Dose 2 Given Dose 2
N=9 N=9 N=11 N =12 N=12
Study Study Study Study Study
completed completed completed completed completed
Disposition of younger participants — BNT162b2
N = number of participants; study completed = have completed Visit 7 (the end of treatment visit).
Source: Based on data from Listing 16.2.3-2.1-3.
N =36
Total older enrolled participants
N=12 N=12 N=12
10 pg Older Dose 20 pg Older Dose 30 pg Oider Dose
group group group
N=12 N=12 N=12
Given Dose 1 Given Dose 1 Given Dose 1
N=12 N=12 N=12
Given Dose 2 Given Dose 2 Given Dose 2
N=0 N=0 N=0
Premature Premature Premature
termination: termination: termination:
None None None
N=12 N=6 N=12
Study completed Study completed Study completed

Disposition of older participants - BNT162b2
N = number of participants; study completed = have completed Visit 7 (the end of treatment visit).

Source: Based on data from Listing

16.2.3-2.1-3.
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A A AR AR RFE

TARTOEBRE i, RERSLOEERES BMD OMAANIELEZ- LT,

BNT162b1 % #fE L 723 120 Bl &2 LMt 2461 (SAF) & L7-, SHEZE U T, i
DIEEIE (FEVERAE) 1346.53 (15.94) 5%, REOFEHIME (BEERZ) 137428 (12.57) kg,
BMI O I (BEHEMRFS) 1% 25.10 (2.70) kg/m? TH -7z, HERIOWFRIZEME 57 41 (48%) B
L Ot 63 1l (53%) ThoT-, ANEOWIRIZE AN 1174 (98%) , 77 A2 BIHB L OTEA
1BITHY, 1184 (98%) T A=y 7 RFETITT T LV ROERE TlX o7z,

BNT162b2 % #ff L7251 96 fiil % SAF & L7-, EHERZHE U T, FoFHME (EERZ) X
49.56 (15.01) i%, REOVHME (EAERFZE) 1% 76.77 (11.15) kg, BMI OV (FEAE(FZ)
132540 (2.38) kgm?> CThH o7z, MRIOWIRIZINE 44 1] (46%) F5 L O&HE 52 5] (54%) T
Hotz, TRTOWRENAATHY, E AR I RETILT T U ROEBRE TN 2o
776

7.2.2. ZEMEDFER

7.2.2.1. RIS (FEFMEE)

BNT162b1
BNT162b1 BEFEZ 1258 & A7 R T Ot O B HA R B O3 BLIR I 38 I OVERE FE B DO R BUIR I & =
FLE 2L Table 7-2 33 JLOX Table 7-3 (2R L 77,

Table 7-2. Summary of solicited local reactions — BNT162b1 (SAF)

Younger participants
Time 1 g 3 g 10 pg 20pug  30pg 50 pg 60 ug Total
interval (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=84)
nn 12 12 12 12 12 12 12 84

Dose 1 up
toDay 7  Any local reactionn (%) 6(50) 5(42) 10(83) 12(100) 11(92) 12(100) 12(100) 68 (81)
after

Any grade >= 3 local
Dose 1 yg

reaction n (%)
nn 12 6 1 10 12 1 N/A 69

0(0) 0(0) 1(8) 2(17)  4(33) 2(17) 1(8) 10 (12)

t%olg:f?up Any local reaction n (%) 7 (58) 5(42) 10(91) 11(100) 11(92) 11(100) N/A  55(80)
?)f:,i; 2 2’;&?{‘}?“‘: (’0;)3 local 2(17)  0(0) 0@ 0(0) 2(17) 3(27) NA  7(10)
Older participants All
Time 10 pg 20 ug 30 ug Total Total
interval (N=12) (N=12) (N=12) (N=36)  (N=120)
Dose 1up nn 12 12 12 36 120
L‘;{Er‘-"y 7 Any local reaction n (%) 7 (58) 11 (92) 11 (92) 29(81)  97(81)
Dose 1  Any grade >= 3 local 0 (0) 0(0) 0(0) 0 (0) 10 (8)
reaction n (%)
Dose 2up nn 12 11 12 35 104
g‘;tgray 7 Any local reaction n (%) 8 (67) 9(82) 9 (75) 26 (74) 81(78)
Dose2  Any grade >= 3 local 0 (0) 0(0) 0(0) 0(0) 7(7)

reaction n (%)

All = all is the sum of younger and clder participants; N = number of participants in the analysis set; n = number of participants with the
respective reactions; nn = number of participants with any information on reactions available; N/A = not available, SAF = Safety Set.

Source: Table 14.3.1-1.1-1.
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Table 7-3.

Frequency of participants with solicited local reactions by grade — BNT162b1
(Combined interval - SAF)

