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BEEER UV EMA

AstraZeneca

BE
-5

A TRE 9~ 2 W3k M O R P HIRE &2 LR ISR,

BBEERUVEMAE FAEEDEREA

ACE-2 Angiotensin-converting enzyme 2 : 7 2 VAT Y A HARESR 2

AU arbitrary unit : L& FAL

BMI body mass index : k&5

ChAd63 chimpanzee adenovirus 63
name of AZD1222 when initially developed by the University of Oxford : A

ChAdOx1 nCoV-19 D192 O IR Y pea by Y

CI confidence interval : 15§ X ft]

COVID-19 coronavirus disease 2019 : FH = v 7 oA )L R JERYLSE
name of AZD1222 manufactured by the Serum Institute of India Private Ltd.

COVISHIELD (also known as SII-ChAdOx1 nCoV-19) : Serum Institute of India Private Ltd.
WERGE L 72 AZDI1222 040 % (BIFF : SII-ChAdOx1 nCoV-19)

DCOL Data cut-off 1, 04 November 2020 : 1 [BIH DT —% 5 v b4 7 (2020 4 11
H4H)

DCO2 Data cut-off 2, 07 December 2020 : 2 [AIH DT —4 F1~ h4 7 (2020 4 12
H7H)

EMA European Medicines Agency : MR =38 i T

FIH first-in-human : & MZAIO THEREGT 5 GAER)

GMFR geometric mean fold rise : $&(nV-35)_EH{5 5k

GMT geometric mean titre : (i EEIHTAAM

HIV human immunodeficiency virus : & hFERET A /LA

ICU intensive care unit : 5 HIREE

IgG immunoglobulin G : %% 7' 17V G

ITT Intent-to-treat

LD low dose : 1K &

MenACWY rgée;ir;go%c(ical group a, ¢, w-135, and y conjugate vaccine : 4 iR FfE &

MERS-CoV 1}/[12;11; East respiratory syndrome coronavirus : W BRI SREMERE 2 v

MHRA 1\D/Iedicines and Healthcare products Regulatory Agency : F&[E [ 5K 5 « [
mn BT

NE not evaluable

PCR polymerase chain reaction : 7" U A 7 — @&

RBD receptor-binding domain : ZHFEAES KA A

RNA ribonucleic acid : U NEZEE

RT-PCR reverse transcription PCR : Wi#R5 R Y A Z —BH{ &

S spike : A/XA 7

SARS-CoV-2 severe acute respiratory syndrome coronavirus-2 : EJE UL RFIL SHE AT =
2T A)NA2

SD standard dose : tEHEH &
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tPA tissue plasminogen activator : k77 A ) —F T 7 FR—H
vp viral particles : 7 A /L AR F-
WHO World Health Organisation : 2% RS
ABEDFEEDT

AHFECTIHRET S TERRAARIE 20 1%, BN T Lz TERRAAME (EMENT) | Ick
SEERR LT, FHMEEEICTH D BARABERE & x5 & L7z D8111C00002 7k D5 JF M o OV
SPEDORER, D8111C00002 R & ONESMIFE AT & O bl R oM Ix, 12,5 BRICEST 2

fERHlfE) 220 &,
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RERBIBE
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TANWARG Z—=T 7 F L ThH, AN THEZ X7 EIEN Kk 7 A =777
F_X—% (tPA) V7T NVESNEY) —X—EL L THET D, A hrrAzElee R A AT
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BLEDTEAN I N E OB AERE, WONZ MHRA, EMA, K OVF OO EIHI Y 7 & OFE#E
WEZZE L. Oxford K01 FEHE T OERKRRER 4 RO OFSMEITIZEE S < AZDI1222 DHE )
P, e, M OE R O G D D 2 R A 1Al STz, AHEEICI T D AZD1222
DAL R O R ORI T, FEhaH D 4 BROOFE T — ZIZHEDNW T D, AZDI1222 OHEFE
\Z &% COVID-19 \ZxfT 5 U 7 F o A%h3I%, #fEd, HE, KOEREEREI R 5880
%« HEICOWTEHE L, COVID-19 (2 KX AT OVESE(LD U 2 7 3E W] (Filin M Ok
WEREBEZAETHHN) IZOWTHEEHm L7,

PFET — & O EfENT (DCOL : 2020 4F 11 A 4 BH) (28T 28 200K RITERRIA 2k
273 E|ICFEH LTV D, AT, R8T — X O8N (DCO2 : 20204E 12 H 7 BH) 128
D ERAMEDRER L NERERT, ZOT—FH vy NATRE TR, EEMTODDO+5
72 COVID-19 BIEFINERB SN T\ D, £, BEICHB T L5 WTTR~D T 7 F o #fE 13 2020
12 H 8 BICBA ST, LTNo T, BRI SN T 7 F o 28T 57 O D SRR
DN WRBRT — 2 21557, 20204 12 A 7 H & F8EfffroT—2 v b4 7 HE LT
BR LT, 207 —H 0y A TZRERTIE 2 B H OFEMERZ OB O ERE2 2 7 H % k-
TRY, Zetaid s EThbEELEZ OND,

OFEIENT OFEFITEE 5 50 3.5.3.2 U R T, Ml & DGR RER DTGB TR I IAH FE% IT/ER
SNDHTFETHY ., BRERDIOMHNTILFE M L TR W=, 2.7.3.2 THITH & OFERAE B oK ITED
FH LTV,
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2.7.3.1 BEREUEE
2.7.3.11 COVID-19 MFFFD 1= D AZD1222 DEGIRFKERD B I &
(0N i}E:]

2.7.3.1.1.1 COVID-19 O FHICET AEELEDT7T Ay F=—X

2019 412 A, FEREOKEDEITE TSR L CRERAHOMRBE D 7 7 2 & —1354
L. £D% SARS-CoV-2 £ LTHLNDH M aa U VA EGE L TWD Z LR Sz
(Zhou et al 2020) , 2020 4F 1 H F CIZHETEFIEA BHIZHEMN Ligd 7272, B b E B
WGBS DT VAR L IS LN T-, WHO X, 202043 H 11 HiIZH Moot oA L 2D
HARABREITEZES Lz, 20204 12 A 14 HFFAT, 7400 T ANEZB A2 HEE L 160 T ANEH A
DIEEDHER I TS (WHO 2020) , #IHIOHEZET — X Tk, SARS-CoV-2 EME-RE DO
12%MBN ANz 3 e L, ABZEBRE DR 24%H ICU TOIERE NI LT 52 LN RENTVD
(Guan et al 2020. Centers for Disease Control and Prevention 2020) .

HJiE COVID-19 TlE, WA /L AMERTR K O Dlifias ~52 84 5 S PERE A HAIICEED &
o, mlnE, B, ROEMREE (OMEREE, PEREREE, 2 BBERF 2 L) 1, ERE
DY ATZRHFTHY, AIHEROILE LEHHE L T2 (Arentz et al 2020, Grasselli et al 2020,
Guan et al 2020, Williamson et al 2020) , U A7 EFOEFITIEEITITMEH S TWR WA, RIE
KON B BERSRE AR 2 & £E 5 D « (EIHE XUTZ OO LR R, I OCNZREF O lifgs e fE
DIFFEIZ LD . COVID-19 ([Z X DA F LA RIE, M OMREHIEE ~DOESZMEN EF7-T2

(Ayres 2020, Guzik et al 2020, Madjid et al 2020)

HRBRFAT OMERITENT L - TRZRY | b /e 8 iiE 10 & LRI 25 i £ Thx 72
HISIC LD HORERBEEZZT TV D, TORNK, BUOTIATICHIRI R EZNFEL TV D, it
RENCAEBUFIE, COVID-19 ([ZX T 2RRAG7R2 T 7 F U p3, 0 ik S 42 ER &S0 TEh ] IR
MO MR A BT D L TR M — D HIETH 5 £ E X T 5, COVID-19 DHFURITAT
I HESRFICERLEEL 525 L L bIiC, FEOEREHICH RS RRELZ IO LTE
V. RERD 7 FUoBRERBERIIRO BTN D,

g AR, —AET T AEHD RNA 7 L EFOHRIEO= L Ra—F 7 A LA TH
Do T LEDAGZTDIE, AN ITHER L RIE, moRXua—T7 J{ X7 VAT RE N
IR EOEE X ORI EDa—T 4 U TICEE LTS, moa—7 HE KX LAh
T RE R EIZEIZ T AN ARLAERER L. AL T BEX R IS RSB G L
xR BEENTHan A VAP OE FMa~DO T A LV ADRAZENT 5 (L
2016) , SARS-CoV-2 LALLM —F anaF T A LV AEO B RMIZEL, BAIZIE
ACE-2 SRR %3055 (Zhouetal 2020) , SARS-CoV-2 DECHIIL 79%LL_EAS SARS-CoV &
HWLTEY., 50%L En_X—ZaaF 7 A L ZED C ZHEITET H MERS-CoV &3l L TV 5
(Luetal 2020) , COVID-19 /%, SARS-CoV-2 IZ L > TH|&EZ &N DIEYYETH 5, SARS-
CoV-2 1E, ANMITBYYEZSI SR T2 ENMONTWD TEBOaa AL LVATHY
SARS-CoV TN MERS-CoV IZft\VC, HIERBZSIEE T2 ENMLNTNH3IEHD R
FTOANATH D,

ANA JRER NI EIX, an T A NVADTA VAT RN — T REINLET D TRO =&
REEEAE 2 o RV ETHY | UANRRL TR EDO AL TIROERYTH D, AL T FE
OV T = NI, RBD #/ L CHIIESZ AR ACE-2 LfES L. UA VA EHilafEs
flE ST, SARS-CoV-2 DIERHIIE~DRAZ M T2 (Li2016) . A/SA 7 FEHX 87 EI
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2.7.3  ERRAOEZIME 2 AstraZeneca
AZD1222

SZRRES RO AIZEE G- L, PRITURO B L 705, AZDI1222 K O OO A&GRE D
U0 F U NIANRAL TR R BB E LTV A,

AZDI1222 1%, EEOBRAM AT L O EMA O&MAHE AR EE D, B ARZ R R CT&ER
IS L WA,

273112 AZD1222

AZD1222 (IH#F ChAdOx1 nCoV-19) (X, COVID-19 D FFD7=bIZT A h T ¥R At L » T
BARHTH D, AZDI222 1%, SARS-CoV-2 DK A/ XA 7 K /X7 B 238 B4 2 FEHEER &
TR Z TN =TT ) DA NART X —T 7 F L ThV ., ANATHEX /37 BT N K
IZtPA 7 F VS 2 ) — 24— LTHT D, A bar AzEle A AT TALAD
major immediate early promoter (2 CHI#EI S 415, Z DAtLd SARS-CoV-2 Dk SrIE AZD1222 ITIFE
FN TV, AZDI1222 1%, ChAdOx1 X7 ¥ —%2 W CTIERIS L, A NS 7 RifhEX > X7 &
DFEEUZ LV | SARS-CoV-2 U A L ATk HIHGERICEZFHET 52 & C, IR REZHET D
ZENHIfES ATV D,

AZD1222 U 7 F o OVERIOFERNZ STl AW SRR 38R K OB 2 04T 2 @
271121 HEZZROZ L, AZDI1222 OBAFIX. Oxford KEIZ L - TRtA S L, F D% ORI
7 AN T EBRIIICBE S,

2.7.3.1.1.3 COVID-19 ®FFDT=h D AZD1222 DEGKRRAFKE T O 5 L

COVID-19 D FREDT=6H> D AZD1222 DAERWE, 22t KON 2 9~ 2 BRRBA % 7' 1
7T X, EhH O 9 iR (Oxford KFIZE D 5B, 7 A N T BX A2 K 5 3 3Bk, Serum
Institute of India &% O Indian Council of Medical Research {2 & 5 1 #liR) THER I TV 5, &Kl
OWE A LLTFITRT,

BAE DOEZ 7 N4 F 0B e WONC MHRA, EMA, K OVEOMMOBIHIY /) & OFF#%E
WEEBE L, FEhtiFOBKRBROFEMITICE S AZDI222 DA, ettt R OWER
PEOTERE 2R T EED G S, 2 OFHEIE, AZD1222 DK 7 v 7T KRBT 2 R0
FEPERAER 4 345k (COVO001 7B [%5 VILAH] . COVO002 #Bx [ IVIIAH] . COV003 #kBR [%5 11
] . XO'COVoos Rk (BB VIAH] ) OF— 225372580 ThHs, ZhbORERITIWT U
t Oxford KENFEMEF TH Y, FHEEB L OFEE FEITRBRETHE L TnWd D, 77— 0
FEITRY B2 L, AZDI1222 OBFMEORIE, FRNHEE L FEfiroxtg L 357
D DOFMERH - L= COV00l 3R, COV002 ik, COV003 3R, LT COV005 S BRD AT —
ZIFKSNTND (2.73.1.22.1 THBMR) . AZDI1222 O EM ket (RERZErE2 o
274 HEM) ORILL | 4 BT X COOET —XIZESNTWD, T 4 BRORERT
AV OFEMAE 273,114 THIZ, HEEE 3 ITRT,

. COV001 3B (FtE. % VLt [NCT04324606] ) : AikBrix, HEH., U7 F %
M IEEA L, FIHRBRCTH Y, BIEEP CTh 5D, 18~55 kDR AKI 1090 51 %
BT D L2 L, EEOBRGEEIEIL 1077 Bl TH - 7=, #BREIIEIIFIZHE- T
AZDI1222 X% MenACWY % 1~2 [a[#Efi§ 5, FELOEIRHBIX, AZD1222 DEZ)
P, ettt ROMERMEEZFHMET 52 & Th D,

. COV002 B (FEZE. % I [NCT04400838] ) : A#RBRIL. 18 ikl LR AR
12390 il (18~55 & HIV DR AKI 60 Bl & &ie) ZRRE LI-HER, V7T
KR, EEEAGREBRCH Y . BEERT CTH D, WEREIT 18~55 . 56~69 1%, MO
70 3L E ORISR, ARRERTIE, A FHE K O SARS-CoV-2 (ZHETE L
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2.7.3  ERRAOEZIME 2 AstraZeneca
AZD1222

TV D A[REME N m W F DO R N 2 BRI, #EBRE B IZiE-> T
AZDI1222 X% MenACWY % 1~2 a3 5, T3 K ORI HHIL, AZD1222 DA%
P et MOEEME AT & Th D,

. COV003 RB (FF7 /v, B IAE [ISRCTN89951424] ) : AikbriL. SARS-CoV-2 (Z
WREE L T2 TREMEDS @V 18 ik BL B DR KD 10300 il A kt5e & L7 HER, V27 F v
S 7T AR, B EA LR TH Y, BUEFERT Th 5, HERFILEUTITICES T
AZDI1222 @ 2 [E[HfE % MenACWY (F][a]) /ABEHEAKICE 577K QEH) O
BRAZ TS, FEKORERIRERIL. AZDI1222 DFZMWE, Zatk, KOS FME 4 3
252 &ThHD,

. COV005 B (FE7 7V A, F I [NCT04444674] ) : AABRIL. 18~65 D
HIV B ORI O AR 2070 Bl 2 xf5e L L= —FEEMR, 7 78R (EEEEK)
KR, EAELALRBRTTH Y . BEEET TH D, WEBREILEIITICHE > T AZD1222 X
X778 AR%E 2 BIEEMT 5, FELOREIKREIX, HIV IEEEEICBT 5 AZD1222 O
HWE, Zeatt, ROSIERME 23+ 5 Z LI ONC A E D a2k — hTh D HIV G
(100 1) 28T D AZD1222 OZEVER O FMEZ2 i+ 25 2 & TH D,

AZDI1222 D4k, R, L OVE M Z 9% Oxford KEIC L 2810 138k (COV004
AER) N =7 TEMPTH D, ARBROYERF B FRIL 2020 4F1%-1ZBRB S, DCO2 FF AT
Bok SIVTWIWRBRE 1T D 7o 72720 ARBRIIPFE T — 2 O FHIENTIZ L D AZD1222 DA
S DFHMIICEF S LW & &2 bz,

. COV004 EB (=7, % Ib/I1 ¥ [PACTR202005681895696] ) : AzkERIL. SARS-
CoV-2 |[ZHEFE L T2 ATREMES BV 18 1k LA L OEREER AR 400 61 (55 Ib #H/3— R 40
B, 5 IAH S— BRI 360 B) Zxtg e Li-tirE . BIEAL, SRR TH D, H
BRE 1T AZD1222 UFIERIR D 7 F > (RfHEE) % 1 [T 5, FEROFEIKE
1L, AZDI1222 Oz 4k, R, KOEMEEZIERR Y 7 F o e i+ 562 L Th
%

T AN TR AL, LLFIORT AZD1222 DGR RER 3 a2 Eliih ThH D, ARFEICBT
HUET — X OEBMNTIZ L D AZD1222 OBFZNEORHMmICIE, 2o ORBEOT — X 1355 L
W EEZ LN,

. D8110C00001 3Bk CKEKR NZ Dok, & I+ [NCT04516746] ) : AaBRIZ,
TR UL E RN E LT8R B A2 A L, SARS-CoV-2 ~DBEFE K (8 COVID-19 &
DU AT HBED 18 LA EDRLAKI 30000 il &2 %4 L L= —EHEMR., 77 vARLH, &
EZALRRCTH Y | BUEERT TH D, #RE1L AZDI222 I 77 &R (AHAHE
K) F 2 EEERET S, EEEROEIKEE, AZDI222 OFMME, 2228, IR, &
OSE R Z I+ 5 2 & Th 5,

. D8111C00001 3B (=T 7, I [NCT04540393] ) : AakBRIT. 18 MLl LoOfEE
FAFD 100 Bl &2 xfGe b L-3E B, ZlidkRRBRch v, BEERT CTH D, e
£ AZDI1222 % 2 [Bl:fET %, FELROFEIRBIL, AZD1222 04V R O R %
M5 Z & ThDH, BIFE, ABRIX Russian Ministry of Health (2 L (&1L TH U |
AZD1222 OFEFEILE7ZBIAA L T Ruy,

. D8111C00002 B (BA. % VI [NCT04568031] ) : A#RBRIL, 18 kLl EomkA
¥256 il ARkt L L- EER. WITEER. 77 BRI, EWIEA(L. 5 VIR C
by, BEEKFTCTHD, KRBRIZ2 SORLLEMREMAD aR— b (18~55 ML
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2.7.3  ERRAOEZIME 2 AstraZeneca
AZD1222

56 L b [HIZ 56~69 5% & 70 M LA EOREZNT A ) THERR S b, #ERE 1T
AZDI1222 X7 TR % 2 AR+ 5, FTELKOREIR BRI, AZD1222 O R M &
WLz 5Z & Th o,

AZDI1222 %, Serum Institute of India/Indian Council of Medical Research (Z X % 1 75k Txf K &
LTEAHINTWA,

. ICMR/SII-COVISHIELD &k ix, A > KO AR 1600 62 kf5 & U725 I #4,
FHME B, EEAL, T AR TH D, ARERO BHEYIX, COVISHIELD
(Serum Institute of India 2383%E LU7- AZD1222) Ot R M ONER2VEZ T+ 5 2 & T
bHD, RREBROZEVEDFHETIL, COVISHIELD % 900 #, 7 &R % 300 Fll M4
Do AFRERDGEFEM O ClX. COVISHIELD % 300 #i], AZDI1222 % 100 5|22 fE
T 5,

AARIZBT DR T — &3y r— Tk, ENTHER L 7= D8111C00002 7k & O Eakd
Oxford KN FEfEH O 4 3 R (COV001 7Bk, COVO002 iR, COV003 ik, MO COV005 7
BR) A&t elEs ST 2 S B & L=, D8111C00002 7-BR Dt Tz >\ Tld, 2.5 BRFRICREY
I DARFE R (R A RRd T D,

273114 EALOREBROEH

PEET — 2 O FEERNTIZE D72 Oxford KFNFEREH D 4 3B (COV001 RABR, COV002 Ak,
COV003 xR, KO COV005 RER) IZBIT BTV A 2 LU FOEIZERT 5,

HWERHEZ O 72 Oxford KAEIC K 2 4 3 BRClE, B/2 238 AGEBIG 7% 38845 ChAdOx1 X
9 R—T I F R OMOIERLDT T ) A VAR Z—1T 7 F > (ChAd63 72 F) DEEHRFRERIC
Eox, Mk - HE (BEfEEL, AE, ROBRERR) 23%E L, Zbo 43 BRTIE, 1
BERE S 2 [ O 2 326 L 7=, AZDI1222 D& E LT, HE¥EME (SD) DFI5% 10" vp
K OMEA R (LD) 2.2 x 100 vp % 2.5 x 10" vp 23 L 7=, COV002 7B & O COV005 7B
DOHEERFE 1L 5 x 101 vp D AZDI222 SN D TECTH 720, IBEDE RS HIEDOENIC
L0 ORI D EBRIL 2.2 x 100 vp ZHERE S 472, A E K O U O OF AT Tl
LDSD (1 [ [ LD #4ff, 2 [0 H SD #:ff) DOHfE %5 1 -8R 2 & D72 (Voysey et al 2020)
IS DT FEDENIERRBEE T 7 77 LOPICRAE LD THY | ZDHIEFIANY T —
b &7 & 0K OB W SHTIENBIR STV D, COV002 iER K& T COV005 RERIZEBIT 5
LD OEFEOFEAZ DWW TIE, B SH 3541 HASROZ &,

ZIKEW BT 0 7T AT, YYNIERERIEE 1 BT T 5 FETH o720, COV0ol iit%ﬁ
BT B AE RO RN T 2 [B] B OBFERZ IZ R FPE DR RD bivic /2o, K KRR
IE@@@F.MWE%EM‘% EPRE SN, Fo, BUEHEOIIR & W4T U CARERIRBINE 7 = &
T ANRHEITIER SN AR E LTS EORBIRNA T, 4B XTT2RIEOY 7 F o #f
D7D DR AN DO BERG DEBIE U, S W B8k 2 it L 72 55E o #ER (COVo01 7Rk &
U\ COVO002 #kBR) NEICHBEZIT-, ZHODEBIEDT-D, FEl L 2 [ H OBFRERM O EZE D

FEPHIE 3~28 ] CYHFIOFHETIL 4~128[H) &leo7,

4 BRI RTUTBWTC, T LT =4 ) VI EESIC AT 2 Em LT, T — X LR
Pee = Y L S ERAIE, 4~ M T L RO UC 2 M R O — 4 23 L, 3
Broo3hi, e, IIZHLICRET 280 E 2 50 L 7=,
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2.7.3  ERRAOEZIME 2 AstraZeneca
AZD1222

2.73.1.1.41 COVO0O1 &HER (EE. 2 /Il 48)

COVO001 #ABRIL, H[ED 18~55 mDEFR A Z k5L U728 VIL/H, FIH, HEWH, V7 F
KR, AR LEBRCH D, BUEERT CTh 5D, AZD1222 T ZEELE (MenACWY) Z AN
EHIC L R L7, ARBRO B, AZDI1222 OANE. oM. K OERMEAE ST 5 =
L Thot,

ARRERCIL, BRI (1 ERSGX2E) . HE (SD XTNLD @ AZDI1222) | M OERERRE O
Bl DR I - HEZFHMEL7Z, LD ® AZDI1222 & LT25x 10 vp ZFFANCHEL., LV
RV EIC L A EEFE L7, ARRIT4H>OTELRHBR I L — 7 CRER S (K1 31R) |
H W BRE 250% 1090 B, EEROBEBIEIL 1077 HlTH -7, H 1, 2, K4 RETIE, WBRE %
AZDI1222 XiE MenACWY OWFAMNIT 1 1 D TEMELEINT Lz, $H3 8 (10 46) Tl
TEA BT R OV ERLIZERE3, SD O AZDI1222 % 4 B [ME CHEfE L7,

Wp 7 L — 7 OMEE A 1 L O 5 35 3.5.1 1 covool #roinsr i hmi s s s =
(Rd, & LRE (k88 ) 1, #IAH/S— K & LT SD ?d AZDI1222 XX MenACWY O 1 [A]#%
Ol Z KT D7-DICT A > Ui, 28 Gk 4126 X, HOAHS— k& LTLEeMH
R O 8 JFME D FA 2 Fhid 5 72 OIS T A > Uiz, 55 3 BElE. AZDI1222 O 2 [Al3EFE 0§t 2 32
fid 272D T YA v U, BEVESEIHT 1250 L2 - 72, 2 [l B OBEEIC X 5 g mrE o # iR
DAL/~ 7%, HB2RET2RIBOBEMAE/AEE Uiz, 2 EBEO—FOMERE (GF 2a~
20 BE) TiE, MEx RBEERIRE T SD UL LD 0 2 B A OBfEA EMaTREL L7-, 648 (K
580 B) (. 2 [EHERE O SR E B A BN S B 572 OIBM LTz, FHA4RETIE, TXToO
WeBRE S SD D AZD1222 XiF MenACWY @ 2 [l H O:fE 2 FEfinlie s L= (®1) .

B 4 WREIFEC 2 Bl H OB 4 i L7-RBR 7 L—7 (5 2f, 2g. 4c. MOV4dRE) Tl 7
N7 72O TR LI GEOREM, BSOS, RERME. RKOEIME~ORE
A L7z, 25 4 BEO—HOERE ClE, BREZORBAD Y X7 2D S 5720, YllEEEfE%
4 B 6 BRI Z D72 F T 2 7 =2 1000 mg O PR G- 2R &z, 521, 2g. 4c. 4d
BEOD 2 [BIEEFEFICTlE, 2 B H O 24 FERIC T b7 2 ) 7 =0 O PG AR RSN,

HERG LT A LA LRI ST EEME COVID-19 OBUREA 1L, BRI A48 L T3HE
i L7z, COVID-19 O, 37.8°C LLEDFREN, uk, BEYliv, MR IR IE IR H7-
WCRBL L5810 LT,

BHRE OBEMARNEL, U7 T U ORKERmE 1 FERE L-, 2RO, RBREItE
LU TF U ORKER%Z 1 FETE L,
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2.7.3  ERRAOEZINE 2

AstraZeneca
AZD1222

| 1 COVO001 &XB& (18~55 RMDERE) DRV IL—TOHE

All participants enrolled
N = up to 1090

|

Group 1: Single dose
n=up to 88

Group 2: Two doses Group 3: Two doses Group 4: Two doses
n=upto412 AZD1222 SD/SD n =up to 580

I 4 weeks apart I

l I n =10 (not randomised) [ |

n=upto44

Group la: AZD1222 SD

Group 1b: Control

n=upto44

Group 2a: AZD1222
SD as first dose
n = up to 206

|

|

Group 4a: AZD1222
SD as first dose
n=up to 290

Group 4b: Control
C as first dose
n=up to 290

Group 2b: Control
C as first dose
n = up to 206

|

Group 4c: SD/SD
Second dose 2 4 weeks
apart
n=up to 290

Group 4d: C/C
Second dose 2 4 weeks
apart
n = up to 290

Group 2c: SD/SD
Second dose at 8 weeks
n=up to 20

Group 2d: SD/LD
Second dose at 8 weeks
n=upto 32

Group 2f: SD/SD
Second dose 2 4 weeks
apart
n=up to 154

Group 2e: C/C
Second dose at 8 weeks
n=upto10

Group 2g: C/C

Second dose 2 4 weeks

apart
n=up to 196

Aside from group 3, all groups were randomised.

AZD1222: SD =5 x 10'° yvp; LD = 2.5 x 10'° vp. Control = 0.5 mL MenACWY. For details on dose levels per clinical trial material source used, refer to AZ
assay of reference in Section P.2.2 of Module 3.2.

C = control; LD = low dose; SD = standard dose.
Source: Study COV001 Protocol, version -, Module 5.3.5.1.
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2.7.3  ERRAOEZIME 2 AstraZeneca
AZD1222

2.73.1.1.42 COVO002 &HER (ZEE. 2 /11 48)

COVO002 3BT, HEOMAZ R E LS W, HEHR., BIEA(L., U7 F o xR T
HY . BEEMPTHD, AZDI222 XL MenACWY ZpRINTESHZ XV 1~2 [Bl4EfE LU7-, Ak
B HIiL, AZDI1222 O, Zatt, RO ERIEZ M+ 52 & Tho 7=,

WER B 1T 18~55 7%, 56~69 ik, M NT70 mll EOEEREHAAN b L-, ARER Tl E
PEFE o O SARS-CoV-2 [ZBEFE L TV D AIREMEDS m W DL Dl N & B e IR A AdLT=,

ARBRIE 12 OFERRER 7 L — 7 TR S, BAEESBRE BT AR K 12300 il & L= (F21) o
B 1~10 BETIE., B I35 T T AZDI1222 Xt MenACWY DWW I HEEAEIT 1T S
Too BB 11 BEMAONVE 12 BECIE, BEAELBIMHTIXER LR -T2,

ARABRTIL, 4401 SD O AZD1222 X% 0.5 mL ® MenACWY O 1 [Al#4f 2 Effi§ 5 = & &5
B L7223, EEOSE VIHAERER (COV001 #ER) DRI H T 2 [FIHEFERE O FnHtAh o - 5-
BROBIT=T=h, KRBT 2 [ 2 A3 23k 7 v — 7 2B L7z (Folegatti et al
2020b) , —EBOBERE TIX, W HFIEOENZ L D IMIiOA—FKIZL Y, TELZ AZDI222 O
A (5x100%vp) Tix72<, LVEWAHE (822x100vp) ZEFE L7-, FEMIC OV T
F 1. M SE 3541, ROW S 3.5.1 T covoo2 AEroiasrdiustmy i s ma s
oz &,

F4, 6, 9. LO10BET, SEEHIECBT 28022 EE R BRI Lv—TThY | %
R MEOFM S FEh L7z, 554, 6. 9. MOVI0BETIE, HEEEORRAD Y 27 2D 8857
W, BB B 24 REIIC 6 FERRI L 072 b T X/ 7 = 2 1000 mg O TR G- AR L
7=,

H1. 2. 5. 7. MO8 EEIX. AZDI1222 &4V, BING, MO ERMEZFHMEL., ZiuH D
T — X e BLE T ORI DA O FOMTHERT 5720127 A > Lz,

B 3RETIL. 5~ 12 mO/NRICBT DLV R O F 2 3 4% = & &3 L7, AER
REDBEITETZBIE L TV,

B0 BRI, AZDI1222 2NFFEd 5 00 SOGIZ R D ChAdOx1 X7 X —T 7 F o OBEFERE D5
BT AT DDIFERORBR I NL—TTH 0 . EBIEAEIHTILEM LR > 72,

BI2BHT, HiL b r oA LV ARRIEIC X D IRRENZE LT D HIV Y e K 60 6 & %521
SD D AZD1222 % 4~6 H G T 2 [BEEfET 5 H— 0B/ v —7ThH 5, HIVIEE TIE, —
WREE & bblg U TR ORSRENME L . I 2L OREREEFFO>b D EEZ NS, LTzno
T, HIV OBEHRENEVHIBICE T AU 7 FUEOGTEHEED -8, AR CiX AZD1222 ©
GIERMEZ RIS 5, T — %y MATREETE 12 BECH T 5 AZD1222 OEFEITE 72 L T
|AVAS Y,

HEREL KT A LV AZLHNHER ST JEEME COVID-19 O BB %, RBRIIE 21 L 3%
fE L7-, COVID-19 OffEdiL, 37.8°C LLEDFEEN, gk, BEOliv, MR IR H 7=
WZHBL U= AICEM L7, £7-. PCR B4 SARS-CoV-2 KL Z et 5 1~ O O F it e
X v MCXAMEEZHE 1 [BIE L7,

EHRERE OIBBIHIRIL, U7 F o ORKEER% 1 EME Lz, 2o, KRG
LU T U OREEERZ 1 FEETE L,
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2.7.3  ERRAOEZIME 2

AZD1222

AstraZeneca

=1 COV002 5#B& (18 LI EDWERE) DHBRIIL—TOHME
gn—7 BEEH
R UEH# Lk SRBREE 2P 34| T —TORERRE. Rk, RECBEH
B EIER O SEE Dl 27— 7
. BHIOBIE, 18 LA EOYERFIZI51T 5 SD D AZD1222 & 3D H 2
4 al 1775 LD/- 1 [ElEFE A LT % = o - A SABS T SD 172 < LD I AZD1222
18-55 7% AR L TV 2 EHI LTk, ARER 7L — 7~ DORERA BRI THE T
Cal s cr- LEEE | L. SD ORINEA I BB ARR S LT (6 E) ZBMLE G
sz ey [l .
bl 0 (al 25 LDLD 4~6 3 %5 4bl B (LDLD) MK UVE 4b2 #f (C/C) : LDLD DO#EFERF D2 A K OMa %
B17) 2R 720, AN dal BEROWS 4a2 BED & 15 % I HUS L7
0 (205 i BB A 50 BIAVEAT L. LD O AZD1222 XFXIHREE (BATRIOEIN 17125
82 ) c/C 4~6 i S3<) O 208 HOEREEZ T,
5 4cl B (LDSD) ROV 4c2 BE (C/C) @ $afis B oD HfTiE B T 2 [alhERifs
o1 | 1725 (al 22 LDSD A0l |- DORFIFAMAS 1 [FHEREZ L0 b &2 EAVRE N2, LDSD OO
5BAT) AMEZRHMS 2720, ENEINE dal BEA OV 4a2 BED DR E 2 BTG L
1725 (a2 7> T BB 2AT L, SD O AZD1222 XTSI (BATRIOEIN 1715 <)
2 crc 4Ll k| o2EAoBmEZG - GapshEEs Wl o 2 meogmcmEE
- Lo TR 13, 56 4al BE TS 422 BEICTR - 72,
WO L, H4BEORIDVIC SD O 1 BHEEROA LG+ 5 2 LT
‘ i B SDF VEBERE | ot Gamoeisstms [l
% BARMIE~ O BB E B OB E RS T D720, 5 6 FEIZR T D 56 ik
e a2 3000 C/- | [al42HE uk@%%ﬁﬁ%tmﬁmbk%9ﬁ(%~@m)Xi%ﬂﬁiWoﬁu
B) ~BAT L. 55 6 BEICIT 18~55 I OB E DA G w0 7= (FRBR S Nt - i
3000 (al 7> w Wl
oLl e SDSD 4FELLL | 5 6bl B (SDSD) KOV 6b2 BE (C/C) : S R i e 15 C
SDSD DG DA S % A 25 7200, I ZHE 6al BEK O 6a2 B2
3000 (a2 7> i B[R & FEUS L 72 B 251 T L. SD @ AZD1222 I kf RS @ﬁm@
21w cie GEPE | BGICESS) o2 mAoEREE T Gamsiimes Il

@H®%@Kﬁ%b&#ot%ﬁ%ﬁ\%&uﬁﬂﬁ%&ﬁﬁ %oto
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2.7.3  ERRAOEZIME 2 AstraZeneca
AZD1222