Lines with only Younger participants
zeros are not 1 g 3 ug 10 pg 20 g 30 ug 50 ug 60 g Total
shown (N=12) (N=12) (N=12) (N=12) (N=12) (N=12)  (N=12) (N=84)
nn 12 12 12 12 12 12 12 84
Any Anyn (%) 7(58) 6(50) 11(92) 12(100) 12(100) 12(100) 12(100) 72 (86)
Mild n (%) 7(58)  6(50) 11(92) 12(100) 12(100) 12(100) 12(100) 72 (86)
Moderaten (%)  5(42)  1(8)  5(42)  6(50)  11(92)  10(83) 7(58) 45 (54)
Severe n (%) 2(17)  0(0) 1@  2(17) 5 (42) 4(33) 1(8) 15 (18)
Pain Any n (%) 6(50) 4(33) 9(75) 12(100) 12(100) 12(100) 12(100) 67 (80)
Mild n (%) 5(42) 4(33) 9(75) 12(100) 12(100) 11(92)  12(100) 65 (77)
Moderaten (%)  3(25) 1(8) 2(17) 5(42)  9(75) 8 (67) 2(17) 30 (36)
Severe n (%) 1(8) 0@ 1)  2(17)  4(33) 3(25) 1(8) 12 (14)
Tendemess  Anyn (%) 7(58) 6(50) 11(92) 12(100) 11(92) 12(100)  11(92) 70 (83)
Mild n (%) 6(50) 6(50) 10(83) 12(100) 10(83) 12(100)  11(92) 67 (80)
Moderaten (%)  5(42)  1(8) 5(42)  6(50)  11(92)  10(83) 7 (58) 45 (54)
Severe n (%) 2017) 00  1(8) 1(8) 4(33) 3(25) 0(0) 11(13)
Erythema/  Anyn (%) 00 18  0(0) 1(8) 3(25) 3(25) 0(0) 8 (10)
Redness Mild n (%) 0(0) 1(8) 0(0) 1(8) 3(25) 3(25) 0(0) 8 (10)
Moderate n (% 00) 0@  0(0) 0(0) 0(0) 3 (25) 0(0) 3(4)
Induration/  Any n (%) 2017)  1@®) 1)  2(17)  2(17)  4(33) 1(8) 13 (15)
Swelling Mild n (%) 00) 18 1@  2(17)  2(17)  3(25) 1(8) 10 (12)
Moderaten (%)  2(17)  0(0)  0(0) 0(0) 0(0) 1(8) 1(8) 4(5)
Lines with only Older participants TAII |
Zeros are not g
e (:41512) (ﬁiﬁl} &1?% {L:t:;} (hest20)
nn 12 12 12 36 120
Any Any n (%) 8 (67) 11 (92) 11 (92) 30 (83) 102 (85)
Mild n (%) 8 (67) 11(92) 11 (92) 30 (83) 102 (85)
Moderate n (%) 3(25) 5 (42) 7 (58) 15 (42) 60 (50)
Severe n (%) 0(0) 0(0) 0(0) 0(0) 15 (13)
Pain Any n (%) 7 (58) 10 (83) 10 (83) 27 (75) 94 (78)
Mild n (%) 7 (58) 10 (83) 10 (83) 27 (75) 92 (77)
Moderate n (%) 2(17) 2(17) 5 (42) 9 (25) 39 (33)
Severe n (%) 0(0) 0(0) 0(0) 0(0) 12 (10)
Tendemess  Any n (%) 8 (67) 10 (83) 10 (83) 28 (78) 98 (82)
Mild n (%) 8 (67) 10 (83) 10 (83) 28 (78) 95 (79)
Moderate n (%) 2(17) 5 (42) 7 (58) 14 (39) 59 (49)
Severe n (%) 0(0) 0(0) 0(0) 0(0) 11(9)
Erythema / Any n (%) 2(17) 0(0) 2(17) 4(11) 12 (10)
Redness Mild n (%) 2 (17) 0(0) 2(17) 4(11) 12 (10)
Moderate n (%) 0(0) 0(0) 0(0) 0(0) 3(3)
Induration/  Anyn (%) 2(17) 3(25) 3(25) 8 (22) 21 (18)
Swelling Mild n (%) 2(17) 3 (25) 3(25) 8(22) 18 (15)
Moderate n (%) 0(0) 0(0) 0(0) 0(0) 4(3)

The combined interval is the union of the intervals 'Dose 1 up to Day 7 after Dose 1' and 'Dose 2 up to Day 7 after Dose 2'. The

denominator for the percentage calculation is nn.

All = all is the sum of younger and older participants; N = number of participants in the analysis set; n = number of participants with the
respective local reaction; nn = number of participants with any information on local reactions available; SAF = Safety Set.
Source: modified from Table 14.3.1-1.3-1.
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JOFTER S (BNT162b1) —EMERA

FHR N T, 1BBRY 7 F o 2 mIEEREIC LD (BFEBIZRIN) , REOWERE IR (72/84
i, 86%) XN (45/84 i, 54%) DRPTEISDFRD LTz, &EORPTKIGE 15/84
il (18%) IZFBH BT,

o EEDRFTRISA I X <GB b HERIL 30 ng BE (5/12 1, 42%) T, KNT
50 ug B (41261, 33%) , 1ugBEB LN 20 ug#E (/12 61, 17%) , 60 pg FEds LUV 10 pg
B (% V1261, 8%) Tholz,

HIEE 2D, L <O LN RETKSTETR (70/84 1, 83%) I L UYENE (67/84
#l, 80%) T -o7=, TDMDRFATSIGEDIEBBNL D 720> 7=,

o RLBE « F&AR &AL ¢ JEARIIRE I3 EETho T,
o ERBIWERMIIOWTEE &HEINT-HHREDOEISIX 14% L FThH o7,

o 10pug Ul EOHETIE, BEDOKRITINI OV TH G237 HEKFHITRD bhvieo
oo LLZND, WEEORFTKGICOWT, 10 g &E (5/1261)) , 20 pg & (6/12 f1))
BLO30pugBE (11712 61) ORERICIWT, FERFEER S D alBerEN R0 Sz,

B (BNT162b1) —EEREREA

EE RN TIE, TRBRY 7 F o2 BRI L (DFEBIZREIR]) |, KRPEOHBRE ITIRE (30/36
B, 83%) DRFTSIGHFRD Bz, FEEORPTIGE 1536 6] (42%) (ZRD LI, EHED
SRR HaLe o7z,

HIEE 2 DT, LK SO LN RETSTER (28/36 1, 78%) I L OYEJE (27/36
#l, 75%) T -oT=. TDMDRATIGEDIBBNL D 720> 7=,

o HLBE - J87R & RERE « FEIRIZ T R CBETH o7,
o JEIREB XL OVEMITOWTHIEE LHIE ST HBRE OEIATT 40% KM Th -7,

BNT162b2
BNT162b2 #FE#% 1258 & A7 R T Ui O B I T B O3 BLIR I 38 L OVERE EE B DO FEBUR I &2 %
FLE 4 Table 7-4 3 LU Table 7-5 (2R L7-,
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Table 7-4. Summary of solicited local reactions — BNT162b2 (SAF)
Younger participants

Time 1 4g 3 ug 10 pg 20 pg Total
interval (N=12) (N=12) (N=12) (N=12) (N=60)
” y nn 12 12 12 12 60
Day 7 ater . Any local reaction n (%) _ 6(50)  9(75)  12(100) 12(100) 49 (82)
Dose 1 J(A%rj)),l grade >= 3 local reaction n 0(0) 0(0) 0(0) 0(0) 0(0)

nn 11 12 11 12 58
Dose 2 up t :
02;97 aftar . Any local reaction n (%) . 4(36) 8(67) 10(91) 10(83) 43 (74)
Dose 2 ?2{ grade >= 3 local reaction n 0(0) 0(0) 0(0) 0(0) 0(0)

Old rticipant
er participants Al

Time 10 pug 20 ug 30 ug Total
interval (N=12) (N=12) (N=12) (N=96)
Dose 1upto nn 12 12 12 96
gg;e"' 1a“er Any local reaction n (%) 7 (58) 9 (75) 9 (75) 74 (77)

nn 12 12 12 94
g:;e’?za:grw Any local reaction n (%) 7 (58) 8(67) 10 (83) 68 (72)
Dose 2 Any grade == 3 local reaction n 1(8) 0(0) 1(8) 2(2)

(%)

All = all is the sum of younger and older participants; N = number of participants in the analysis set; n = number of participants with the
respective reactions; nn = number of participants with any information on reactions available; - = not estimable; SAF = Safety Set.