=1 COVO002 #E& (18 mLLED#ERE) DHERY IL—TDOHME
gn—7 BHiZZ %
EUE#H 15155 SREREE ab BEIERfR TIL—TDHRERE. B, RUBW
9 al 500 SDSD 4~6 55 I FHERBR & LT 56~69 sk OHEERF 12 H61T 50 M % 3l 9~ 538k 7 L —
56.69 % X TTHY, FBIHLOE 2B EMCET T — 22T =41 v
09I a2 500 ele 4~6 18 7 &EB2OFHORI S R E s L Gasessaitm s o .
10 al 500 SDSD 4~6 3R o5 I ARRRBR & L C 70 UL EOWBRE 12 BT D A& Rl 5 R 7 L —
R - TTHY., FBIHLOE 2B 2HEMCEAT I T —2LZete=41 v
=700 | a2 500 ele 4~6 18 7 EBA OO e L Gasessaitm s o .
ZEEPER O SE D 2 — 7
1 al 30 LD/- 1 [A]BEFE 5 T ABGRBR & LT 56~69 ik DB 1351 5 24 e OV UM & FEAf 5
- ” HRER N —TTHY . UPNE AZD1222 T RS A 1[853 2 [l
S6-69 7% | a2 10 cr- VEHERE | oy Soomefimt (4 1al, 122, 1bl, 162 B) ~0MEIEAEIG & 3 L, 5
a3 30 (%} iP FD LDSD 4 SEJJ\J: ﬁ,ﬂz L/f:o
BT SIS FNED RS B AT T 1 R ORI S E A I I ST
10 (a2 725 s WBRE X, WIN G 2 IR OBRERE (55 1a3. lad Bf) ~&4T7L. SDO
ad pl C/C 4Lk S N o =
A7) AZD1222 X3t B3 (BATRIOEUS T ICHES) D 2 M oL %)=
bl 30 LDLD 4~6 usizmE s s .
b2 10 C/- 4~6 1
2 al 50 LD/- 1 [E]35FE B IARRBR L LT 70 5klh EOWERE (BT B 22k K OV R M 2 344
570 % | o 0 o P DRI —TTHO | MPNT AZDI1222 IR A 1 [FI3F 2 [ RS
R . I [l % 4 OOEFERE (85 2al, 222, 2bl, 2b2 Bf) ~OME(ELE|IT 2 FHE L, %
3 50 (zﬂ no LDSD 4L i L7, B
#AT) GHEFNED TS R4 T, | EEEROBREEC IS B T STV
g | 10 (a2 7B c/c 430 - WERE 1L, WY 2 RIBSREOBEMERE (5 2a3, 224 BE) ~BfT7L. SDD
BAT) AZDI1222 XIIxHHREE (BATRTOEITICESL) o2 [mlH oM A2 5% )7~
bl 50 LDLD 4~6 3 (TR S Jta 1o o 5 - ) o
b2 10 C/- 4~6 1
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AZD1222
1 COV002 i#B& (18 MLl ED#HERE) DB IL—TOHME
g—7 BEEER
RUEH Ik JRERZE a0 BRI T —TOFERE. B, RUEMN
5 al 50 LD/- 1 [E]HEfE COV001 RERDE 1 BE L [A] USkPEA 7 ¥ 2 — L TEEE R OB FEEo e v
18-55 2% | a2 50 C/- | AR DLk & FEhE 3 5 R 7L — 7
50 (al 725 N #sakt OO - 290358 sa1 B O sa2 BEE LT 1 R A T
a3 e LDSD ABELE e, SO PR R AT T, ERENORRE 13 a3 RER
50 (a2 706 \ OV Sad BESFEAT L SD 0 AZDI1222 SIXIHEED 2 [ B O Hefli & %2 1) /-
ad | ) c/e 438LL L GusizmE s s .
21T ]
bl 25 SDI- e | oo mRom el DD - It S o HE S e Ro R
0 > o | EER Zakfi L7- (1 El&@@%a)j 55 5b HE & 5 Sc BE T, Bj’ﬁﬂiﬁ@l\li‘T giliolo)
- TINTORRERRX D F ¥ 3> T 4 ZBfE LT, RERIEORIM FIEN R > T
cl 25 SD/- LEBH g grsessiastmss Il
c2 25 Cl- vEgtt | wsape SOl s icem s,
d1 50 SDSD 4~6 i
d2 10 c/C 4~6 i
7 al 30 SD/- 1 [E]HfE 56~69 I DYERE Zxt5: L LT SD # W= ElHkL - HEEZRET D720
56-69 1% | a2 10 C/- IWEIEF D N ABAELLREBR 7V —7 (TYA XSO 1 L)
bl 30 SDSD 4~6 i
b2 10 c/C 4~6 i
8 al 50 SD/- 1 [E]HfE 70 LA EOYERE 2 kt5 L LT SD W= ElEAE - HEREZRET D720
>70 1% | a2 10 C/- 1 [ BEFE DF ABEVEL LR 7 L —7 (FHA AXLHIOE 2 REL )
bl 50 SDSD 4~6 i
b2 10 c/C 4~6 i
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2.7.3  ERRAOEZIME 2 AstraZeneca
AZD1222

=1 COVO002 #E& (18 mLLED#ERE) DHERY IL—TDOHME
gn—7 BiZE& %
RUOE#E 51154 JRERZEE ab EiERR TJIL—TOHRERE. R, RUBEH
PEBHFHTIZ 500 727072 1 F D D7k 27— 7°¢
3 - 30 LD/- 1 [e]HEfE Bk T,
5-12 %% | - 30 C/- 1 [BHERE
5 e 15 Z DAt 4 4~6 3 W2 B L A 2B D Serum Institute of India 235E L7-8iF L oa » Mk
18-5512% | f 15 Z D 4~6 30 BaEETHRE NV —7Th O, ERIEEOIEELBIT I35 mE T,
1 ChAdOx1 N7 X —U 7 F o OB 2T 2 HE 11T D AZDI1222 D%
18552 | 60 SDSD 4~6 A R OB M 2 ST A RER 7L — 7 Th Y | EEELABEI I I
) > baxo
12 ] 60 SDSD o HIV E9E 2B D22 R O Z FE 25 2k /v — 7 Tch v | &
18-55 1% - TR BT I R,

* BRI B 2GR 2 0 2.5.2 THA SR

a

AZD1222: SD = 5 x 10'? vp; for details on dose levels per clinical trial material source used, refer to AZ assay of reference in Section P.2.2 of Module 3.2.

b LD =2.2 x 10'" vp; estimated administered dose; for explanatory details, refer to Module 5.3.5.4.

¢ Only groups 4, 6, 9, and 10 were included in the pooled efficacy analyses. Refer to Section 2.7.3.1.2.2.1 for groups/participants excluded from the interim
pooled analyses.
4 Participants will receive two-dose ChAdOx1 nCoV-19 vaccine (Covishield 0.9 x 10'! vp/mL), 0.5 mL. This is equivalent to SDSD.

¢ Participants will receive two-dose ChAdOx1 nCoV-19 vaccine (Covishield 0.9 x 10!'! vp/mL), 0.25 mL prime and 0.5mL boost. This is equivalent to
LDSD.

C = control.
Source: Study COV002 Protocol, version -, Module 5.3.5.1.
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AZD1222

2731143 COVO03&E (TF I, FIE)

COV003 #BRIX, 77 ¥ /LD SARS-CoV-2 |ZHEEE L TV D AIREMEDS m WA 255 & L7256 T
FH. HER, BEAEERBRTCHY, BIEERFTTHL, 7E T IV 720 Z0FHLT
AZDI1222 X3 MenACWY /7 7 &R & fHAINTESHZ X 0 82 L 7=, ARBRO BIIE, AZDI1222
DENE, 2otk KOREREZFET 22 & Thol,

WEBRE 1L, 18~55 1%, 56~69 . KON 70 ikl EOFEMBEBGR LT-, AR ClE, ERENEE
# KON SARS-CoV-2 [ZHEFTE L T2 AIBEME DN B W F DA D RN 2B SE LA AL T,

ABRIL 4 SORBR T N — 7 TR S IV, BEERE BT 10300 #] (1% D~ — %5k
E) L7z (M2) , EEZ 40T 0y 7 ZHVT AZDI222 Xi% MenACWY /77 &
A EBEEEAK) OWTNIT L 1| O TEELEIST L, IBEEIROBI T IXT X ToORE
WX L CER{E LT T XTORBR T NV— T DENEOEMATIZE £,

ARFBRTIX, H4#1E SD D AZD1222 (55 la #F) XI1X 0.5mL @ MenACWY (3 1b£f) @ 1[A]
BEREA BT 5 2 & AFE L=23, EEOE VILFERER (COV00l 3ER) OfES T 2 [FHEfERED
RN O _EF0NGRD Hiiz72%  (Folegatti et al 2020b) . COV003 7Bk D 15k I fiti 7110 £ 45
W Vi A s < 2 1B OB A FEM L7, 2 [EHERE O ARTISHLA AL BT R
(3 1a BEMOVE 1b #F) 13, SHIOEIRHFITIE U T, #IREEREO 4~12 l@#I2 SD @ AZD1222 X
X7 78R (EHEEHAK) [Ck2 20 H0OBMEFE/AEL Lz (K2) . 2 BHEEFREEAE AT S
TRBRER T F O SGET AN HAAN DT IL, 2 B o2 S LIREICRE LA
Vo — o TBBRAE 2k 5 2 L S AHECh o 72, ARBROESRERH = s
eTid, AZDI1222 (55 1c #F) XUX MenACWY,/ 77 ®AR (8 1d&E) O 2 [RIEEFEIC[FEE L= 95k
FHOBEMBANINTZ, T XTOERE TR LT, B 24 R OERERO -0 7 & F 7 3

) 7 = DTG EER LTz,

HERG G ONT A LA LRI S EEME COVID-19 OBUREA 1L, BRI 48 L T3HE
i L7z, COVID-19 O, 37.8°C LA EDFREN, uk, BEYliv, MR IR IE IR 7
WCRBL L5810 LT,

BHRE OBEMARNEL, U7 T U ORKERE 1 FRE Lz, 2RO, KB tE
LU TF U ORKER%Z 1 FETE L,
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AZD1222
2 COVO003 Bk (18 MLl ED#ERE) DHERI IIL—T (GHER) OHE

Initial participants enrolled
N =up to 3200

I
AZD1222

Group la:
SD as first dose
(Second dose not required)
n=upto 1600

Control

Newly enrolled
n=upto 3550

Group 1b:
MenACWY as first dose
(Second dose not required)
n =up to 1600

Group 1c:
SD/SD
(Second dose required)
4-12 weeks apart
n=upto5150

o
-

\ 4

Newly enrolled
n =up to 3550

Group 1d:
MenACWY/placebo
(Second dose required)
4-12 weeks apart
n=upto 5150

Total participants enrolled
N =up to 10300

AZD1222: SD =5 x 10'? vp; for details on dose levels per clinical trial material source used, refer to AZ assay of
reference in Section P.2.2 of Module 3.2.

Groups la and 1b: Previously enrolled participants in groups la and 1b are offered a second SD of AZD1222 or
placebo, according to their original allocation group following Protocol version jjilf; however, they may refuse to
receive a second dose, including a reinforcement dose, and continue to follow up according to the previously
agreed care schedule.

Source: Study COV003 Protocol, version ., Module 5.3.5.1.

2731144 C@Mﬁﬁﬁ(ﬁ??Uﬁ~¥mwm
COVO005 FBRIZ. FET7 7 VU 1D 18~65 ik ® HIV YL TR DN 2 %15 & U= 5 VI

= - ﬁ\77tfﬁ%\ﬁ¢%m\7&7747@%T%D\ﬁﬁim¢f&50
AZDI1222 37 7R EMHANESIC L D ERE L7, AREBRO BMIX, AZD1222 OF
A ROSERERMEEZTHMET 22 & TH o7z,

AFRERIL 3 DO 7 L — 7 CHERL S v, BEESEBRE ST 2070 il & L7z (FR2) , #BRE %
WL DTy 7 2 WT AZDI222 X7 TR (AHEAEK) OWFRNT T 1 O THE

TEAEZI T L, 2ERE L ONEER 2 % » 7125 L TEID 1T -6 2 5k L=, LLEMIC
SARS-CoV-2 |ZJER L7 Z L 2Rk TR IR EFT R A2 BT 28 2N T H-0DA 7 ) —=
TIXFENE Lo 7205, AtED COVID-19 (UTZE D2 DG ERBR) 261 5 F5 130
L7,

B D AZD1222 DR A MY T 5T — 2%
B (COVO001 #ABR) (2B DY D%

EE=X U 7 EERIE. KEOF VIR
K O JFE O FEAMAS H 252 1 T ARFER C 2 [B18EHE
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2.7.3  ERRAOEZIME 2 AstraZeneca
AZD1222
EEBTHZEEBE L, Leno T, KRBROREREMmHmELZLGET L, &3/ Lv—7C

2R T D Z & & LT,

AZDI1222 BETIET X TOHEERE 2 SD D AZDI1222 48+ 5 TETH -T2, MDA —F
W2k, THOLEOWERE (44 6)) NTELZSD (5x100vp) TIEZR<., LD ($32x 10"
vp) HEEFEL7- GEANZEE SE83.541HEZSM) |

BEFG LT A IV ALRNHER S TIEREYE COVID-19 OIBIRAA X,
R 365 HH) Z@ L CHEMEL7-, SARS-CoV-2 EI:DOBAIL,

DIERDSHT T HBL L T2 580 F i L7z,

BRI (EESE
AERZINTIZ COVID-19 % %

x2 COV005 Bk (18~65 HENDHEERE) DRBRIIIL—TOME
GIL—7 | BEZHZHE | HRBEBRE B # BEREE o]
TR O | SDSD XX 7ot | 48 (21~35 H)
JE YL R . - .
! 70 HIV JPRES ot K 7o | RC 2
wat, fyEE | SDSD XX 7Tt | 4 (21~35 H)
Y S B N
2 250 HIVIRBERHE | b p b | R 7o eR | BIC 2 B
M, EE | SDSD XX 7% | 48 (21~35A)
JE YL . o - . .
2 1650 [ HIVIRRIRHE | o “p ittt | RS SR | RINC 2 B
TR O | SDSD XX 7ot | 48 (21~35 H)
b JE YL R . - .
3 100 HIV e it X ToeR | RC 2 EEE

a

AZD1222: SD =5 x 10'° vp; for details on dose levels per clinical trial material source used, refer to AZ
assay of reference in Section P.2.2 of Module 3.2.

b This group is not included in the pooled analyses; refer to Section 2.7.3.1.2.2.1.

Source: Study COV005 Protocol, version ., Module 5.3.5.1.

2.7.31.2 =g E

ARHFEIZB T 20T OXt g%, 3 7 ETEMF O EMREELALR IR 4 3 5 (COVool
AR [5 VAR, HE] . COV002 3B [45 I AH, E[E] . COVo0o3 #Br [ UIfH, 77
V] L ROYCOV005 @Bk (55 VILAH, B§7 7 U] ) & Liz, AZDI1222 OFZMEOIRIE, Fai
IZHRE L7 % (COVID-19 JEFI 5 FILL E) 37 L7z COV001 3Bk, COV002 ik, COV003
B, KOV COVO00S RERD AT — XIS\, AZDI1222 ORI O Z 2t 0mRiLt, . 4
R CopreET—2 &S, I -\ T/ MHRA X O'EMA %L, R
- (PRI RE D HEEREAT 2 0 2.5.1.5.1 THBR)

2.7.3.1.2.1 HEBFTOEYME

Oxford X*#IZ X % 4 & BR (COV001 #&BR. COV002 RBR, COV003 R, KT COV005 #ER)
DT VA %, AT 2T 5 ECTHRIC B LTW5S, BT A v Dl a23 3 1R,

BB OFINILYE (32 38) KROMRAMEHE (32 39) 13, RBRE T L THEEIL Tz, T
DOFRER T 18~55 DR AN ZFAAINLTE Y . HIZ COV002 iR (EE, & W FH) KO
COVO003 &R (77 v, FHIUAH) TlX, mnE ORER 7 1—7"L LT 56~69 mDHHRE LY
70 LA EOBEERE AR AN T, BAIDOE THRBRTH D COV001 RBR CTILHEEER A D A % Fl A
AT, EOMORR CITEBIE B A AT A OMANEZTA L (EEXT= hr—
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AstraZeneca
AZD1222

IWARBORBIREEZF T HHERE 2FRL) . ERBRICBW T, HIRF XUIRELF O MEiEkRA L
776
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2.7.3  ERRAOEZIME 2
AZD1222