Source: Table 14.3.1-1.1-3.
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Table 7-5. Frequency of participants with solicited local reactions by grade for - BNT162b2 (SAF)

Note: lines with only Younger participants
zero value are not
shown 1pg 3 g 10 ug 20 pg 30 g Total
(N=12) (N=12) (N=12) (N=12) (N=12) (N=60)
nn 12 12 12 12 12 60
Any n (%) 7(58)  10(83) 12 (100) 12 (100) 11 (92) 52 (87)
Any Mild n (%) 7(58)  10(83) 12 (100) 12 (100) 11 (92) 52 (87)
Moderate n (%) 2(17) 2(17) 7 (58) 7 (58) 3 (25) 21 (35)
Any n (%) 5 (42) 6 (50) 12 (100) 12 (100) 10 (83) 45 (75)
Pain Mild n (%) 5(42) 6 (50) 12 (100) 12 (100) 10 (83) 45 (75)
Moderate n (%) 0(0) (0) 1(8) 4(33) 1(8) 6 (10)
Any n (%) 5 (42) 10 (83) 12 (100) 10 (83) 11 (92) 48 (80)
Tenderness  Mild n (%) 5(42)  10(83) 9 (75) 10 (83) 11(92) 45 (75)
Moderate n (%) 2(17) 2(17) 7 (58) 6 (50) 3(25) 20 (33)
Erythema/ Any n (%) 0(0) 0(0) 0(0) 0(0) 1(8) 1(2)
Redness Mild n (%) 0(0) 0(0) 0(0) 0(0) 1(8) 1(2)
Induration/  Any n (%) 0(0) 0(0) 1(8) 0(0) 3(25) 4(7)
Swelling Mild n (%) 0(0) 0(0) 1(8) 0(0) 3(25) 4(7)
Note: lines with only zero Older participants All Total
values are not shown 10 pg 20 ug 30 pg Total (N=96)
(N=12) (N=12) (N=12) (N=36)
nn 12 12 12 36 96
Any Any n (%) 9 (75) 11 (92) 11 (92) 31 (86) 83 (86)
Mild n (%) 7 (58) 11 (92) 10 (83) 28 (78) 80 (83)
Moderate n (%) 3(25) 4 (33) 6 (50) 13 (36) 34 (35)
Severe n (%) 1(8) 0(0) 1(8) 2(6) 2(2)
Pain Any n (%) 4 (33) 9 (75) 11 (92) 24 (67) 69 (72)
Mild n (%) 3(25) 9 (75) 10 (83) 22 (61) 67 (70)
Moderate n (%) 0(0) 1(8) 4(33) 5 (14) 11.(11)
Severe n (%) 1(8) 0(0) 1(8) 2 (6) 2(2)
Tenderness Any n (%) 8 (67) 9 (75) 9 (75) 26 (72) 74 (77)
Mild n (%) 6 (50) 9 (75) 9 (75) 24 (67) 69 (72)
Moderate n (%) 3 (25) 4 (33) 4 (33) 11(31) 31(32)
Erythema/Redness  Any n (%) 2(17) 1(8) 2(17) 5 (14) 6(6)
Mild n (%) 1(8) 1(8) 2(17) 4(11) 5 (5)
Moderate n (%) 1(8) 0(0) 0(0) 1(3) 1(1)
Induration/Swelling Any n (%) 2(17) 1(8) 1(8) 4 (11) 8 (8)
Mild n (%) 2(17) 1(8) 1(8) 4 (11) 8(8)

The combined interval is the union of the intervals ‘Dose 1 up to Day 7 after Dose 1' and ‘Dose 2 up to Day 7 after Dose 2'. The
denominator for the percentage calculation is nn.

All = all is the sum of younger and older participants; N = number of participants in the analysis set; n = number of participants with the
respective local reaction; nn = number of participants with any information on local reactions available; SAF = Safety Set.
Source: modified from Table 14.3.1-1.3-3.
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JOFTER ) (BNT162b2) —EWMAELA

BN TTIL, 1RBRU 7 F o 2 BIEERIC LY (FEBIREIM) , KEOWERE TR (52/60
B, 87%) DJFETSILDIFRD BTz, HEEFE O RFATRGE 21/60 1 (35%) (278 Hivi=,

HREEEE O SR T RO S RIS & < FRD BT FHEREIE 10 pg BERS KOV 20 pug BE (% 7/12 #1,
58%) T, RWT30ughE (B/12 41, 25%) Th o7z,

i) K < FR&O BV T SOS IR DR (45/60 451, 75%) F5 KL OMRE D (45/60
#l, 75%) T -oT=., TDMDRATIGEDIBHNL D 720> 7=,

ALBE « AR EAEAE - EIRIZ T R CTBETH - T,
PG DN T HEE L HE SR OBIS 1L 10% L T TH o 7=,
SR F 7 XA O KRR Z DWW T & 237 I BARE I IERD B o T,

B (BNT162b2) —EEsEkA

ﬁtﬁ“ﬁikf X, BBV 7T U2 EERICEY (DFEEIEHIR) |, RILogERE IZRE (28/36
B, 78%) D RIS TR BTz, WEE O RFTOGNE 13/36 B (36%) 12580 bivlz,

WA FE D SR T RS 28 BRe ) &L < BB D BV H BRI 30 ng BE (6/12 i, 50%) T, WW\T
20 pg BE (412 491, 33%) BL 10 pug Bt (3/12 f5], 25%) THo7=,

el K < FRO B AV AT ROSIXEEEE DR  (24/36 5], 67%) 5 L OMREE DS (22/36
i, 61%) Th oz, TDOMDRFTEIGEDFREFNI D 72> T2,

RLBE « FEARIT PN | FlE ST, RS - BEIRIX TN CTRETh -7,
FEIRIZ DN T HEERE LT SN BRE OEIE1T 14% Th - 7=,
B F 721X O RFTRUSIC B W T & 23 I BIRIEMEITERD B v o 72,
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7222 . 25 XIE (FEFMEE)

BNT162b1
BNT162b1 $2FEZ 1258 & i 7= 25 UG O BRI O3 BLIR I % Table 7-6 (278 L7z,

Table 7-6. Summary of solicited systemic reactions —- BNT162b1 (SAF)

Younger participants

Time 14g 3pg 10pg 20pg 30pg  50pg  60ug  Total
interval (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=84)
Dose 1up N 12 12 12 12 12 12 12 84

toDay7  Any systemic reactionn (%) 9(75) 8(67) 8(67) 11(92) 11(92) 12(100) 12(100) 71 (85)

after o '

Any grade >= 3 systemic
Dose 1 reaction n (%) 0(0) 0(0) 1(8) 2(17) 3(25) 5(42) 8(67) 19(23)
Dose2up ™M 12 12 11 11 12 11 N/A 69

toDay7  Anysystemicreactionn (%) 7(58) 7(58) 9(82) 10(91) 11(92) 11 (100) N/A 55 (80)

after Any grade >= 3 systemic

Dose2  reacton n (%) 3(25) 1(8) 5(45) 5(45) 6(50) 5(45) N/A 25 (36)
nn 12 12 12 12 12 12 12 84
itll.no::\:)airl'led Any systemic reaction n (%) 11(92) 9(75) 10(83) 11(92) (11020) 12(100) 12 (100) 77 (92)
:;l’ég;idﬁ (:,:)3 systemic 3(25) 1(8) 6(50) 5(42) 6(50) 8(67) B8(67) 37 (44)
Older participants All
Time 10pg 20 g 30 pg Total Total
interval (N=12) (N=12)  (N=12) (N=36) (N=120)
Beseiiip M 12 12 12 36 120
to Day 7 Any systemic reaction n (%) 9(75) 11 (92) 11 (92) 31 (86) 102 (85)
after Dose 1 pny grade >= 3 systemic reactionn (%) 1 (8) 1(8) 2(17) 4(11) 23(19)
Dose2up M 12 11 12 35 104
toDay7  Any systemic reaction n (%) 8(67) 10(91)  12(100) 30 (86) 85 (82)
afterDose 2 apy grade >= 3 systemic reaction n (%)  2(17)  2(18) 4(33) 8 (23) 33 (32)
_ nn 12 12 12 36 120
ﬁfg:\'f;’l‘e" Any systemic reaction n (%) 9(75) 12(100) 12 (100) 33 (92) 110 (92)
Any grade >= 3 systemic reaction n (%) 2(17) 3(25) 5(42) 10 (28) 47 (39)

The combined interval is the union of the intervals ‘Dose 1 up to Day 7 after Dose 1' and 'Dose 2 up to Day 7 after Dose 2'. The
denominator for the percentage calculation is nn.

All = all is the sum of younger and older participants; N = number of participants in the analysis set; n = number of participants with the
respective systemic reactions; nn = number of participants with any information on systemic reactions available; N/A = not available;
SAF = Safety Set.

Source: Table 14.3.1-2.1-1.

2R (BNT162b1) —E#ERA

BRI, 1RBRU 7 F o2 BIEERICEI Y (FEBIEEIR) , KEOWERE IZIRAE (76/84
B, 90%) B LR (62/84 5], 74%) DEHISNIRD BT, mEDORE ST 37/84
Bl (44%) IZFBD BT,

o EEDORL SR X < FRD BV HEREX 50 pg BERB LTV 60 png B (45 8/12 Hil,
67%) T, KOTI10pg BEB L N30 pg BE (55 6/12 4511, 50%) ToH 7=,
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HIEE 2D, X EO LN KINTEY (68/84 14, 81%) , HHJA (66/84
B, 79%) , FHRTE (51/84 ], 61%) , EEJE (50/84 i, 60%) I LN (47/84 Hi,
56%) Tohol=, TOMDEYKIGDOFEGNI D727z,

EUL, MR, R, AR, BIEIRR L OB OWTEE & HIE SN S OBIA 1T
10%LL R CTH -T2,

8 FE DFRTR R K ONEFEIZ OV THEIRTEMEN & 2 ATREVEN TR S DiLiz, @ OFEE OB
BIE 10 pg BE2 BIZKT L SOpg BE6 BITH Y, FEDOELEDEBLBIL 10 pg # 3 B3 L
S50 g BESHICTHoTz, Tz, BEOKTE I OBEKBEEICOWTH HERIFEN S 5 AT HE
PERFRD BT, EE O T L ORKBEROFEBFNIV T Y 10 pg BE 1 F12xF L 50 pg
FEAafITHoT,

BRI S KON AR O K 28 RO TIPS E OB RIE A RO T, B S0 BRI
Hivienotz, HEEE ORI O RIS X 10 ng BE 25%I2%F L 30 pg BE 75% Th o 72,

25K (BNT162b1) — SR A

B A TIL, RBRU 7 T U 2 BRI K Y (PRFEEIZEEIR) |, Ko IC®RE (3236
B, 89%) FBILOHEERE (22/36 f], 61%) DEFFILHRD HNT-, @EORFRIGIE 10/36
il (28%) IZFBH BT,

B DB IS RN X <G Bz HEREIL 30 ug BE (5/12 B, 42%) T, KW\T
20 ug BE (3/12 431, 25%) BL V10 pug Bt (2/12 61, 17%) THo7=,

HIEE 2 DT, i L <RBO b2 I 3EER (29/36 61, 81%) , %57 (27/36
B, 75%) , AR L OPEEE (% 18/36 f4l, 50%) TH o7z, F DD EE DR EL
BIX D72 Do 1=,

B, TEER L OEEOSES OGS 2 HRRFIEITRRD b e h o Tz,
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BNT162b2

BNT162b2 #FE 1% (278D © V7= 28 SOt DB B O BLIRI A Table 7-7 12~ Lz,

Table 7-7. Summary of solicited systemic reactions —- BNT162b2 (SAF)
Younger participants
Time 1 g 3 g 10 pg 20 pg 30 ug Total
interval (N=12)  (N=12) (N=12)  (N=12)  (N=12)  (N=60)
nn 12 12 12 12 12 60
3239713;2 rt° Any systemic reactionn (%) 9 (75)  9(75)  12(100) 9 (75) 9(75) 48 (80)
Dose:1 e o 00 00 0(0) 1(8) 0(0) 1(2)
nn 11 12 11 12 12 58
gg;ﬁzaggr“’ Any systemic reaction n (%) 4 (36) 2 (17) 7(64)  10(83) 10(83)  33(57)
Dosez. Ay oo oy ol AW 1@ A@H 5
nn 12 12 12 12 12 60
_Combi?ed Any systemic reaction n (%)  9(75) 9 (75) 12(100)  11(92)  12(100) 53 (88)
r _ s
e Ay amce (i’;f Ryl 0(0) 0(0) 1(8) 2 (17) 3(25)  6(10)
Older participants All
Time 10 pg 20 pg 30 ug Total Total
interval (N=12) (N=12) (N=12)  (N=36) (N=96)
Dose1upto nn 12 12 12 36 96
gg:g f’“er Any systemic reaction n (%) 3 (25) 4(33) 9(75)  16(44) 64 (67)
,::.,2{ grade >= 3 systemic reaction n 1(8) 0(0) 0(0) 1(3) 22)
Dose2upto nn 12 12 12 36 94
gggg;ﬂef Any systemic reaction n (%) 4 (33) 8 (67) 11(92) 23(64) 56 (60)
;(f:zy}( grade >= 3 systemic reaction n 1(8) 0(0) 2 (17) 3(8) 8(9)
Combined  nn 12 12 12 36 96
interval Any systemic reaction n (%) 5 (42) 10 (83) 11(92) 26 (72) 79 (82)
Any grade >= 3 systemic reaction n 2(17) 0(0) 2 (17) 4 (11) 10 (10)