AstraZeneca

%3 HET—FADEEMITICEDT- AZD1222 DEGRRER (Oxford KEIZ&L S 4 KBk DOME
IEH COV001 FER COV002 #HER COV003 #HER COV005 HER
:\ o NCT04324606; NCT04400838;
B EudraCT 2020-001072-15 EudraCT 2020-001228-32 ISRCTN89951424 NCT04444674
FE DR A Z XL | Hlan oA L 2AEYYE | FEHEGEMED ChAdOx1 nCoV- | FEHIJEM:D ChAdOx1 SARS-CoV-
oo oA L R EG (COVID-19) U7 F 19 B LT EDRE 20 F U ABERLIEEED, B
it (COVID-19) 7 7 F | 4T 5 ChAdOx1 nCoV- | . AZhE, ROMERMEL | 77 U O HIV FERGL RN % %t
- U MEAHTd % ChAdOx1 19 ZRELIoE S OAS) | FHIT 55 IARSEER e | So Liczeatk, sllk, K
" nCoV-19 ZHME L7 L& | P, ZeM, ROk MR BR OHZE, WONT HIV &Y A
DFEIME, ZetE, KO %R 5 5 /1L FA #RER xtgr b Ule 2 et R OV R
o R 2 BT A 55 /I M % 59 2 5 VI ARV AL
FEEBR TR RMBT X T T 1 TR
Ui NI /11 11 NI
i S| S| 7N BN
MEREEL 7 21 6 10
= L /%
“fﬁﬁ’%/ BT 2000424 A 23 B/ SEhi | 202048 5 A 29 /S Hih 2020 4 6 1/ £l 2020 4 6 1/ EHfith
FIH, HEMR, BIEAxE | HER, BEALIIRRE | HEm, BIEA xR CEER, EEAR R
AR PR A BACHERNS 364 H | WBRE & e HEflitt 364 A | WA & 1)l itk 364 A £ C
THA WeBRE & B fR% 364 | £ T (55 1b. 2b. 5d. 7b. TIBFAE BB A
H & CEHFRAE KON 8b BE Tl al e %
364 HET) B
18~55 ik DAEEEERLA 18 kLA LR N (EWRHEE | ERRNEEH M OF SARS-CoV-2 | 18~65 &% HIV J&kY: I3 Iy
At # UV SARS CoV-2 |ZHEFR | ITHEFE LT\ D ATREME S @ [LIN
LT 5 AJREMEDS B VAR 18 WL DRk A
)
s " #1090 1 (SEER DGR ” ” ”
B AR it 1077 ) #912390 41 #910300 1] #32070 41
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AZD1222

AstraZeneca

=3 HET—2DEERHICEHT- AZD1222 DERERRER (Oxford KZEIZ & 5 4 FHER) DOBE
I5H COV001 HER COV002 HER COV003 HER COV005 HER
COVID-19 (2% % 18 LA ED R NIZEIT 5 T ANVAFHNRER Y S | BB 1L 2a, KON2b EE
AZD1222 D EZEFHE | COVID-19 I[Z%F9 % COVID-19 (Z%/9 % AZD1222 | AZD1222 DZ4E, AR, K&
35 AZD1222 ODFMEZ TS | OFMEEFHET 5 VRIBIG T v 7 7 A V% FEh 3
U JElD AZD1222 D25 a3 | B o
35 A OVNRIZEIT 5 % 2a KOV 2b BE
AZD1222 O A 7l AZD1222 OIS 2
%
ANEDO T | T ANV AFHNRER SH | UA VR FPINCHER 2 S | UA VRPN STe | A VA FERICRER * ST
fili 2 H 72 JEEME COVID-19 7o JEENE COVID-19 JEENE COVID-19 P COVID-19
R Z B L COEE | RBRYMZEL COEER 7L Peflit: 7 B O R R VR E O
2 E RS OB HEFRLORL Al SO D10 B OMER D38 B
PefE 28 HM OIS EA EFS
N APEL DIEBL
fili 2 H RN BT 5 RO
N—=R T A b DELL
HERAEFZDOIHE
P BIEBR D IE IR O FE B
e 1~2 [A] 1~2 [A] 2 [m] 2 [m]
PEIEIEC (s (S —TED | GRS
AZDI1222 DM SD : 5x 10" vp SD : 5x 10" vp SD : 5x 10" vp SD : 5x 10" vp
= LD :2.5% 10" vp LD:22x%x10%vpe® LD:2x10"0vpe©
MenACWY MenACWY MenACWY (HJ[E]) KO Z 7T AR (EBRRHEK)
RS AN (AEEAEAK)  (2[H
H)
ZE ZEN K OGEENR) (B 1 (5] ZE ZEN R OBEENR CRPEIZ L D
JiE (5 A H 5 v DY UMK, SARS-CoV-2 B VR SRR

@ PCR)

SARS-CoV-2 @ PCR)
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AZD1222

=3 HET—2DETEMRITIZEDHT- AZD1222 DEERRER (Oxford KFIZ& 5 4 HER) DOHE

IEH COV001 5458 COV002 5458 COV003 5458 COV005 5458
2SS

SARS-CoV-2 #1

ok B Bk DY DY DY DY

I DR

T B IR HEFET 364 H IR HEFET 364 H IR EFET 364 H HIel % 364 H

2021 4F 2 AR

2 Virologically confirmed from RT-PCR or other nucleic acid amplification test.

b For details on dose levels per clinical trial material source used in each study, refer to AZ assay of reference in Section P.2.2 of Module 3.2.

¢ Estimated administered dose; for explanatory details, refer to of Module 5.3.5.4

AZD1222 is referred to as ChAdOx1 nCoV-19 in the University of Oxford study protocols.

FIH = first-in-human; MenACWY = meningococcal Group A, C, W-135 and Y conjugate vaccine; vp = viral particles.

Source: University of Oxford-sponsored study protocols for Studies COV001 version -, COV002 version -, COV003 version ., COV005 version .
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AZD1222

COVID-19 (2B 2 FHlE B OULEE K OGHEL, BB L ke AW TE_m Lz, 7
R TOPWRE OEFRGEHRIIAFAETH Y | BBEW L OZER2HE S AT A2 0FH LT
COVID-19 JERI Z R L7=, 4 B9 XTIV T, SARS-CoV-2 YL T A )L A ZHNIER SN
TR E IR LT, BRI ENZMSL0 T KRR A v MHEEZEBESRIZ X D COVID-19 JEH| D
JOHE Z L LT, FIERIET Y RARA > MHIEZRBRIC X 25 E2 %17, WHO O FEJE 7
RE (£4) ZHWTHEIN, OFAITCIX, PRl Ic B <ERE AV,

x4 WHO 0 E fiE £ 5Tl R E
BEDIKE EfRpuY A7
R JERYL, 7 A LA RNA ORiH72 L 0
BESEfEME, 7 A LA RNA Ot 0 1
i3k BRE DR FEWEME, SCROMER L 2
FEMME, XBEOLEH Y 3
e . o A HE NN = 4
AP = IR ORI ABE, BEHRE (v A7 Fah=a—1) Y 5
ABE. BaFEFRE (NIV UTERE) H Y 6
B RO LRERER (pO2/FiO2 > 150 X1 SpO./FiO; 7
>200)
A : EEOHE AN TR 3% (pOo/FiO, < 150 1% SpO/FiO, < 200) Wi )
RS
N TR (pOy/FiO, < 150) K ONFESE, #Hr, i 9
ECMO
FETS BT 10

a If hospitalised for isolation only, record status as for ambulatory patient.

ECMO = extracorporeal membrane oxygenation; FiO, = fraction of inspired oxygen; NIV = non-invasive
ventilation; pO, = partial pressure of oxygen; SpO. = oxygen saturation.

Source: WHO et al 2020.

PEEIENTIC BT DIEBI D TEFR AT 5 IR T, 728, DCO2 Tl COVID-19 (2B L 7= ICU ~D
BRI L 22 o 7=,
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AZD1222

x5 BHMEDOFHEE= &1+ 5 COVID-19 FEHID EE

fiE 51 E&E

SARS-CoV-2 YL 7 A )L AT | SARS-CoV-2 BEYLN 7 A )L AR THERR . 37.8°C UL |
PR EITz MEENE COVID-19 (FEERE | OFEE ik, BUi, WRT. IRk D7 &
fE ) 1 DOIEREA T DIER, Tz, JEROFEE DR
Wmo@Eﬁfﬁ0m®4uk®¢«f®v4wx%mLﬁ

B &I 72 SARS-CoV-2 s, = FRA v MHIEZRBERIC
iéﬂm%%m
COVID-19 |Z B3 L 72 AFz WHO O FHEE ) Grade 4 L | °
FJE COVID-19 WHO O EJEE 3 Grade 6 LA | °
COVID-19 |23 L 72 ICU ~D APt | WHO O EJEFEA Grade 7 L4 P (DCO2 Tk HHT)
COVID-19 BH3H#5F WHO O FSE 7% Grade 10 °
HESE(BEME SARS-CoV-2 &Y SARS-CoV-2 JEYLM 7 A )V A LN HER S, T — X ITHE
RSN TWOARVER], = KRA v MHIEEBEIZ
X DHIE & Elii,
Virologically-confirmed from RT-PCR or other nucleic acid amplification test.
WHO clinical progression scale (% 4).

a

b

SARS-CoV-2 JEYL & REBIHIIC R T2 72D, COV002 #RBR TlIgtBrs B &A% 1 [l WK%
L, COVOO5S R TIFAY U —=2 T, X—2AF7 4K (0 HH) . &EMEZ 7. 14, &
28 H, WONZ 182 H H AU 364 H H ORRERFZHRE A RN SWIREERIL L 72, Frlo
SEMEME R 2 R RO 3 2 FIRZ B L 7238R1E COV002 BBRD A Th 5 728
SARS-CoV-2 &Y %13 25 A 0MEDFHIE COV002 RERD T — X DA ES N TN 5D,

SARS-CoV-2 |Zxt 3 2 _X—2 7 A VIO MGG (5 RAIC X 550 SARS-CoV-2 IgG HLikd
HEHEIZHES L) OFHlO 7= O MR AT, ¢%@E%%Timbtoﬁﬁﬁﬁﬁﬁ%%ﬁ
T2 OO MIERIEITT X TOWRE DL OIS, KRBT 06T — % O EEfRT OF)
HOFERITITFRERR Y T X TOEOREEZEZD D Z k&bto

273122 {f#HREtFE

OFaT — & OFEFENT X, AZD1222 BER OSKHBEEOMEEEZ S, SDSD (1 [0 H &2 B H SD
PEfE) OBFEAZ S o8 T, 2 B H O#EFE% 15 B URRIZRBL L, SARS-CoV-2 JEYR 7 A /L
A FHN RS S LT JEREME COVID-19 FEAEF 23 105 FILL B & 22 o 7 CHEBE I 2 5HE TH -
Tre T—H W v AT F TIZ COVID-19 DOIEE N 2PN LIIEG OEREN Fno T2, &
BMEATIZIE 332 51 (D B 271 Bk SDSD D & 52 1T - 9BRE) DOIIEBIN G iz,

BHMEDOOFAMATICE D72 3RBR Cld, FERMEEA & L CER LIIEFIN 5 FILLERBT 5 =
EERVEE L, COV002 3B TIXE AN S— FT 1 : 1 O TEESEIN T 2 EH L7-R
B n—>7 (BB4, 6. 9, 108 OHEBREOHEE D=, COV00l Kk, COV002 Bk, COV003
B, KOV COVO00S 7Bk CIEEEMARNTRE S CEEFHMMER & U TER LTEFIN SHILLETH -
Teled, T ORBROT —Z x0T N EIMEDOOET — & O FEMHTICE ET,

AWM D FERHMIE B (22O T, AT & £ D% O FEMNTICIS T 558 T Ol 2 2R T
5%\ ZHIET 5728, Gamma o {HEBAEL (Y E =-2.5) ZH =, FEFETIRE A D SEER O FEIE 5L

(SDSD D#EfE 2 52 1 F 7= 385 98 f51]) % VN C Gamma o {HE A% (yfE=-2.5) THHLEZAR
IKHEIL 4.16% Th -7z, AEAKUET SDSD OEME 2 52 F 12 FAEF] (98 Bil) (ZHD & FH L7223,
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FELRHIHMEOMENTIX SDSD X% LDSD O#EFE 2 52 1T 72 38JEH] (131 #l) ZxfRICEET 52 &
ZERNCHUE L, WREIMENT C AZD1222 OBEZMEN R SN2, S EMEZFEE L7 E X
VI RIfRNT OB THW -, BRMERBEIORENTWD 28, FEEMITIZEBIT 5T XTO p T4
HEDOHLDOTH A,

2731221 BT ER

FER A RIS 5 L CHIE & 70 5 ATBENED & 5 546 [ 2 STt E CFanclE L, OFE
FENT ORI REF N SR Lo, 2 O£, BEABIM T SN TE LT, XIGd 2% xHREE
DIFLE LR WER SN & 7z, F72. COV002 3B & T COV005 FRBRIZI 1T 5D HIV YL
1. BLRFRNT 2 T EDORPIREM TH D720, PFAMNT DRI LT,

PUF OFEHEZRE S T DR E 1L, OFA T — % O EEMHTIZRBIT DT X CTOMATRGRER ) 5 R
LTz,

. HEE L L STV WEREBR 7 L—7 (fF] - COV001 3RBERDE 3 B, COV002 RERDE 11
B [T DX BB EET] )

. ChAdOx1 X7 X% —U 7 F o OFEMEZH T 5888 (il - COV002 RERDFE 111 [
Al M VIR B { b 2 SE 97 )

. FRBRBRAIAIFIZ HIV (TR L T 5 &2l S =i (B - COV005 iRBRD S 3 BE,
COV002 FRER D 12 & (BRI 5 TE] )

. 18 kAT DR A (DCO2 W s TEERMI 72 L)
7. AMEOHEMTONR LT AL, LTFTORMELFH-IT 22 0EE LT,

. B LA ZME S— R T 1 1 O CTEELEIT T 2550 L7237 v — 7 OgiRE
(COV002 RERDT —H &5 4, 6, 9. 10 BEDOAIZIRE)

. FERHIE A & U CESR LIERIDS 5 1L BB U 7= 38R

FTANTOMTIE, FEERICHEAE LR BRI D & 30 L7e, EERHBE B IS SV T, REES
Mr& U TEEAER BT S T BRRAR 25D < b 2 320 L 7.,

FRAT R R DEFRZ K 6 17T,
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K6 FRHT R EH

AstraZeneca

- 35

B2l

BN (Al

Participants Analysis Set)

AY V== TR T R T OWERE, AR IIRE ONFRE O
A7 Y —= 2 I ORI TN,

PR MR RIR
(Any Dose for Safety)

EMELEIA T S 4L, TEBREE (AZDI1222 WIEKIHEEE) o#fE4s 1 8Ll |
ZAT 2T R_RTCOWBRE,
BRSO RS 2 ftle] U 72 gkl Tl
7,

EIHTEFERE 2R o 7R (]« TR A \CIEVEA BT S =23,
EEITIXIRBRIE B 2 8M) 20 - BRE T, SRS S N iRBR
IS THER L=, AZDI222 OFEfE% 1 [BILL B2 T - gL,
AZD1222 $EHE R & L TR LT,

AT LM DT T,

RBRPIERETCOT 2525

A NIRRT R
(Any Dose for

R PR R REN D 5 B, COV002 7Bk DA i D AT % 52
Lo BRI N —7 (B4, 6. 9, 10 BELIAL) & BRU T4k
#,

Efficacy) AL AT S DREHTCH T
ERREL VRN SEN D 5 B, RN—2 T A RO ME RGN e
T, WIEIPEFE T AZD1222 @ SD XIEXZAUIx T 2 xRSO 2 5%
¥E SD MIESEMER | . FIEEEREL 22 H BRESCRERICS I L TH Y. £ E TIZ SARS-
DR % G AR [ CoV-2 JEYLMN 7 A )L A AT HERE @ X7z COVID-19 A2 38EL L TU 7w
(Dosel SD Seronegative | #8E ., Fiz. COV002 B TITAZMEDMENT ISR & L iR/ L —
for Efficacy) 7 (54, 6, 9, 108 OAEEDIZ,

PEARRE~DIR Y 43 I TR 2 VMR RAEH] & [RIER 0 J7 15 T HE M
L7, AREMITAZMEOMT THU

SDSD + LDSD IfiLi% 5 i &
PEAIERRAT R R (
SDSD + LDSD
Seronegative for Efficacy)

R VRN G D 5 B, =R T A EED MGG
T, AZDI1222 ® LDSD, SDSD., XIXZAUZxfiind 2% xRS D4 5%
. 20 H OBFER 15 H RS TRERICBIMLTBY, ZhETIZ
SARS-CoV-2 Y3 T A L A ERITHERS @ 47z COVID-19 =381 L T
WZRWHEBRE . £72. COVO002 iRBR Tl A ZIEDfRNT RS & L 7= 5kBR
TN—7 (G4, 6,9, 108E) OHZrEEFDI,

BERERE~ IRV 0T 1T i M AT o S8 & [RIRE D 7 1 T FE
L7, AREFNTA MDY THZ,

SDSD + LDSD L% 5 s &
MEAZIE ITT fRbr et S8
(SDSD + LDSD
Seronegative ITT for
Efficacy)

R VRN G D 5 B _N—RA T A EEDO MGG
T, AZDI1222 ® LDSD, SDSD., XiXZAUZxfiid 2% xS D4 5%
. 2 BB OB 15 H AR CRERICSM L TRBY ., £ E Tl
SARS-CoV-2 YL 7 A )L A LRI THERS » 472 COVID-19 #3H L T
WRWHEBRE . £72. COVO002 iRER Tl A ZIMEDfRNT RIS & L 7= 5kBR
TN—7 (G4, 6,9, 108E) OHZrEEFDI,

WeBRA 1L, Intention-to-treat DJREANZHEVY, FRERTIEDOFHFEIZ b &
I EELEI T SRR EOWTER L, AREMITARME
O FHEFEARIE B O /38T T HV =,
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AZD1222

x6

FRHT R EH

AstraZeneca

- 35

B2l

SDSD I i S s BETE A %)
PEFEMT X G 4E] (SDSD

Seronegative for Efficacy)

SDSD + LDSD L% S i fa it A M fRAT st R M D H B, AZD1222 D
SDSD EZE AUt 2k RIEDHERE 2521 F, 2 [BIH O#fE# 15 A
HIFF R CRERICSINM L TE Y, 4 FE TIZ SARS-CoV-2 RN T A L
R CHERR 2 ST COVID-19 Z38H L TV,
BEREREA~DIRE U 23 X 22 SMEMRAT s R & R 0 J5 1 C i
L7, AREFNTA MDY THZ,