(%)

The combined interval is the union of the intervals Dose 1 up to Day 7 after Dose 1 and Dose 2 up to Day 7 after Dose 2.

The denominator for the percentage calculation is nn.

All = all is the sum of younger and older participants; N = number of participants in the analysis set; n = number of participants with the
respective systemic reactions; nn = number of participants with any information on systemic reactions available; SAF = Safety Set.
Source: Table 14.3.1-2.1-3.

2K (BNT162b2) —FEREA

FWR A TIL, 1BBRD 7 F 2 2 BRI L 0 (GFEBIEIIR) |, RY-OWBREITEE (53/60
B, 88%) L ONHEZERE (23/60 f5], 38%) DEHKIGNIRD LIV, EEDOREKIRT 6/60 4
(10%) (ZER& LT,

o HEOEFFIGHRD LN HERIL 30 ug B 312 61, 25%) , 20 ug B (2/12 i,
17%) BELO 10 pg#E (171241, 8%) Th-o7z,
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HEIEEZ DT, i L <ERD bz 28 KIS (40/60 B, 67%) , AT (32/60
B, 53%) , R (24/60 ], 40%) B X ORI (23/60 5], 38%) T -7z, DD
BE G OFBENT A 72 o 72,

HEFRISIECBETHY, BEEL PEEOFEBRPIEOLLIT 3:1 706 2:1 DR TH -7,
THIE BT T N TRETH o7,

B, B, ST, PR, E2E, BRI L OMEREIC W TEE LHIE S EERE
@ilJ T 10%L T TH T,

i FE DY 573 X OBEHTR I DWW T HEKRMEDN & 2 rTREMEDSTRD DALz, & D 57 D%
BEIX 10 pg BE O BITXF L 30 ug BE2 BICTH Y, & OBIFEE OZ B 10 pg BE 0 FlIZ%f
L30pugHE3BITH-oT,

BEES LOPEEOERL RS TIEFEEOEREZRNT, B2 HERFETEED
DAL Tz, HEEE OO R ELHIX lOugﬁi‘1{@J61§¢L30ugﬁi6fﬂf3§>oto

maf*ﬁfﬁ%’%%mm“éﬁﬁ%& LR L7230 pug Tid, WIEWHETH 5 20 pg & Hifg
L, B, TH, TR LORAE R SRS ISORBBE N —E L ThThicEmnro

oo ZOEDEE Tho 2 RINIBERE 30 ug : 58%, 20 ug : 33%) ¥ L OBIHE
(30 pg : 50%, 20pug: 17%) Th-oT-,

BRI OE Y (BBIEHR & OFEBIEIIR]) T, BIANY - KRERETRD LR
noilz,

2R (BNT162b2) — &R A

B A TIE, RBRU 7T 2 BRI K Y (PFEEIZEEIR) |, Ko ICRE (2536
B, 69%) IO (13/36 B, 36%) DOEHIGNIED Bz, mEDORERRT 4/36 4
(11%) 123D BT,

B DR SO L HERIL 30 ug BB L OV 10 pg B (% 2/12 61, 17%) Th-o
71;.0

HIEE 2 DT, i L <R b2 NI (2036 6, 56%) , 8% (17/36
B, 47%) , EEEB IR (% 1236 6, 33%) THol-, ZOMDOEEIGDIE
BIX D72 s o 1=,

BEYRISITEICRETH Y, BREE L PEEORBFIEOLIT 3:1 25 2:1 O TH -7,
THRIE FBENI T _RTRETH 72,
K2H G TEE &HE SNT-85E OB 10% A0 Th - 72,

WARCRRR Mk 2 HE L L TR L7 30 pg CTi, WIIEWAHETH 5 20 ug & ik
L, B#2FFISORFAHEEN B L CThTMImmrolz, ZOENHEETH > - 2H s
IXEE (30 pg @ 58%, 20 g : 17%) ThoT-,
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o BEHIMOE (FEEWM & OFEBIEYIR) C, BB Y —ICREREITRRD LN
Mmool

7.223. TOMOEEER (FEFHMEE)

BNT162b1
BNTI162bl #FZ ICHE SNT-AEFEFRDH b, HEHE HEZHOTIE LSRR AHES
S OB DR BUKDL A Table 7-8 (27~ L7z, £72, BNT162bl 60 pg # Tl 2 [B1 H O#AE L
ORI ENRESNIZT0D, 1RBRU 7 F % 2 [l L I- 2 et 2 4EM8 (SAFB) T
DB HARBI OFEBLRIL & Table 7-9 (2R LTz,

able 7-8. ummary o s without AEs based on solicited reporting via diaries — -
Table 7-8. S f TEAEs without AEs based licited i ia diari BNT162b1
Younger participants (SAF)

Time 1 g 3 ug 10 pg 20 ug 30 pg 50 pg 60 g Total

; (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=12) (N=84)

nterval

. N(%)E n(%)E n(%E n(%RE n(%E n(%E n(%E n (%) E
Any TEAE 1(8)6 0(0)0 4(33)11 3(25)4 4(33)5 3(25)4 6(50)9 21(25)39
Related TEAE 1(8)1 0(0)0 3(25)7 3(25)4 3(25)3 1(8)1 6(50)8 17 (20)24

Dose 1 up to >=

Dose 2 or 'IG“ETIS B 00 0(@O 0O o0(O0 0(0)0 0(0)0 0(0)0 0(0)0

Day 25 after Related grade

D 1

(m??'ls:tever >=3 TEAE 000 0O o0(@O o0()0 0(0)0 0(0)0 0(0)0 0()o0

comes first)  Any TESAE 00 0O o0(O0 o0()0 0(0)0 0(0)0 0(0)0 0(0)0
Related
TESAE 0(0)0 00O 0O o0(O 0(0)0 0(0)0 0(0)0 0()0
Any TEAE 6(50)21 0(0)0 7(58)16 5(42)12 6(50)8 8(67)17 6(50)9 38 (45)83
Related TEAE 4 (33)10 0(0)0 6(50)10 4(33)9 4(33)4 6(50)10 6(50)8 30 (36)51