LDSD IfiLif SOt FEVER %D
PEfEMT G4 (LDSD

Seronegative for Efficacy)

SDSD + LDSD HiLiF S i fa it A WM fRAT st R M D H B, AZD1222 D
LDSD S IEZ Ukt 2 x PRI 2517, 2 Bl H 0% 15 B
HIFF S CRERICSIM LTI Y, 4 FE TIZ SARS-CoV-2 RN T A L
R CHERR 2 ST COVID-19 Z38H L TUVVAR U,
BERERE~ IR U 0T 1T i M AT o S & [RIRE D 7 1 T3
L7e, AREMITA DO TRV,

18] LD i RSkt A
RMERRHT R (Dose
1 LD Seronegative for
Efficacy)

R VRN G D 5 B _—RA T A VEED MGG
T, WPIEIPEFET AZDI1222 @ LD XIEF AT kST 2 3 IR OB 4 52
. PEIEERERL 22 H BRFSCRERICSIN L TH Y. £ E TIZ SARS-
CoV-2 BN T A )V AFERNZHERR @ S 7z COVID-19 Z3EBL L Ty 7auy
R, £7-. COV002 R CIIARNEDENT RIS & L=l 71—
7 (4, 6,9, 108) OHRrEEDT,

BERERE~ IR VO 0T 1T i M AT c S8 & [RIRE D 7 1 T FE i
L7e, AREMITAH MO TRV,

MIlE] LD X i3 SD fiif X
IS VAR N MR R SRR
(Dosel LD or SD
Seronegative for Efficacy)

PHFELZ EMRAT I GER D 2 B, =R T A VOGS M
T, WIEIBEFEC AZD1222 @ LD #5 L < 1% SD., XIIZF ATkt 5 %f
R DR A 52 1, PInEEfEs 22 H RS CRBRICBIL TR0, £
FUE TIT SARS-CoV-2 KGN 7 A )L A AN * 7= COVID-19 %
FEE L TWARWEERE ., £7-. COV002 RER TIXA DT 5 &
L7 7 v—>7" (54, 6. 9, 108f) OHEF DI,

BERERE~ IR VO 0 T 1T i M AT o S M & [RRE D )71 T FE i
L7, AREFNTA MDY THZ,

LDSD $f& JsUPE AR % 52
4 (LDSD for
Immunogenicity)

YRR EMERRAT R RN D 5 B AZD1222 @ LDSD X Z AU ®tis
T ORI 2 Z T T2 BRE , N — AT A B ORIEFIE DR R
DIRWEBRE 13 BRAN L 72,

BERERE~ IRV 0 T 1T i M AT c S8 M & [RIRE D 7 1 T FE i
U7z, AREMIZREFEIEOMNT TRz,

SDSD & I MEMRT % 5
$[H1 (SDSD for
Immunogenicity)

RIEFRLE VRIS GEEM D 5 B, AZD1222 @ SDSD XU%Z FUT 5tHhis
T ORI OBHE 2 Z T T RE, N— R T A RO RMEORE T
DN TR \OHEBRE (XBRA LT,

BERRRE~ DR 0 43 X B VR R S AE M) & RIRE D 715 T E
U7z, AREMIZRE RO TRz,

SDSD + LDSD %y 5 i

Mt 4L (SDSD +
LDSD for Immunogenicity
)

R VRN GEM O 5 B AZD1222 @ LDSD, SDSD. XIE%
KIS D 6 BRI DOBEFE 2 52 1 TR, _— R T A L1 DGR
PEDFER DN T2 WPEERE 1XBRS L 72,

BERRRE~ DR /0 X BB SVERRNT R G5 M & [RIEE D 7 5 CE i
L7z, AREFITRZEIRMEOMNT TR,

a
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T2, BN RIRER & LC, SDSD IMLif K FEVER ZhIEMREAT R REER (BERERIRE 4~12
) bW, AEMNCIE, SDSD MLiE K ErEA ST R REM D 5 6, BERERIREAS 4~12
B (28~84 H) DB EZE DT,

2731222 HHEFADEE

7 2EMM (COVID-19 OEIED U A7 REWEZ & Te) OFME K O M 2 BRER
INCEET 2720, UL T OO EM A2 x5 & U= 23255 U, fE R A2 A # L,

. A7) —= 2 TEEOER (65 mELL )

. NR—2 T A UREOIHERE (BMI 28 30 kg/m? DL b, DIl REE, MR ERRE, SUIHEIR

DD bR EH 1) OFE
. [E (F£FE [COV0o0l 7k & TN COV002 iBr] . 7Z L [COV003 7kBr] . M7 7 Uk
[COV005 #&BR] )

. R—2 T A VRO MGG (85 RAIZ X 581 SARS-CoV-2 1gG Lk DA | E 1255

<)

DCO2 TliE. sl NEIZ X 2 EB oy S FENT I~ T OHFRINE R O 5L O FHEE H (2o
TEM L., BRI L 2 EE AT IE— 3 OFE B I OWTER L7z, B RIT & 5
SYEEFMRNTIX. T O RO FME B & A DA G S EHIC BT 5 — DA R
PEOFEMGTE B 122V T L7z,

2731223 EHzHD estimand

BHIMEDOOFEFENTIZ T D estimand OB E A 3R 7 (2", 215 D estimand (Z-OUNT,
2731222 TER LIEEHIZ x5 & Uit b 320 L7,
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AstraZeneca

AZDI1222
=7 DCO2 [ZH T 5 F D estimand DHLE
1 37 KIS % - AE S mEA RS FEBIDEE PEER
TR H FTRCTOREBH]
e SDSD +LDSD | 2 [a] H D | SARS-CoV-2 YL} 7 A /L AP HgRR S 47z Ef%mgj”%% i u‘:m\zz IR DR i 1,5,
%15 LU | M3 DR COVID-19 O FE B A H & D ATZ COVID-19 % 581 L 7= JBRA 13 ARhT
— kA M HERA LTz,
Rl AT ZE H
f@ﬁ SDSD +LDSD | 2 @ H @;j:%fi Eﬁé COVID-19 SARS-CoV-2 @@Q’éﬁ) '74 JV A ‘?E‘Jilﬁﬁ?\& é_i ﬂf:
% 15 AL | COVID-19 (2B L 7= AR K% @iﬁtgﬁ COVID-19 : .
- RSB 2 h Ik L7z2>, 2 B H OEf% 15
COVID-19 Bi# 5t >
\ . H LIBEIZ SARS-CoV-2 JE&YLS 7 A I A EH R
f)ﬁ@ PE SARS-CoV-2Jii5e (COVOOZFBRD \2n sy - COVID-19 (- BRFAE B OREFENE
— COVID-19 #[r<) ZHELLI-#BRE L. 2D
2k SDSD 2 [BH OFEFE | SARS-CoV-2 &Y 7 A /L AZLRNTHERR ST | WhBR AT S O EIC A L= A

#% 15 HLA%

JEENE COVID-19

HJE COVID-19

COVID-19 (Z B8 L 7= A%

COVID-19 358

MESEEPE SARS-CoV-2 J&¥%: (COV002 7Bk D
)

I3, AN B2 LE LT, FIEB SUIFB
HETDT =X %07 F U HMROHEIZED
77

HJE COVID-19. COVID-19 (ZE8uE U 7= AB%.
COVID-19 BH#3E :
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273 ERERHEZIE 2 AstraZeneca
AZD1222
®7 DCO2 2B+ BB D estimand DHEE
& & Bi% - A= ST £ R EHIDEE FEER
i LDSD 2 [B1H OEFE | SARS-CoV-2 [EYLN T A )V AFINCHER S L7z |2 [B1 B o8 % 15 B LA BB 2 Ik
% 15 HLAR: | JEpEtE COVID-19 L7-BBRE 1. & OBERE DR X SRR O
HEJE COVID-19 EICEBLIZGEITIE, A FEBZRLEL
COVID-19 L(_Eg@ Lf:]\B% :E\r HIEHETOT—2%T 7 ﬁ“f/ﬁ&j]%z@jﬁ
COVID-19 [;85F EICE DI,
HEE fie -CoV-2 Jix BR D -
) JERE SARS-CoV-2 % (COVO02ZHBRDA: |, o [t SARS-CoV-2 KRG
BB Z Pk U=, 2 B A 0% 15
H DARSE I IEEME XUFSEEARBH @ COVID-19 % %
BLU7-0EBRE 1L, & ORERE DIMRAT R SRER D
HEIZABE LI-SEAITIE, AV MBI L E
LT, FILAIIRBEBETOT X2V 7 F
VHNEROHEEITE DT,
=3 #]lal SD W IE % SARS-CoV-2 [EYLN 7 A )V Z TR S 7~ | EUEH PR EE% 22 H Th A S5k, k-
22 H LA JEMEME COVID-19 LT
HJE COVID-19
COVID-19 (ZB3# L 7= Az
COVID-19 B58#3F
i W LD X% | YlleEfE SARS-CoV-2 JEYLM 7 A )L AR HER S T
SD 22 H LA SEMENE COVID-19

HJE COVID-19
COVID-19 (ZB3# L 7= Az
COVID-19 B58#3F
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®7 DCO2 2B+ BB D estimand DHEE

;& R Hi%x - HE ST #A R EHIDEE hEER

EEaNE EEaNS HIEEFELIRE | SARS-CoV-2 &GN U A NV AR HER STz | FEUER YR % CTh b axkrs, Lt bH
JEEM: COVID-19 r

HJE COVID-19
COVID-19 (ZB# L 7= APz
COVID-19 B85#3F
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273123 ARMEOEETMIER OHEH

FHEO EEFEMIE E 1L, 2 [0 B OBFE% 15 B LARFRIZRB L, SARS-CoV-2 J&YN 7 A L A%
AN HERE S VT FIE DIEMENME COVID-19 Toh 0 | 37.8°C LL EDFEN ik, S8, MR X
IEBRREIE ROV &b 1 DOIEREB T HIER L Lz, £7-. SARS-CoV-2 [EYMN 7 A )L A%
M HERE S 4L, WHO O EJEFE N Grade 4 UL ED | JEROFEZ D720 T X TORERF S 5 DT,
PCR M (CUTZ DM OEREIMERTE) 2351 & 72 > TR OEREL B K& Y COVID-19 SEdR D IE B
A2V 2 [\l HOREFER 15 ALIETH S IER O, A X & LTEFHLE, A3 b
FEL A X, PCR BEDORKBIKOEE A XiX COVID-19 DIERDOFER A OWFHnFE N & Lz, #E
BOA R b ERE UT-EBRE Tl FIRIOA X2 b OIEARMED FEFAME B Ol
7=

B ZhM D E BT S ER X, SDSD + LDSD Ifi 5 5 it f2 A Zh i fibr st G2 F T - 7.

BMED FEMEHTTIE. SARS-CoV-2 JEILN T A )L A PRI HERR S LT 4158 DEFEM: COVID-

19 122\, B3R Ny 7z Poisson [FUFE T /L (Zou 2004) % FHV T AZD1222 Bf & it
BEOMXI Y A7 ZHEE Lz, RET /AT, REBRE S, 165, KR 7 U —= JREOFHEE
(18~55 %, 56~69 ik, MONT70 kLA L) K7 & L1z, RETI/VTIE, #REZ LI/ DA
Ry NRBLOBHHMERET 5720, FEFMEER OV R 7 YO BEREEZ 4 77 NE
¥l L THW,

U7 F UL, RBRRICBT A AR NRBLY A7 2T D T 7 F UREOFRE U A 7
THY., DIFUAE (%) = 1 -FFU A7) x100 DX TEH L=, EitoTT 12 Hn
T, VIFUAEDRROZOMM (1-a) x100% CI ZHH Lz, TXTOEMEDMBNT Tk,
FHANZHE L7z a3 & R rik & FV 72 Poisson [BURET VA HWT 95% Cl B L=, £7-, k
FLOET NV EHWT, IR (SARS-CoV-2 EYLN T A /L A FZ TR S LT SE M COVID-
19 OFEBIEIE D AZD1222 B & XHRRECTE LV 1Sk S il p iz R 7,

A X S OFRBLEIG DMK Tl B OfT Tk, FRNCHEE Lo A2 Myiiae o
Poisson [AlJfET /W BMUR L2 7o, SEEHENTEHEE CIX, 20 X 5 7235412 PROC GENMOD
IZB W T exact X% AVWTERIAL Poisson [EIIFIZ &L D IEFER ST E T 2 EiiT 2 Z E 2 HE L
7ro BEIEAORRZMFILIZE Z A, AZDIZ22 BECEBIT D54 X2 MY 0 T, *HBEHCEBIT S
AR MR 1L ETH S T2 GEOREHEEMIZ, MREU A 27080, U7 F U HHHEN 100% & 72
HZEMHBI L=, 7272 L. PROC GENMOD Ti, fAHEEM D 12 H Sl o A e il
NHEEFEETHY . 20X ) IR BT 50 7 F AR OEHE X O _FIRITHEE A EE
Thbd, LIEN->T, T HIEDOEFICL Y, AZDI222 BEZBIT DA X0 MR 0 T, xHREEC
BIFDAR N LUETH-T28BE. V7 FUARRICITROHETEM (100%) K OH M
97.5% Cl Z/~9, 72720, 26 OFHEMEH ORI, FI2A N2 MLOFLBHFF&EIZHEDNT
Eh L7,

2.7.31.23.1 T EFHEIEB OEIREH

SD D{RERHE & 2 [MIFAE L 72 #BRE (SDSD Ml SIS 2 MEA I ERENT 6 AR T 2ERHIlE E
RIUEENT) KON LDSD DRl 252 1T 7= #ks  (LDSD i RSB VEA N MRS e AL, 25T
iH B OERREZRER LA ZxdGe & LT HBAT & FERD 75 THET L 72,
2.73.1.232 EEFHEHIEB DRSS EEENT

FHEIMIE H Td 5 SARS-CoV-2 YL 7 A )L A RIS S L= SEEME COVID-19 OIS E|
B DI EFENT & FEfi UT=, KEOEMICHOWT, IBBIEE R T L L oesa+ 5
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Poisson [El)FET VL EHWT, D7 FUBIRLOPED 5% Cl EZHETE LTz, V7 T BRHELDN
Z® (1-a) x100%CI D7 4 LA N7y NEVERL L7, Poisson [BIFE T /LK Lg o7
By 8 ClX, PROC GENMOD (235 C exact X% FVTRERIAL Poisson [Al)fZ X 2 IEfE 72 544
P& T o2& & LT,

2731233 FEFMEEBORESH

FBEEIIE H OREEHT & LT, 2 AR A S T - R L IEMEA B T S BRI AL
SN A5 & L=4EM (SDSD + LDSD LIS et A 2 ITT it et R EM) Zxtg s L
T, MR & [FRED 515 TR LT,

273124 BARMEOE|RFTMIER OEHT

A O BIREFE F O OFRFTFIEIC SV, RIS #T 5. A0 RIKEEEE E o
BT DRI OV TR, 55 16 3.5.3.2 TEREHmRpT At R 0.1 2 R O 922 HAE BT =
k o

2731241 COVID-19

BIKEERE E TH % COVID-19 IZRH9 5 estimand (7 M) 3. FEIFAMMER & FEO ik

(2.73.1.23 HZW) T L7c, BBRES, 18R, KON 27 Y —= U JRFOFMEE (18~55
. 56~69 iE., KONT0 kLI E) AR B O EEEZ A 7'y NEKE Lz
A R GricE FHu Tz Poisson [EUFE 7 V&2 HWT, RHREEICTT 5 AZD1222 BED U 7 F G205,
Cl, XO'pfEZHH LT,

2.7.3.1.242 EjE COVID-19, COVID-19 IZB8&E L f=Afz. COVID-19 [ZEHE L 1=
ICUA~DARE. BT COVID-19 BE&E%E

BIREHTE B Cd 5 EIE COVID-19, COVID-19 (ZB9i# L 7= ARz, COVID-19 (ZB8# L 7= ICU
~D AN, O COVID-19 B#FEIZ[ET % estimand (35 7 &MR) 1%, FEEHHIEE & [FREED ik
(2.73.1.23 HZW) THT L7, BRES, 18K, KON 7 Y —= U JRFOFMEE (18~55
. 56~69 iE., KONT0 kLI E) AR BB ORMEEE A 7'y NEE Lz
A Ny #cE H 72 Poisson [ElfE T L & LT, XFHRERICKTT 2 AZDI222 BEDY 7 F U A Rh=E,
Cl. KO\ pfEZEHH L7, Poisson [ENFE T LMIUE L7ed»> 72854, PROC GENMOD (28T

exact L% AV TEBIL Poisson [EIFIC K A IERE/2 S & T 2 Ehi 5 2 & & LTz,

2.7.31.2.4.3 HEE{EMYE SARS-CoV-2 B UEMFEEME X ITEZEFBHD SARS-
CoV-2 @i

HEREEME SARS-CoV-2 JYRIE. 7 A )V AR HERR S 4172 SARS-CoV-2 J&EHL T, #BRE HE R
MIRWERE LT b D EEFR LT, JEBERHD SARS-CoV-2 J&YLIL, 7 A LV AZHICHER ST
SARS-CoV-2 [&#YL T, #BEDEROEEZRE Lo bDEER LT,

BRI B Cd 5 HEEEME SARS-CoV-2 [&HLIZBH 7% estimand (R 7 &) 1%, BREE%
ETMIEDRN- T Z L &2RE, FEFNEE & REOH1E (273123 HSMH) THTL
77. T/NA NyHE = Poisson [BURE T /L Tld, IGBBRENORA 7 J —= 0 ZTREOFMEE (18
~55 5%, 56~69 . MONT0 ML L) AR L Uiz, ABEHTIE COV002 FRER DR E D I % %f
S FE N LT,
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2.7.3.1.24.4 SARS-CoV-2 X% LA H T FHAR(M

R 25 A4 %D VBT REUREIZ DU TH R & O BIERIEDSZEAT 7] GE 72 4Bk 2 1354
EBLT, BRROH AN TERNoT-728, SARS-CoV-2 X7 L A5 7 FHRMICES<
BHROMEDOBENTIZFE G L 72> 72,

273125 EHHEARE

VIR EERE R J ON 2 [0 H OBEFE% O BRI 2 FBRE T X3Pk - &EHEA +1) o THEH
U7z, FRATRES CRERZ P IE L TR WgiRE Tk, 7 —&% v b A7 HZH W,

273126 SHREREDEN

G JEME DREATIE T — & D3RI FTREZR B & P B Fi L 7=, S R OREiiE H 2 DL F I
Y

. SARS-CoV-2 A /XA 7 HEX 37 EHURIZH T DA PR (BT S Hiik) & TUYRBD Hili
R D EAPUA (BT RBD HiiK) O

. SARS-CoV-2 (Z X7 % I FnHLIA AT

. SARS-CoV-2 O#i S UK, H1RBD HiiK, M OHFFIFUERDOPURILE R (R—A T 4 A
Wk 5 4 (5L EOFURN LR 2 HURIGE & ER

G JFME DB FRAT R G4E ] (SDSD + LDSD Se % M ARAT $H G AE M. SDSD S R ARAT i G4k
[, LDSD #e& JFRIVEMEAT S REM) 2oV T, EBRICHER L2RBeRIc S %, 2K %N SARS-
CoV-2 [ZkFT D _R—RA T A UErO MG (B, Btk BN FNE O RS R 2 E5 Uiz,

FLS HUAR N O RBD HifkIZ., ~VF L w7 AL LT vtEA %M, AZDI1222 #FE 2 k
HUURINE 5 Uz, 7 — 2 D3RI AR 72 R 2 PRI, N—R T A VR OVE$EHET% 28
HIZBIT A 25 0HAD GMT TN GMFR #EH L7,

FRRIHUR DR EITIZATL T A v 2 RFIHUASATIEZ VY, BT S HUik K 0T RBD Hifk & 7] UHF
SETE S R RPUEAMIZ OV T GMT 2 TOYGMFR # & H L7-.