Dose 1upto Grade>=3

Day 28 after TEAE 00 0O 0O 2(17)4 0()0 0(0)0 0(0)0 2(2)4

Dose 2 or

after Dose 1 Relatedgrade 90 0(0)0 00 1(®)3 000 000 000 1(1)3

(ifnoDose2) . TESAE 0(0)0 0(0)0 0()0 0(0)0 0(0)0 0(0 0(0)0 0(0)0
Related
TESAE 0(0)0 0O 0O o0()0 0(0)0 0(0)0 0(0)0 0(0)0

The denominator for the percentage calculation is N.

AE = adverse event; E = number of events; N = number of participants in the analysis set; n = number of participants with the specified
characteristic; TEAE = treatment-emergent adverse event, TESAE = treatment-emergent serious adverse event, SAF = Safety Set.

Source: modified from Table 14.3.1-3.1.3-1.
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Table 7-9. Summary of TEAEs without AEs based on solicited reporting via diaries —- BNT162b1 —
Younger participants (SAFB)

1 g 3 g 10 ug 20 pg 30 ug 50 pg Total
Time interval (N=12) (N=6) (N=11) (N=11) (N=12) (N=11) (N=63)
n(%)E n(%E n(%E n(%E n(%)E n (%) E n (%) E

Any TEAE 6(50)15 0(0)0 4(36)5 3(27)8 3(25)4 6 (55) 13 22 (32)45

Related TEAE 4(33)9 0(0)0 3(27)3 2(18)5 2(17)2 5(45)9 16 (23) 28
Doss2upts opan O oo o@o o@o 284 o000 o@o 24
Day 28 after

Related grade 1(9)3 1(1)3
Dose 2 >=3 TEAE 0(0)0 0(0)0 0(O0 0(0)0 0(0)0

Any TESAE 0o 0(0)0 0O oo 0(0)0 oo 0(0)0

Related TESAE 0(0)0 0(0)0 0(@O 00 0(0)0 0(0)0 0O

The denominator for the percentage calculation is N.

AE = adverse event; E = number of events; N = number of participants in the analysis set; n = number of participants with the specified
characteristic; N/A = not available; TEAE = treatment-emergent adverse event; TESAE = treatment-emergent serious adverse event;

SAFB = Safety Dose 2 set (Safety Boost Set).
Source: modified from Table 14.3.1-3.1.3-1.

BNT162b2

BNT162b2 #£ % ICHE SN HERFRO O G, #EE HEEEHOTE L= F4 2R FESE
SOBEHARIR] O FRBURIL % Table 7-10 1Z/R L7,
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Table 7-10. Summary of TEAEs without AEs based on solicited reporting via diaries — BNT162b2 —

Younger participants (SAF)

1ug 3 g 10 pg 20 yg 30 pg Total
Time interval (N=12) (N=12) (N=12)  (N=12)  (N=12) (N=60)
n (%) E NE)E n(4E n(%E n(%E n (%) E
Any TEAE 2(17)3  6(50)10 5(42)7 1(8)1  4(33)5 18 (30) 26
Dose1upto  Related TEAE 0(0)0 2(17)2  0(0)0 0(0)0 0(0)0 2(3)2
Dose 2 or i
Kok 2;?:; ;g::a‘;EAE 0(0)0 0(0)0 1(8)1 0(0)0 0(0)0 1(2)1
Dose 1 0(0)0 00 0(0)0 00 0(o0 0(0)0
i o I (0) © 0) ) 0) (0)
comes first) Any TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Related TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Any TEAE 4(33)4 5(42)12 4(33)4  1(8)2 1(8)3 15 (25) 25
Related TEAE 1(8) 1 0(0)0 1(8) 1 1(8)2 1(8)3 4(7)7
Dose2upto  Grade >=3TEAE  0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Day 28 after
s e e 0(0)0 000 000 0(©0 0(0)0 0(0)0
Any TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Related TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Any TEAE 5(@2)7 7(58)22 7(58)11 2(17)3 5(42)8 26 (43) 51
Dose 1 up to Related TEAE 1(8) 1 2(17) 2 1(8)1 1(8)2 1(8)3 6(10)9
Day 28 after ~ Grade >=3TEAE  0(0)0 0(0)0 1(8)1 0(0)0 0(0)0 1)1
Dose 2 or after
Dose 1 (if no ?fgﬁ%g:gade 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0
Dose'2) Any TESAE 0(0)0 0(0)0 00)0 0(0  0(0)0 0(0)0
Related TESAE 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0 0(0)0

The denominator for the percentage calculation is N.

AE = adverse event; E = number of events; N = number of participants in the analysis set; n = number of participants with the specified
characteristic; TEAE = treatment-emergent adverse event; TESAE = treatment-emergent serious adverse event; SAF = Safety Set.

Source: Table 14.3.1-3.1.3-3.

7.2.3. SRR M X USRI AR IS DS R
7.2.3.1. BERERULIAE  (BIKEHIETR H )

BNT162b1

BNT162b1 % 8 L 7=k A (18~55 %) O Day 43 £ TOMREMHAMO T — % ’&E: 57
(% FHERE 12 61) . BNT162bl O#FEIT, 60 pg BEZBRNTDay 1 (1 [EIEEEREA) BL O
Day22 QEIHEFEH) 2477z, 60 ug BTl Day 1 (1 [RIHEERH) ZThiv-,

e BNTI62bl ZH:fl L 72 #BRE 1L, HEEFNAOEOWHURKIG 27~ LTz, Day22 (1 [RIH$#
Fifg 21 BIF) O MiEFFHTA GMT 1%, 1, 10, 30 3 XV 50 pg B THEEFAIC EH L
7z, Day29 (2 [RIAEEfER 7 HIE) OMIFHFIHUE GMT 1, HEKFHID DI T — A
B =Rk os Uiz, $EFEN 1 BB TH - 7= BNT162b1 60 pg BED IfiLiE FFIHLIA GMT (3K
EOF FHR L2720, HREMPUAMEZ L B2 (IBNMERNLE CTH D 2 & PRI S