T — X DRIHAREZ2 6. AZD1222 B:FE% Ot S Uik, $T RBD FiUik, XiZHFatROHiRIL
B (BB 28 BIZBIT D R_R—Z2 T A AT D 4 5L OB EA) HEH L=,

GMT K& O GMFR (201 %, el st & (BEk. 95% Cl. f/IME. RO oK) Z2EH L7
L/O

GMT (&, *EZEH L7z HUiRfli o V30 T2 FUifiox i [log 2] ZE# i / LAl HIE S h
ToWRBRAE R | A WOREERL L CHEM L7, GMT @ 95% CLIE, <SR U 7= HriRqii o) E D
B O LRE OV IR 2 0o Ba i L TR LT,

EERIL, BT (N R T A VR OFURMNIT T D L OFUAM O E L THRI L
72 GMFR %, R LTz ESEE O EME TS ( [EERE% OPURN / BERERT O BUAM ] o xt
¥ [log2] ZEHafi / PUARMAHIE S N7 gBRFED) | 2088 U TR L7z, GMFR @ 95%
CIiX. GMT ® 95% CI & [ARED HiE TR L=,

PLS HUfR, HLRBD Huik, L OHFIHFURDOFULAMIZ OV T, E& FRAMOMEITEE RO
Sy DETHiiTE LT,
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2.7.3.2 B 0HBRBEROEN (ZRHET)

fil % OFEROME IR STV, 72720, ERIOFRE, 2Rk OERIET — 4
Db, 7T UNE COV003 Rk, # 7 7 U 1% COV00s Bk, 3&E1T COVOol allk ke Ot
COVO002 ABRD T — X TN T %,

FRRERT VA & 2.73.1.1.4 THIZ, FEATICE DT ERRER 4 R0 —E 23 3 1R,

2.7.3.3 2HBRZE L TORBRDLLE &

AWECTRLETRTOREIL., AT —FOFEM (F—2hy NA7 12020412 H 7
H) OF—4Thb,

B, S 5 R OV OfE R, Oxford KEFIZ X 2 4 3Bk (COVO00l1 R BR, COV002 i
BR. COV003 #BR, KON COV005 iRER) DOPFET —ZITESniz,

AL TIL, PREMAT OREHARATE I E CTHUE L7z &35 . SDSD + LDSD ifiif S A 4
PERRITSC SR (S IE D BT REENT) K O SDSD MLIF S BEAE A I EARAT 56 SR [ D
TS EioR T b, Eio, MM - MBS 5 SDSD i SUSREA AT R AE M
(BEHERING 4~12 ) OF — & bir7T 5,

ABEE T, LDSD MFRIGEREAIERAT I RIEM O T — SISOV TR TR L7g
VW, 2B, I OT—XIXE 5 3.5.3.2 I Supplemental Table IEMT 140 (277797,

EMA @ Summary of Product Characteristics (27 72 SDSD LI S B MEA 0 AT kT S 4L [
(ARG 4~12 ) (2B 5 COV002 i & O COV003 BRDT — & 1%, 2.7.3.6.2 THIZR T,

AETIIOFET — & O FEENTICB T 2 MMER OREFEEO EREREZRL, R0 FE Lo
%2733 7T, KELESEH 3532 HIIEHT D,

2020 £ 11 H 4 H® DCOL & I1ZHE72 0 . DCO2 DA MO IZIZ COV001 35k & T COV005
HEBNEENTWD, TORE, TEIAME R O SRR E 5% O COVID-19 JEFIE A #E 0
L. 2 B H O#fE% 15 BUBROBHMIR O FRESIEE Lz, £z, BB GER O AN DGR
BRI BB E N Ule, ARMEDIEITIC COV005 sBRABIM SN2 L2k v, BB 4EM
DNFEDOZERVENEEIM LTz, RX—R2 T A VEEOHEMRD 65 kLl EO#ERF 4 LM L7, DCO2
DT —ZEDCOL & —H L TIHY, COVID-19 SEFIE S O R GAERE S DI LY 7 — 4
OFEEME A E LT,

2.7.3.3.1 AER REM

2.7.3.31.1 #HEREDAR

DCO2 (2020 4F 12 H 7 H) W O#&ERF OWNERZ 5 5 ¥ 3.5.3.2 JH Main Safety Table 1.1.1.1 &
Y Immuno Table 1.1.1.2 12777, &R CHRAERAEIM T S gRE OFE, B ERfisg, kO
PERERERI OB &2 55 5 0 3.5.3.2 T2 Main Safety Table 1.1.2.1, Table 1.1.2.2 }2 0" Immuno Table
1.1.2.3, Table 1.1.2.4, Table 1.1.2.5 |Z/R7,

AT — X DEEfMTOT —2 1 FA T (20204 12 H 7 H) Tik. 7 24244 I3
Oxford K22 X % 4 3Bk (COV001 #BR, COV002 #BR, COV003 iR, KT COV005 #BR) @
W CIEAEA I T S, 1RO Z 1 [Pl Bz l), S ST RERIZE £
iz () . 7—% v A TR CEERL SN REMOITIERE] (99.2%) Hikbkz
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e L Cuhie, DB ST GRS T 2 FIEFIOFISG IR < (1%A0) | FIEEEX
BERERERT CHEMLL T2 (8 5 #F 3.5.3.2 TH Main Safety Table 1.1.1.1 Z#)

EREFEAINERNT X G 1T 23570 ] (REERELE SVEMNT SR D 97.2%) THYH, ZDH
B AZDI1222 BEIE 11794 5l %FRRREIX 11776 il TdH - 7= (55 5 %6 3.5.3.2 TH Main Safety Table
L1111 KUK S S ), AL ST RER DK 70% (17178 fil, 70.9%) A MED 3
BENT I GHER] (SDSD + LDSD i SSBEMEA Zh AT *E L) & S4L. DCO1 KD EIE

(#750%) &L TR&E < 5 L7, SDSD + LDSD L5 S Bt A Zh I i st 4 F 5> &
TRV BIX, T—4% v b A 7HEE T SDSD XX LDSD @ 2 [a[fEf 4 58 T L TV /R0
(16.7%) XiZ 2 [0l B o#f#% OB 15 B ARG (7.4%) TH -7z, DCO2 TiL, DCOI &
tbiz L C SDSD + LDSD [fiL{F SOt B A 2h et et G246 (DCO1 : 11636 ], DCO2 : 17178
) % OF SDSD i Bt R A 2 b et G246 (DCO1 : 8895 5, DCO2 : 14380 f4)) D#kRA
BN KE M UT, VRN S8 & OY LDSD i S Bt A MR et A 2> T
X, #EBREH OB ILIT NS o T,

R AVERRAT X G DR 15% D30 JFNE DT R R & 7=, SDSD + LDSD %%
JEMERRHT RF AR 1T 3712 B3] (SRR ST RER D 153%) THH., ZDHH AZD1222

BEIX 2135 B, RHFREEIZ 1577 B CH - 7= (3 5 &0 3.5.3.2 TH Immuno Table 1.1.1.2 L OFE 8§ &
M)

FRAT R R DEFRZ K 6 12, AMER OSREZIFIEDIRIT R SR B U D 90RE ONIR %
K 8IZ. PFEMEITICI T 2 ARMEMAT A REMIE SN D PERAE ONRZ K 3 1TRT,
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x8 HEBITONRERICH T HHEEBEEDAR
A§ . Time period Number of participants
Analysis set randomized or Serostatus Dosing of
y as treatment regimens observation
received AZD1222 | Control Total
RfEHTGAE  (All participants randomized) As randomized 12280 11977 24257
Erge s
A EE R T A M b o
SHEAL SIS (Any Dose for As treatment | Posand Neg | FromDose 1 | 12282 | 11962 | 24244
Safety) received and Missing
a1 SD “Z2 MMM % 5246 (Dose 1 SD for As treatment | Pos and Neg SDSD 10317 10141 20458
Safety) received and Missing SD single dose | From Dose 1 (84.0) (84.8) (84.4)
Y SDLD ' ' '
At
ERERRAT MR 5 4EHT (Any Dose for Astreatment | PosandNeg |, From Dose | 11794 11776 23570
Efficacy) received and Missing Y (96.0) (98.4) (97.2)
SDSD + LDSD IfiL{# SO B2 A 2 AR T %
(TR R 7%5; v B( S]r)f;f ruf:@ PRI ¢ treatment Seroncaative | SPSD From 15 days | 8597 8581 17178
i ) . received & LDSD post Dose 2 (70.0) (71.7) (70.9)
Seronegative for Efficacy (Primary population))
SDSD + LDSD il {F S BEPEAT 01 ITT Mg A5 5
M (SDSD + LDZD Sberonegati);e ITT forq: As randomized | Seronegative SDSD From 15 days 8603 8386 17189
LDSD post Dose 2 (70.1) (71.7) (70.9)
Efficacy)
SDSD IfiLif i B ZhVEfRHT x5 55 (SDSD | As treatment Seronegative | SDSD From 15 days | 7201 7179 14380
Seronegative for Efficacy) received & post Dose 2 (58.6) (60.0) (59.3)
SDSD i Bt B MEA O MHEAFEAT il -
= 4~12{ir?’EJ})irE(BS];S7§)S(jjrr fﬂi;d%%];ﬁ (jﬁ * fﬁ As treatment Seronegative \?V]zeslg’dtslez From 15 days 5849 3763 11612
" = cronegative 10 cacy received & . post Dose 2 (47.6) (48.2) (47.9)
12 weeks dose interval) interval
LDSD (iSOG EEMEA ZPERRHT 5 545 H (LDSD | As treatment . From 15 days 1396 1402 2798
. . Seronegative | LDSD
Seronegative for Efficacy) received post Dose 2 (11.4) (11.7) (11.5)
FIIEL SD L SIS RAREAT AIEARET 6 6 (Dose | As treatment | Sgssgl o dose | From 22days | 9335 9312 18647
1 SD Seronegative for Efficacy) received & SDLDg post Dose 1 (76.0) (77.8) (76.9)
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AZD1222
x8 HEBITONRERICH T HHEEBEEDAR
A§ . Time period Number of participants
Analysis set randomized or Serostatus Dosing of
y as treatment regimens observation
received AZD1222 | Control Total
AT LD 5 BSOS B A NIRRT 6 46 (Dose | As treatment Seronceative igssll)n e dose | From 22 days 1704 1703 3407
1 LD Seronegative for Efficacy) received & LDLD & post Dose 1 (13.9) (14.2) (14.1)
TR R
SDSD + LDSD #o & i VEfEHT x5 (SDSD + | As treatment | Pos and Neg | SDSD All available 2135 1577 3712
LDSD for Immunogenicity) received and Missing |LDSD timepoints (17.4) (13.2) (15.3)
SDSD % UM G4 (SDSD for As treatment | Posand Neg | (oo All available 1758 1354 3112
Immunogenicity) received and Missing timepoints (14.3) (11.3) (12.8)

LD = low dose; Neg = negative; Pos = positive; SD = standard dose.
Denominator used in the percentage calculation is the number of participants in the Any Dose for Safety Analysis Set.
Source: Main Safety Tables 1.1.1.1; Immuno Table 1.1.1.2, Supplementary Table IEMT 182.1.2.1, Module 5.3.5.3.2.
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¥ 3 BrEBITICHIT 583

EREMTHRERICE TN S BEREDAR

Excluded, 674
* COV002 non-efficacy group
(AZD1222,488; Control, 186)

[ Any Dose Safety, 24244

AZD1222,12282; Control, 11962 ]

Excluded, 4267

(AZD1222,2134; Control, 2133)

* Single dose group with no optional booster
dose
(AZD1222, 40; Control, 42)

* Dosed with SD but follow-up < 15 days post
second dose
(AZD1222,850; Control, 830)

* Dosed with SD but virologically-confirmed
COVID-19 < 15 days post second dose
(AzZD1222,51; Control, 85)

* Dosed but did not receive SD as second dose
(AzD1222,57; Control, 29)

* Did not receive second dose and < 12 weeks
post first dose
(AzZD1222,607; Control, 621)

* Did not receive second dose and > 12 weeks
post first dose
(AZD1222,529; Control, 516)

- Chose not to receive a second dose
(AZD1222,172; Control, 165)

- The participant withdrew early
(AZD1222,12; Control, 13)

- Other
(AZD1222,345; Control, 338)

v

[ Any Dose Efficacy, 23570

AZD1222,11794; Control, 11776 ]

l

[ Baseline seronegative

AstraZeneca

v

Received first dose of either SD or LD with

* Follow-up = 22 days post first dose

* Virologically-confirmed COVID-19 > 22 days post first dose or

no virologically-confirmed COVID-19

Dose 1 SD Efficacy, 18647
AZD1222,9335; Control, 9312

Dose 1 LD Efficacy, 3407

AZD1222,1704; Control, 1703

A

Excluded, 996

* Not seronegative at baseline
(AzZD1222,503; Control, 487)

* Received Control as first dose and
AZD1222 as second dose
(AZD1222, 6; Control, 0)

SDSD, 14380
AZD1222,7201; Control, 7179

LDSD, 2798

AZD1222, 1396; Control, 1402

v

SDSD + LDSD, 17178

AZD1222,8597; Control, 8581

v

Excluded, 609

(AZD1222,308; Control, 301)

* Dosed with SD but follow-up < 15 days post
second dose
(AZD1222, 7; Control, 9)

* Dosed with SD but virologically-confirmed
COVID-19 < 15 days post second dose
(AZD1222, 8; Control, 5)

* Dosed but did not receive SD as second dose
(AzZD1222,51; Control, 49)

* Did not receive second dose and < 12 weeks
post first dose
(AZD1222,9; Control, 13)

* Did not receive second dose and > 12 weeks
post first dose
(AZD1222,233; Control, 225)

- Chose not to receive a second dose
(AZD1222,138; Control, 113)

- The participant withdrew early
(AZD1222, 3; Control, 9)

- Other
(AZD1222,92; Control, 103)

COVID-19 = coronavirus disease 2019; LD = low dose; SD = standard dose.
Source: Main Safety Tables 1.1.1.1 and 1.1.2.1, Supplemental Tables IEMT 237.1, 237.2, Module 5.3.5.3.2.
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273312 AOHEHZHARVHOEEEDRFE

SDSD + LDSD & i FEMEA ZMEMENT R RERNC I 1 D N DR EZRIRFE R IR — R T 1
BEDREMEIT AZD1222 BE & SiPIBEECHLILL T2 (38 9) o SDSD + LDSD Iy SRt A 2 i
Mkt SEMIZ BT AR %2 LT IR,

. BRERFE D) 8%M% 65 mkLA ETH Y | Hn DO FEMEITA 42 Th o7z,

. BB DR 56% B LLETH - 77,

. BB DK T6% 3 AN K 10%D BN, K 4% 7 T AN, K 1%03E O Th > 72,
. BEERE DR 36% 73— R T A VIEIZ 1 DLl EOHEEREE A A LT,

SDSD IfiL{F SOt BEMEA Zh AT % G 85 R (55 5 5 3.5.3.2 TH Main Safety Table 1.1.3.5, Table
1.1.4.5 Z/) KON SDSD IMLiG RSP MEA EMAT R SRR (BEfERIfE 4~12 ) (3 5 3.5.3.2
T8 Supplemental Table IEMT 182.1.2.1, Table IEMT 182.2.2.1 2[R) 28} 5 A\ O#at 200K L O
NR—2 T A REOFFEIL, SDSD + LDSD I SOt B A Zh AT e S 45 M & HE L L Tz,

SDSD + LDSD %04 5 ARAT 5t 45 [ Tl SDSD + LDSD IfiLif S bt Fa A 2h P fihiT % S 4E ] &
Fei U CEniin g e O AZD1222 BEDEIE N E L GEE, 7720, M7 7V h) BEET
botolzh, NARHZFRENE R ON— 2 T A EORFEIImERN O/ TR > Tz,

SDSD + LDSD %% JRVERAT I G 31T DGR (R 9) ZLATITRT,

. BERFE D) 12%725 65 7% LA ETH Y | Flin O FEEITH 44 s TH > 72,

. BERE DR 55% D LETH o7,

. BB DK 18% AN K 10% BN, K 4% 7 VT AL K 6% DM Th 72,
. BEERE DI 36% N — R T A LT 1 DLl EOREBEER A LT,

—HED N O AR S R — R T A HEEORFEIC W T, EBIORER A 2.7.3.3.4.3.1 THIZ
KT,
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AZD1222
&9 AOMETZMEHERUAN—R S5 1 VO
SDSD + LDSD Seronegative for Efficacy SDSD + LDSD Immunogenicity
Analysis Set Analysis Set
AZD1222 Control Total AZD1222 Control Total
Characteristic Statistics (N = 8597) (N = 8581) (N=17178) (N =2135) (N =1577) (N=3712)
Age (years) at screening n 8597 8581 17178 2135 1577 3712
Mean 41.80 41.87 41.84 44.43 43.90 44.21
SD 14.00 13.97 13.98 15.22 15.11 15.18
Median 40.00 40.00 40.00 42.00 41.00 42.00
Min 18.0 18.0 18.0 18.0 18.0 18.0
Max 86.0 88.0 88.0 86.0 88.0 88.0
Age group, n (%) 18 to 64 years 7894 (91.8) 7901 (92.1) 15795 (91.9) 1864 (87.3) 1398 (88.6) 3262 (87.9)
> 65 years 703 (8.2) 680 (7.9) 1383 (8.1) 271 (12.7) 179 (11.4) 450 (12.1)
18 to 55 years 7207 (83.8) 7206 (84.0) 14413 (83.9) 1631 (76.4) 1200 (76.1) 2831 (76.3)
56 to 69 years 906 (10.5) 886 (10.3) 1792 (10.4) 287 (13.4) 238 (15.1) 525 (14.1)
>70 years 484 (5.6) 489 (5.7) 973 (5.7) 217 (10.2) 139 (8.8) 356 (9.6)
Sex, n (%) Female 4816 (56.0) 4880 (56.9) 9696 (56.4) 1155 (54.1) 868 (55.0) 2023 (54.5)
Male 3781 (44.0) 3701 (43.1) 7482 (43.6) 980 (45.9) 709 (45.0) 1689 (45.5)
Race®, n (%) White 6443 (74.9) 6556 (76.4) 12999 (75.7) 1698 (79.5) 1187 (75.3) 2885 (77.7)
Asian 320 (3.7) 285 (3.3) 605 (3.5) 92 (4.3) 61(3.9) 153 (4.1)
Black 872 (10.1) 820 (9.6) 1692 (9.8) 173 (8.1) 181 (11.5) 354 (9.5)
Other 592 (6.9) 548 (6.4) 1140 (6.6) 110 (5.2) 95 (6.0) 205 (5.5)
Mixed 358 (4.2) 359 (4.2) 717 (4.2) 60 (2.8) 51(3.2) 111 (3.0)
Unknown 11 (0.1) 11 (0.1) 22 (0.1) 2(0.1) 2(0.1) 4(0.1)
Missing 1 (<0.1) 2 (<0.1) 3 (<0.1) - - -
BMI (kg/m?) n 8564 8547 17111 2132 1577 3709
Mean 26.19 26.38 26.28 26.19 26.28 26.23
SD 4.967 5.067 5.018 4.927 4.938 4.931
Median 25.40 25.50 25.40 25.30 25.50 25.40
Min 12.5 14.2 12.5 13.3 16.5 13.3
Max 68.5 64.1 68.5 68.5 63.7 68.5
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AZD1222
=9 AO#EFRFERUVOR—R 51 VRO RE
SDSD + LDSD Seronegative for Efficacy SDSD + LDSD Immunogenicity
Analysis Set Analysis Set
AZD1222 Control Total AZD1222 Control Total
Characteristic Statistics (N = 8597) (N = 8581) (N=17178) (N =2135) (N =1577) (N=3712)
BMI category, n (%) <30 kg/m? 6898 (80.2) 6804 (79.3) 13702 (79.8) 1741 (81.5) 1284 (81.4) 3025 (81.5)
> 30 kg/m? 1666 (19.4) 1743 (20.3) 3409 (19.8) 391 (18.3) 293 (18.6) 684 (18.4)
Missing 33(0.4) 34 (0.4) 67 (0.4) 3(0.1) 0 3(0.1)
Serostatus at Day 0, n (%) Negative 8597 (100) 8581 (100) 17178 (100) 2079 (97.4) 1536 (97.4) 3615 (97.4)
Positive 0 0 0 43 (2.0) 33(2.1) 76 (2.0)
Missing 0 0 0 13 (0.6) 8(0.5) 21 (0.6)
Comorbidity at baseline ®, n (%) | Yes 3056 (35.5) 3102 (36.1) 6158 (35.8) 754 (35.3) 573 (36.3) 1327 (35.7)
No 5241 (61.0) 5156 (60.1) 10397 (60.5) 1283 (60.1) 957 (60.7) 2240 (60.3)
Missing 300 (3.5) 323 (3.8) 623 (3.6) 98 (4.6) 47 (3.0) 145 (3.9)
Cardiovascular Disorder, n (%) Yes 1055 (12.3) 1022 (11.9) 2077 (12.1) 273 (12.8) 184 (11.7) 457 (12.3)
No 7540 (87.7) 7556 (88.1) 15096 (87.9) 1862 (87.2) 1393 (88.3) 3255 (87.7)
Chronic heart failure Yes 2 (<0.1) 1 (<0.1) 3 (<0.1) 0 1(0.1) 1 (<0.1)
Ischaemic heart disease 25(0.3) 17 (0.2) 42 (0.2) 6 (0.3) 2(0.1) 8(0.2)
(including angina) Yes
Atrial fibrillation Yes 18 (0.2) 27 (0.3) 45 (0.3) 5(0.2) 6 (0.4) 11 (0.3)
Peripheral vascular disease Yes 7 (0.1) 11(0.1) 18 (0.1) 2(0.1) 0 2(0.1)
Valvular heart disease Yes 13 (0.2) 24 (0.3) 37(0.2) 2(0.1) 6 (0.4) 8(0.2)
Hypertension Yes 734 (8.5) 697 (8.1) 1431 (8.3) 175 (8.2) 120 (7.6) 295 (7.9)
Myocardial infarction Yes 12 (0.1) 11(0.1) 23 (0.1) 5(0.2) 1(0.1) 6 (0.2)
Other Yes 229 (2.7) 211 (2.5) 440 (2.6) 72 (3.4) 38 (2.4) 110 (3.0)
Missing subcategory Yes 3 (<0.1) 3 (<0.1) 6 (<0.1) 0 1(0.1) 1 (<0.1)
Subcategory not collected © Yes 12 (0.1) 20 (0.2) 32(0.2) 6 (0.3) 9 (0.6) 15 (0.4)
Respiratory disease, n (%) Yes 909 (10.6) 909 (10.6) 1818 (10.6) 249 (11.7) 178 (11.3) 427 (11.5)
No 7688 (89.4) 7672 (89.4) 15360 (89.4) 1886 (88.3) 1399 (88.7) 3285 (88.5)
COPD (including chronic 9(0.1) 13 (0.2) 22 (0.1) 8 (0.4) 3(0.2) 11(0.3)
bronchitis and emphysema) Yes
Bronchiectasis Yes 8 (0.1) 7(0.1) 15(0.1) 1 (<0.1) 5(0.3) 6 (0.2)
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&9 AORETZHRHERUANA—R 54 VRO
SDSD + LDSD Seronegative for Efficacy SDSD + LDSD Immunogenicity
Analysis Set Analysis Set
AZD1222 Control Total AZDI1222 Control Total
Characteristic Statistics (N = 8597) (N = 8581) (N=17178) (N =2135) (N =1577) (N=3712)
Asthma Yes 612 (7.1) 629 (7.3) 1241 (7.2) 165 (7.7) 119 (7.5) 284 (7.7)
Other Yes 243 (2.8) 219 (2.6) 462 (2.7) 59 (2.8) 40 (2.5) 99 (2.7)
Missing subcategory Yes 3 (<0.1) 1 (<0.1) 4 (<0.1) 1 (<0.1) 0 1 (<0.1)
Subcategory not collected © Yes 34 (0.4) 40 (0.5) 74 (0.4) 15 (0.7) 11 (0.7) 26 (0.7)
Diabetes, n (%) Yes 238 (2.8) 203 (2.4) 441 (2.6) 52(2.4) 38(2.4) 90 (2.4)
No 8003 (93.1) 7993 (93.1) 15996 (93.1) 1954 (91.5) 1469 (93.2) 3423 (92.2)
Not collected © 356 (4.1) 385 (4.5) 741 (4.3) 129 (6.0) 70 (4.4) 199 (5.4)
Type 1 Diabetes Yes 19 (0.2) 14 (0.2) 33(0.2) 6(0.3) 4(0.3) 10 (0.3)
Type 2 diabetes not using 160 (1.9) 118 (1.4) 278 (1.6) 30(1.4) 24 (1.5) 54 (1.5)
insulin Yes
Type 2 diabetes using insulin | Yes 13 (0.2) 15(0.2) 28 (0.2) 3(0.1) 1(0.1) 4(0.1)
Other Yes 46 (0.5) 56 (0.7) 102 (0.6) 13 (0.6) 9(0.6) 22 (0.6)
Current smoker, n (%) Yes 736 (8.6) 751 (8.8) 1487 (8.7) 150 (7.0) 127 (8.1) 277 (7.5)
No 7861 (91.4) 7830 (91.2) 15691 (91.3) 1985 (93.0) 1450 (91.9) 3435 (92.5)
Former smoker, n (%) Yes 1319 (15.3) 1378 (16.1) 2697 (15.7) 379 (17.8) 266 (16.9) 645 (17.4)
No 5800 (67.5) 5673 (66.1) 11473 (66.8) 1411 (66.1) 1045 (66.3) 2456 (66.2)
Not collected & ¢ 1112 (12.9) 1106 (12.9) 2218 (12.9) 255 (11.9) 198 (12.6) 453 (12.2)
Missing 366 (4.3) 424 (4.9) 790 (4.6) 90 (4.2) 68 (4.3) 158 (4.3)

a

b

C

d

BMI = body mass index; Max = maximum; Min = minimum.
Source: Main Safety Tables 1.1.3.2, 1.1.4.2; Immuno Tables 1.1.3.4, 1.1.4.4 , Module 5.3.5.3.2.
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Each race category counts participants who selected that category. Arab is counted under white.

COVO001 did not collect this information; participants were counted in category ‘“Not collected”.

COVO005 did not collect this information; participants were counted in category ‘“Not collected”.

Comorbidities at baseline = Yes if any comorbidity (BMI > 30 kg/m? at baseline, cardiovascular disorder, respiratory disease or diabetes) is Yes.
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SDSD + LDSD Seronegative for | SDSD Seronegative for Efficacy SDSD Seronegative for Efficacy
Efficacy Analysis Set Analysis Set Analysis Set (4-12 weeks dose interval)
AZD1222 Control AZD1222 Control AZD1222 Control
Parameter (N = 8597) (N = 8581) (N =7201) (N =7179) (N =5849) (N = 5763)
Dose level *, n (%) | LDSD 1396 (16.2) 1402 (16.3) 0 0 0 0
SDSD 7201 (83.8) 7179 (83.7) 7201 (100.0) 7179 (100.0) 5849 (100.0) 5763 (100.0)
Total 8597 8581 7201 7179 5849 5763
Dose interval, n(%) | <6 weeks 3905 (45.4) 3871 (45.1) 3890 (54.0) 3856 (53.7) 3684 (63.0) 3653 (63.4)
6 - 8 weeks 1124 (13.1) 1023 (11.9) 1112 (15.4) 1009 (14.1) 1112 (19.0) 1009 (17.5)
9 - 11 weeks 1530 (17.8) 1594 (18.6) 906 (12.6) 958 (13.3) 906 (15.5) 958 (16.6)
> 12 weeks 2038 (23.7) 2093 (24.4) 1293 (18.0) 1356 (18.9) 147 (2.5) 143 (2.5)
Total 8597 8581 7201 7179 5849 5763

a

Dose level of control group is decided by the dose level of corresponding vaccine group.

Total row includes the number of participants with non-missing data for the corresponding characteristic and was used as the denominator for calculating
percentages for all categories.

Source data: Main Safety Table 1.2.1.2, 1.2.1.6, Supplemental Table IEMT182.3.2.1, Module 5.3.5.3.2.

CONFIDENTIAL AND PROPRIETARY

52(130)
158(236)




2.7.3  ERRAOEZIME 2 AstraZeneca
AZD1222

2.7.3.31.4 EIEME

F—H2 Ty FA TR (2020412 4 7 H) TiX. AZDI1222 £ SDSD + LDSD IfiL i S iia
HINWERRAT R SR (8597 f) \CRI1T 5 2 [BIH 0% 15 B (A 3hE o EEEEEnIE B o FEAhE
M) LABEOBHREIR o0 drJeEE 68.0 B (HDH : 2~149 H) | HIEIBERE O BB o g fif 1
143.0 B (#iPH : 39~223 H) TH V. AZDI222 BT 2 BHREART I REE & HEEL L T

(F11) .

SDSD [IfiL.75 S i et A 2 AT e S 42 [ Ko OF SDSD L 175 B s fa A S ME AT el AL (BEFd )
bR 4~12 ) (2B T 2EHIEEFEE L T (F 1D

CONFIDENTIAL AND PROPRIETARY 53(130)
159(236)



2.7.3  ERRAOE M

AZD1222

2

& 11 1B B A R

AstraZeneca

SDSD Seronegative for Efficacy

SDSD Seronegative for Efficacy

SDSD + LDSD Seronegative for Analysis Set Analysis Set (4-12 weeks dose
Efficacy Analysis Set interval)
AZD1222 Control AZD1222 Control AZD1222 Control
Category Statistic (N = 8597) (N = 8581) (N = 7201) (N = 7179) (N = 5849) (N = 5763)
Duration n (%) 8597 (100.0) 8581 (100.0) 7201 (100.0) 7179 (100.0) 5849 (100.0) 5763 (100.0)
since the first | Mean (SD) 137.4 (47.14) 138.0 (47.47) 128.0 (45.72) 128.7 (46.27) 117.6 (41.22) 117.3 (41.23)
dose (days)  "nedian 143.0 145.0 132.0 132.0 119.0 119.0
Min, max 39,223 40,223 39,223 40,223 45,223 45,182
Duration n (%) 8597 (100.0) 8581 (100.0) 7201 (100.0) 7179 (100.0) 5849 (100.0) 5763 (100.0)
since 22 days | Mean (SD) 115.4 (47.14) 116.0 (47.47) 106.0 (45.72) 106.7 (46.27) 95.6 (41.22) 95.3 (41.23)
post the first "y 1o qian 121.0 123.0 110.0 110.0 97.0 97.0
dose (days) Iy max 17, 201 18, 201 17, 201 18, 201 23,201 23,160
Duration since | n (%) 8597 (100.0) 8581 (100.0) 7201 (100.0) 7179 (100.0) 5849 (100.0) 5763 (100.0)
15 days post | Mean (SD) 64.1 (29.86) 64.0 (29.49) 59.9 (30.23) 59.7 (29.77) 59.1 (32.16) 58.7 31.77)
ghe se‘(’iond Median 68.0 68.0 65.0 65.0 66.0 66.0
ose(days) i hax 2,149 2,144 2,149 2,144 2,149 2,124

Duration of follow up in days has been calculated as follows: (Date of completion/discontinuation/data cut-off - Date of reference + 1).
Percentages are based on the number of participants in the analysis set by treatment group.
Source data: Main Efficacy Tables 1.4.12.1, 1.4.12.2, Supplemental Table IEMT 141.1.4.2, Module 5.3.5.3.2.
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2.7.3.3.2 FEFMMIER : 2 BB DFEERZRD COVID-19 2T H5F%
4
NR—= 2 F A O MGG M T, SDSD X% LDSD O 451+, 2[5 H O#fE% 15 B LA
DB — 2 2451 A9 E TlX. COVID-19 12X % AZDI1222 DU 7 F o HEhE1% 66.73%

(95% CI : 57.41%, 74.01%. p<0.001) THo7- (F12) ., FEHMEEE O FEMITIB T L1E
FEX O TIRIZ, FRNIHE LM EOSh o (20%) % ElFl-7-,

Intention-to-treat D JFE AT 553 < FEEEHIE B OREST T, EEENT & FEEORENE O
7= (F12)

SDSD i B s fa A AT et S £ I B8 1 D COVID-19 125595 AZD1222 DU 7 F 4
NERIT 63.09% (95% CI : 51.81%, 71.73%) T -o7= (F 12) ., SDSD IfLTE S Fat A s fiAr 6
GER (BRI 4~12 ) 123B1F 5 COVID-19 2% 5 AZDI1222 DT 7 F A 4hE13 58.80%

(95% CI : 44.63%, 69.64%) T -7,

LDSD O#ff % 52 1) 7= 50 S o0 FBEEAMIE B OFRZRI 7258 5y SE AT Tk, COVID-19 (2%}
T2 AZDI1222 DU 7 F U AH 1L 80.31% (95% CI : 60.77%, 91.09%) T 7= (5 5% 3.53.2
IH Supplemental Table IEMT 140.1.1.2.1 /&)
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% 12 FEFEIER : 2 @B OEER 15 BLUFIZRKIR L. SARS-CoV-2 BEENY A JLAZMIZFHER SN =¥FROEEME COVID-19
DHEBIZXHT 2T FoAME

Participants with events
AZD1222 Control
VE 95% ClI
Analysis population N n (%) N n (%) (%) (%) P-value
Primary endpoint:
SDSD + LDSD, seroncgative * 8597 84 (0.98) 8581 248 (2.89) 66.73 (57.41,74.01) <0.001
SDSD + LDSDITT, 8603 86 (1.00) 8586 246 (2.87) 65.65 (56.11,73.11) <0.001
seronegative
SDSD, seronegative * 7201 74 (1.03) 7179 197 (2.74) 63.09 (51.81,71.73) <0.001
SDSD, seronegative, 4-12
weeks dose interval 5849 65 (1.11) 5763 156 (2.71) 58.80 (44.63, 69.64) <0.001

VE of AZD1222 versus control, the 95% CI and p-value were estimated based on Poisson regression with robust variance including the terms of study code,

treatment, age group at screening (18-55, 56-69, and >70 years) as covariates, as well as the log of the follow-up time as an offset. VE was defined as 1-
(incidence from the AZD1222 arm / incidence from the control arm) expressed as a percentage, where the risk ratio was derived from the Poisson
regression model with robust variance. The 95% CI for the VE was obtained by taking 1 minus the 95% CI of the risk ratio derived from the model. The
efficacy objective is met if the lower bound of the CI for the VE must be > 20%. P-value testing null hypothesis that VE is equal to 20% is presented.