Nz,

* BNTI162bl 1 ug FEAFRE, Day43 (2[5 B #2461 21 AFF) O MG bk GMT IMET L,
Z OFIPHIL COVID-19 [FEHEHIEZ DM (HCS) /X% /LD GMT @ 0.7 {5 (BNT162bl 1 pg
BE) ~3.6f% (BNT162b150 ug #f) TH 7=,
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BNT162b2
BNT162b2 5 OBEREAIFLIAMTIC OV T, Flk A (18~55 %) TiX 1 pg B, 3 ug &, 10 pg
B, 20 pg BERB KON 30 pg FEDT — 228, mllinpk A (56~857%) TIiE20 ug #f (Day 1 B LY
Day22) OF7 —Z035bhle (FHE 1260 . 7 —Z G0 L, #Filmpk A Tl Day 50 %
T (Ipg#f, 3ug#t) BL U Day85 £T (10 pg B, 20 pg FERB LN 30 pg #F) , mlk A TIX
Day29 £ TTh o7,

e BNTI62b2 Z M0 L -4 E 1L, 1RBRY 7 F B8 SNV HUARIG A R Lz, 1 [EH
PR MG R RPUAR (GMT) M S, Day29 (2 [0 HEafE# 7 HEE) F CICEEE 2
T = A —FHREPEO LT Gug L EOHER) . 20 pg D Day 29 (2351 2 (fiE H T
& GMT I XA & milnak N CRIFRE Ch - 7=,

o AMREXAD 3 ug B, 20 pg BEFB L OV30 ug BETIX, Day43 (2 [B1HBERE% 21 HER) (2 i
IR GMT IR T L7z, 10 pg B, 20 pg #3 L OV 30 pg #£TI, Day 43 LI Day 85 £ T
MiE FFIHUAR GMT 1ZLE L TE Y, ZOfEIL COVID-19 HCS /X% /L ®D GMT @ 1.3 {5~1.9
fFchoT,

1 [A] B 558 T 30 ug LA BNT162b1 F7-21% BNT162b2 Z 45 L 7= X COHERE <, Mg+
PUAR GMT 28 2 [ H85FfT% 7 BEF (Day29) F7-1% 21 AEF (Day43) F TICHURBHEEAZED S
A7z, BNT162b2 30 pg A0 L 729X T OYLERF 7S Day 85 £ THURGIR ZAERF L T /e,

7.23.2. fEEAGRE (BREAFHHEE)
BNT162b1

BNT162b1 % B0l L 7= 355 A (18~55 %) D Day 43 £ CTORAPUAREDT — 2 NG bl
(B HERE126]) . BNT162bl OHFEIE, 60 ng BEABRWCDay 1 (1 HEEFEH) BIW
Day22 2 EIH#EMA) ([ZfThiviz, 60 ug #ETiE Dayl (1 BIHEEMA) ([2Tbivie,

e BNTI62bl Z 288 L 7-#¢Br#E X, Day22 (1 [a]HBEFEM% 21 HEE) (2 SARS-CoV-2 A/3A 7
ZURTEDSI T =y MBI OZERES RA A (RBD) 1Tk L THEKFHND
TWTUAR S Z 7~ LTz, Day29 (2 [alH#EE#% 7 HiKF) O SI-RBD fA#E /v~ U v G

(IgG) ® GMC I%, RO HBARIFHIIR T — A X =W RmRk LTz, N 1 OB T
& 7= BNT162b1 60 ug #£0 S1-RBD #&E 4 1gG @ GMC (HMEMED £ £ HR Li-720, Pk
EAa ER S HIIHBMBERENLETHD Z ERRB SN,

* BNTI62b1 1 pg #EZBRE, Day43 (2[5 HEAE% 21 AFRF) @ S1-RBD #6 1gG @ GMC [HK
T LA, T_XTOMER T COVID-19 HCS /3L GMC & iz L CTH L MZE - T2,

BNT162b2

BNT162b2 HFERF OFE A HURIREIZOWT, Bl A (18~55 %) TiX Lug #f, 3ugff, 10pug
B, 20 ug BB KN30 pg DT — 2 2%, milispl A (56~857%) TiL 20 ug ff (Day 1 B LV
Day22) OF7 —# B3G5z (BRE126)) , T— 2B Eo =8I, kA Tk Day 50 £
T (lug B, 3ughf) BEL WU Day85 £T (10 ug B, 20 pg HEB LWV 30 ug ) , sk A CTiX
Day29 £ CTTh o7,
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o BNTI162b2 Z#5HE L= #BrE 1%, Day22 (1 [l HEEMEM% 21 B ICIB8RY 7 F ook shn
7238\ S1 3B X OVRBD fE A 1gG iz Lz (1 pug BE~10 pg B CIXH E&IFH) , Day29
(2 ] B BEFET% 7 BFE) £ T2, SIBLORBD fEA IgG D GMC [ZHAFE /2 7 — A X —Zh
RO BT, 20 ug BED Day 29 (1281F 5 S1 3B L U'RBD #54 1gG O GMC LA HRE A & &
@“EJZATH&I“U@O@

o TARTOHEMAZELT, FEMOREE & HITHURBEIZMT L7223, 10 pg #~30 pg #EIZ
BiF D Day 85 (2 [0l HHEEFE% 63 HEF) @ S1 B LTURBD #54 IgG @ GMC 1%, COVID-19
HCS 735 /L D GMC & i LT BT m Do 7o,

EfIE &2 o9, 1 [ H BEFEC 20 pg LA _E D BNT162b1 %7213 BNT162b2 & 44 L 723X COHl
Bt c, 2B AEfE% 7 HIF (Day29) £7-1321 HEF (Day43) £ CICHUABREE RO b
776

7.2.3.3. SARS-CoV-2 |2 272 CD4+B L1 CD8+ T MRS (ERAFEEH)

EEE A B L OEE A DO WV T, BNT162b1 38 KON BNT162b2 @ 2 [A:FRIC L 0
TN 95.5%LL EDOWERAE I XL O 96.6%LL EOWERE TR /)72 SARS-CoV-2 RBD 4752 CD4+
BLOCD8+ T M s 258 L=, BNT162b2 (2 L VBB S /- T, RBD _EDft
JFORER (=t h—7) ZE0HUROMA 75k L TOSE LI O THY, BNTI62b2 |34
BT M= HREINEZHET 52 EN R I N, TGO ST B
FHEEFIEITREO S /e iy o7z, BNT162bl 721X BNT162b2 O 2 [EIBEFEIZ L 0, HFIZ 10 pg BL
AR U7 C T IS 2 7R LTk O ElE O -3 KOV OGO TR & ORI
Toh o7, BNT162b2 OEFEZIZ A H iRV Y CD4+ T Al S 2538 &5 %hﬂﬂz%ﬁ%@x £ —IE
1%, Fl—#3ETOY A AT « A NLR, =S AZA L - C AR, AT
PFOANAB LG -V A ROGEESRTT R iﬁ”é AEY —INED 10 fE%2B
Too FT2, KB OBERE D 98170 CD8+ T Milas s 2R L, [Rl—#EE ToO EiRo ¥ A L A5
UKk 2 A —RE ERRETCH -T2,

7.2.3.4. BREM: CRIEMREM:D CD4+,/CD8+ T FfA s (BREWFHEIER)

SARS-CoV-2 A/ XA 7 F 721X RBD # XV E %87 5 THIRASHI-ICHE S =2 £ ICS
IZ XV HEFR S 7z, SARS-CoV-2 A/3A 7 F 721X RBD (TG4 LT IFN-y #4925 CD4+B &
N CDS8+ T #fdi%, BNT162bl ;tsoto“ BNT162b2 OFFEIZ L D MEFEICFHE S N7z, WTILDOIRER

T F o THA LN HEIRIFEIEERD b oo 7z, mERAIZI W T BNT162b1 F 7213
BNT162b2 #F% | _m%éht*ﬂ’ N AA UROSIE, BOGRZ — B L OB SR8\ T, Bk
NEIFIFT—F LT,

BNT162b1 3 L OV BNT162b2 1%, & & A EDOHERFE 23\ T EEERENME CRIE(EENED CD4+,/”
CD8+ T M A B L7z, IFN.y BLOA v Z— A x> (L) 213HH SN2 L4 13k
HENRhoTZ &0 h, FEINTHIZIEL e Th il e 7 > A L EFLTEY, EH
B KT A[REME D B D 2 T~ L/ —T (Th2) MIROGEINEIL /N2 LR Sz,
WCHER TR ERICEET 5 2RITFEO R o T,
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7.3. K5

WE SNTEAFEFRLOKRKBDIISHFEEOIERTH Y, V7 FrOBHRNERTTRlsD
HERERTH-o T2, BOOLNIMINFEIEOE S IIRE EIIHPEETh o7z, RIBBRER X
D, 18~55 D FnA N T BNT162b1 33 X TUVBNT162b2 O BB ITHAEFRETH D, W
TNORRT 7 F U bR TEDIERMNE T e 7 v A NVERT DI EDNREINT,

LT, RATEGE X O KGO EMEEL, BNT162b1 & i LT BNT162b2 T -
77o BNT162b2 O JSFEMEIL, BNT162b1 & Hlk L TRARICESE TH D, BNT162b2 DfX
WWEMET 2 7 7 A T TR TOHERETBNTI62b1 K0 H BIFTH -7,

BNT162b1 (1~50 pg) ##fE L 7= 951y, Day22 (1[0 B #fE% 21 HWE) & TIZ SARS-
CoV-2 IZxt T 2T vt A T, IRRY 7 F I5HE Sz H BIKRFR D DR OB RS &
T~ LT, ZOHURRIGIE Day 29 (2 [B] HEEREMS 7 AF) ECTEIC LA LR, 7T—ZXF2—%)
REFETDHOIITBNERENLETH -7, Day43 (2 [0 HEER% 21 BEF) £ T2
&N EDHBRECHURRIEAME T L7z, BNTI162bl % 10 pg UL EFERE L 72483 @ Day 43 &
& FFIHLA GMT 1%, COVID-19 HCS /X /LD GMT & bl L CRIFRELL ETh o7z,

kg 2 107, BNT162b2 (1~30 pg) Z#f L7 X, 168D 7 F U icfganic
FRWHUARR S Z2oR Lz, 1 8] B 4% 12 SARS-CoV-2 D IMIEHFHUA (GMT) 23 Sh,
Day29 (2 [0l H#fif% 7 ANf) £ CTICBAFR T — A —ENBO LN Gugll EofE
) . Day43 (2 [mlHEAE% 21 HEF) (2, AW D 3 ng B, 20 pg #£35 L O 30 pg # Tl
1 HFIHUAR GMT MK T L7, Bnak A BNT162b2 10 pg £, 20 pg AERB L V30 ug #ET
I%, Day 43 LIR Day 85 (2[RI H#2fEf% 63 HFF) F TG HFHUEA GMT IXFLE L TEY,
COVID-19 HCS /X% /L0 GMT & [l L CRIEEL ETHh -7,

BNT162b1 721X BNT162b2 % 30 pug LA FHERE L 723X COERE T, 2 [0l HEEFE% 7 H IR
(Day29) F721%21 AHF (Day43) % TIZ GMC B L O GMT TEFE S = PikGilis & 2 hk
L7z, BNT162b2 30 pg Z#fH L 729~ T OHERF 7S Day 85 £ THURBGIR ZAERF L T /e,

BNT162b1 38 X TOYBNT162b2 (2 LV #58 S 7= P RnPuA e OB REIX, FURIEME(L B flia
DNEFIEIE 28 C, BN EL T ARNCIR A I F D ZET S Lan s U X R
AHAMBICH o T,

BNT162b1 F 7213 BNT162b2 @ 2 [FE4FfIZ 1 W, SARS-CoV-2 @ RBD (ZHFHH) A58
CD4+35 LU CD8+ T AR IS 23#%8 S 417z (BNT162b1 BEFEHERTE D 95%LL |, BNT162b2
BRSO 76%L4 ) . BNT162b2 (X RBD AN D A NS JHRTE h—7 47895 T
MRS 2758 L7272, BNTI6202 I3HEEO - Y h—7 %345 T MRS 2 55T 5
Z eI, TGOS ORREEIZH &2y H BRI b o7,

BNT162b1 35 L TUYBNT162b2 1%, 1F& A EDOWEREIZB W TEEEREME CRIEMEHENED CD4+
/CD8+ T ARSI 2758 L7, IFN-y 38 X OVIL-2 (3 H S =28 IL-4 of g et £ 7213
OIFNTHoT-Z &0s, BAF2 Thl Ml 17 7 A VSRR Sz, FRICER TR & Eln
(BT 2 2 RITFEO b o T,
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o BNTI62b2 THAARERAARMET T 7 7 A LR D SN2, & 23 FHE THW A 158
T 7 F L LTBNTI62b2 3R L7z, AIRBRORAEHERICIL, #HEOETBNT162b2 O

WHFENM TS, HESEHE - &I, BNT162b2 30 ug @ 2 [alBEfE CHEFEMMEIZH 21 A
M<Thsb,
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