The maximum likelihood estimate of VE of AZD1222 versus control, the exact 95% CI (or 97.5% one-sided) and p value were estimated based on stratified
Poisson regression with Exact Conditional Method including treatment as factor, study code and age group at screening (18-55 years, 56-69 years, and >=70
years) as strata factors as well as the log of total number of participants for each combination of treatment and strata. VE is defined as 1-(incidence from the

AZD1222 arm / incidence from the control arm) expressed as a percentage, where the risk ratio is derived from stratified Poisson regression with Exact

Conditional Method. The 95% (or 97.5% one-sided) CI for the VE is obtained by taking 1 minus the 95% (or 97.5% one-sided) CI of the risk ratio derived

from the model. If the maximum likelihood estimate of VE is 100% or negative infinity, the exact 97.5% one-sided CI is reported.
The observation period for the endpoint was 15 days post second dose up to 1 year in study.
COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic acid amplification test. COVID-19 includes all
PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.
Source: Main Efficacy Tables 1.3.1.1, 1.3.1.2, 1.3.1.3, and Supplemental Table [EMT141.1.1.2, Module 5.3.5.3.2.
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X 4 2[E B D#EER 15 BUBIZRI L. SARS-CoV-2 BEMN DA IILRAZHICHER I
MFEDEENME COVID-19 DFEBFF TOHMIZ DL THORBEFHKIEED Kaplan-Meier B
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Cummulative Incidence

Subjects at risk
Control: n=| 8581 6874 5201 1581 6
AZDI1222:n=|8597 6919 5290 1646 23
T T T
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Time to First SARS-CoV-2 Virologically-confirmed COVID-19 Occurring >= 15 Days Post Second Dose (Days)

The time to first SARS-CoV-2 virologically confirmed COVID-19 occurring > 15 days post second dose of study
intervention, in days, has been calculated as follows: Date of SARS-CoV-2 virologically confirmed test — (date
of second dose of study intervention + 15) +1. For censored participants, the censoring time is from date of
second dose of study intervention + 15 to last observed time during the analysis period.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.

Source: Main Efficacy Figure 1.3.2.1, Module 5.3.5.3.2.
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5 2 BB D#%FER 15 BLURRIZHKIZ L. SARS-CoV-2 BEMN Y A L RZEMICHEZR S NI-#FD COVID-19 DHRBRINT 5TV F
VEMEOD I LA FTOy b (SDSD + LDSD MiERISIEHEA MR RER)
AZD1222 (N=8597) Control (N=8581)
Numberof  Observed Numberof  Observed Vaccine efficacy
Subgroup Participants Events Participants Events (95% CI)

Comorbidity at Baseline
Yes 3056 34 (1.11) 3102 93 (3.00) (] 62.71% (44.79. 74.82)
No 5241 50 (0.95) 5156 149 (2.89) f= 67.70% (55.51, 76.55)
Country
United Kingdom 4427 33 (0.75) 4521 133 (2.94) = 75.20% (63.71. 83.06)
Brazil 3414 49 (1.44) 3339 1121(3:35) = 57.61% (40.73. 69.68)
South Africa 756  2(0.26) 720 3(0.42) - i 37.04% (-277.20. 89.49):
Age group at screening
65 years and above 703 4 (0.57) 680 8(1.18) ——— 51.91% (-59.98. 85.54)

Abbreviations: CI = Confidence Interval. VE = Vaccine Efficacy.
Comorbidities at baseline = Yes if any co-morbidity (BMI >= 30 kg/m?2 at baseline, cardiovascular disorder, respiratory disease or diabetes) is Yes.
VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with robust variance including the term of treatment as well

as the log of the follow-up time as an offset.

-250

T T I
-150 -50 0 50 100

Vaccine efficacy

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a percentage, where the risk ratio is derived from the
Poisson regression model with robust variance. The 95% CI for the VE is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.
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COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic acid amplification test.
COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.

Subgroup analysis for age group 18-64 years old is not performed for this datacut.

Source: Supplemental Figure IEMT 241, Module 5.3.5.3.2.
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2.7.3.3.3 BAEORIRFTEE B

2.7.3.3.31  FIEIEFEER O COVID-19 [T BEME

NR—=2 T A VRO MGG 2T, SD OWEHERE A 52T, WlEHEER% 22 A LIEOBHT —
A T HHEERE TlX., COVID-19 [Z%4 % AZDI1222 DU 7 F U A3h3%HI1% 61.55% (95% CI :
52.91%, 68.61%) T o7z (£ 13) , ZOMENTTIL, ZD% 2 [BIH O Z T - g, 2 [\
HOPM A %T 2 PEDOWERE ., KON MO ALEZ T I-HRENEG N (K3 2R . W)
FIEEFET% 22 B0 2B H O E TO U 7 F U AR OMNT (F 13 LUK 6) TiL, COVID-19
DOFBENE1X 90 H H £ T EFA UkelT, BEFERERM O Kaplan-Meier HAR OB 5 2372 ey D70 < &
H 90 HH EFTRO LN,

W2 1 [B[EAE D 72D COVID-19 (%135 G702 5l 2 7= O DT 217 > 72, & ORI
WHIBERAM & LCld, #laEfEs% 22 A AR L U, 2 Bl B OBFE X 3R EER% 12 Howd
DO RNEESETTHHBYIY & Uiz, ZOREE, #E] SD i SOt kA 2h i st S 4E [ 12
B0 7 FUARERIT 71.42% (95% CI @ 51.11%, 84.08%) . EHEFEAMEMAT T S EMIZ BT
500 F UHNRIL 69.23% (95% CI : 48.54%, 82.35%) T -o7= (£ 13) , #llal SD IfLiF G
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*x 13 PIEEIERICHKI L. SARS-CoV-2 BEN Y A L AZHIZHER SN =R DIEEME COVID-19 DRBICHT 577 FUoHEME

(¥ SD 7&K R

TRTHRER. EEANERTESRER)

Participants with events
AZD1222 Control VE 95% ClI P-
Analysis set Follow-up time n/N (%) n/N (%) (%) (%) value
Dose 1 SD Seronegative | = 22 days post Dose 1 * 12979335 (1.38) | 331/9312(3.55) | 61.55 | (52.91,68.61) @ <0.001
for Efficacy
a, b

= 22 days post Dose 1 and before Dose 2 32/9335(034) | 82/9312(0.88) | 60.99 | (41.37,74.05) | <0.001

=22 days post Dose 1 and before Dose 2, 18/9335(0.19) | 63/9312(0.68) | 71.42 | (51.11,84.08) | <0.001

censored at 12 weeks

d

Any Dose for Efficacy Any time post Dose 1 ° 241/11794 (2.04) | 482/ 11776 (4.09) | 5053 | (42.28,57.61) | <0.001

=22 days post Dose 1 and before Dose 2, 20/ 11044 (0.18) | 65/11015(0.59) | 69.23 | (48.54,82.35) | <0.001

censored at 12 weeks

d

VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with robust variance including the term of study code,
treatment, age group at screening (18-55 years, 56-69 years, and >=70 years) as covariates as well as the log of the follow-up time as an offset. VE is
defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a percentage, where the risk ratio is derived from Poisson
regression with robust variance. The 95% CI for the VE is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

The participants are censored before the second dose of Study Intervention or data cutoff date if earlier.

Censored at 12 weeks post Dose 1. Participants were included if they were seronegative at baseline and evaluable on-study 22 days post first dose. The
maximum likelihood estimate of VE of AZD1222 versus control, the exact 95% CI (or 97.5% one-sided) and p value were estimated based on stratified
Poisson regression with Exact Conditional Method including treatment as factor, study code and age group at screening (18-55 years, 56-69 years, and >=70
years) as strata factors as well as the log of total number of participants for each combination of treatment and strata. VE is defined as 1-(incidence from the
AZD1222 arm / incidence from the control arm) expressed as a percentage, where the risk ratio is derived from stratified Poisson regression with Exact
Conditional Method. The 95% (or 97.5% one-sided) CI for the VE is obtained by taking 1 minus the 95% (or 97.5% one-sided) CI of the risk ratio derived
from the model. If the maximum likelihood estimate of VE is 100% or negative infinity, the exact 97.5% one-sided CI is reported.

Includes only participants who were seronegative at baseline.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic acid amplification test.
COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.
Source: Main Efficacy Table 1.4.8.1, 1.4.10.1, Supplemental Table IEMT 98.1.1. 98.2.1, Supplemental Table [EMT 157.7, Module 5.3.5.3.2.
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Time to First SARS-CoV-2 Virologically-confirmed COVID-19 Occurring 22 Days
Post First Dose and before Second Dose (Days)

The time to First SARS-CoV-2 Virologically-confirmed COVID-19 Occurring 22 Days Post First Dose and
before Second Dose of Study Intervention, in days, has been calculated as follows:

Date of First SARS-CoV-2 Virologically-confirmed COVID-19 Occurring 22 Days Post First Dose and before
Second Dose - (date of first dose of study intervention + 22) + 1.

The observation period for the endpoint was 22 days post first dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.

The participants are censored before the second dose of Study Intervention or data cutoff date if earlier.

Source: Supplemental Figure IEMT 220.1, Module 5.3.5.3.2.
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Time to First SARS-CoV-2 Virologically-confirmed COVID-19 Occurring 22 Days Post First Dose
and before Second Dose of Study Intervention or 12 Weeks (84 Days) Post First Dose (Days)

The time to first SARS-CoV-2 virologically-confirmed COVID-19 occurring 22 days post first dose before
second dose of study intervention or 12 weeks (84 Days) post first dose, in days, has been calculated as follows:

Date of first SARS-CoV-2 virologically-confirmed test occurring 22 days post first dose before second dose or
12 weeks (84 Days) post first dose — (date of first dose of study intervention + 22) + 1. For censored participants,
the censoring time is from date of first dose of study intervention to last observed time during the analysis period.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade >= 4.
Source: Supplemental Figure [EMT 212.4.1, Module 5.3.5.3.2.
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Time to First SARS-CoV-2 Virologically-confirmed COVID-19 Occurring 22 Days Post First Dose (Days)

The time to first SARS-CoV-2 virologically confirmed COVID-19 occurring >= 22 days post first dose of study
intervention, in days, has been calculated as follows:

Date of SARS-CoV-2 virologically confirmed test - (date of first dose of study intervention + 22) + 1. For
censored participants, the censoring time is from date of first dose of study intervention + 22 to last observed
time during the analysis period.

The observation period for the endpoint was 22 days post first dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically confirmed results from RT-PCR or other nucleic
acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade >= 4.
Source: Main Efficacy Figure 1.4.11.1, Module 5.3.5.3.2.
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Tmme to First SARS-CoV-2 Virologically-confirmed COVID-19 Occurring Post First Dose (Days)

The time to first SARS-CoV-2 virologically confirmed COVID-19 occurring post first dose of study
intervention, in days, has been calculated as follows: Date of SARS-CoV-2 virologically confirmed test — (date
of first dose of study intervention + 1. For censored participants, the censoring time is from date of first dose of
study intervention to last observed time during the analysis period.

The observation period for the endpoint was post first dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically confirmed results from RT-PCR or other nucleic
acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade >= 4.
Source: Main Efficacy Figure 1.4.9.1, Module 5.3.5.3.2.
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Mt R &M, SDSD IiERGEERMNERT N RER [EERRE4~12:8] )

Participants with events
Dosing regimen AZD1222 Control VE 97.5% ClI P-
Events n/N (%) n/N (%) (%) (%) value
SDSD + LDSD
Hospital admission 0/8597 (0) 9/8581 (0.10) 100 (50.19, NE) 0.004
Severe 0/8597 (0) 2 /8581 (0.02) 100 (-432.68, NE) 0.500
Death 0/8597 (0) 0/8581 (0) - - -
SDSD
Hospital admission 0/7201 (0) 8/7179 (0.11) 100 (42.58, NE) 0.007
Severe 0/7201 (0) 1/7179 (0.01) 100 (-3742.53, NE) 0.993
Death 0/7201 (0) 0/7179 (0) - - -
SDSD 4-12 weeks dose interval
Hospital admission 0/5849 (0) 875763 (0.14) 100 (42.65,NE) 0.007
Severe 0/5849 (0) 1/5763 (0.02) 100 (-3747.32, NE) 0.993
Death 0/5849 (0) 0/5763 (0) - - -

The maximum likelihood estimate of VE of AZD1222 versus control, the exact 95% CI (or 97.5% one-sided)
and p value were estimated based on stratified Poisson regression with Exact Conditional Method including
treatment as factor, study code and age group at screening (18-55 years, 56-69 years, and >=70 years) as strata
factors as well as the log of total number of participants for each combination of treatment and strata.

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression with robust variance. The 95% CI for the VE
is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model. If the maximum

likelihood estimate of VE is 100% or negative infinity, the exact 97.5% one-sided CI is reported.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test. Severity of COVID 19 events was defined using the 10 point WHO clinical progression
scale (¥ 5).

Source: Main Efficacy Tables 1.4.1.1, 1.4.1.2,1.4.13.1, 1.4.13.2, 1.4.16.1, 1.4.16.2, Supplemental Table
IEMT141.1.5.2,141.1.2.2, 141.1.6.2, Module 5.3.5.3.2.
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(#)[E SD & RSB 2 IERIT I RER)
Participants with events, n (%)

Analysis set AZD1222 Control VE Nominal
COVID-19 case definition (N =9335) (N =9312) (%) 97.5% CI p-value
COVID-19 hospital 0 14 (0.15) 100 (69.92, NE) <0.001
admission
COVID-19 severe disease 0 2 (0.02) 100 (-437.45,NE) >0.505
COVID-19 death 0 1 (0.01) 100 (-3836.61, NE) >0.999

The maximum likelihood estimate of VE of AZD1222 versus control, the exact 97.5% one-sided and p-value
were estimated based on stratified Poisson regression with Exact Conditional Method including treatment as
factor, study code and age group at screening (18-55, 56-69, and >70 years) as strata factors, as well as the log of
total number of participants for each combination of treatment and strata. VE was defined as 1-(incidence from
the AZD1222 arm / incidence from the control arm) expressed as a percentage, where the risk ratio is derived
from stratified Poisson regression with Exact Conditional Method. The 97.5% one-sided CI for the VE was
obtained by taking 1 minus the 97.5% one-sided CI of the risk ratio derived from the model. If the maximum
likelihood estimate of VE is 100% or negative infinity, the exact 97.5% one-sided CI is reported.

The observation period for the endpoint was from 22 days post first dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test. Severity of COVID-19 events was defined using the 10-point WHO clinical progression
scale (¥ 5).

Source: Main Efficacy Tables 1.4.3.1, 1.4.15.1, 1.4.18.1, Module 5.3.5.3.2.
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% 16 FEEEERDE COVID-19 EFIDRRICHT 5277 FUoEME (SEEFMIEHEN

XREM)
Participants with events, n (%)

AZD1222 Control VE Nominal
COVID-19 case definition (N=11794) (N=11776) (%) 97.5% CI p--value
COVID-19 hospital 2(0.02) 22(0.19) | 90.92 | (63.06,9897) | <0.001
admission
COVID-19 severe disease 0 3(0.03) 100 (-143.63, NE) 0.253
COVID-19 death 0 1 (0.01) 100 | (-3845.99,NE) | >0.999

The maximum likelihood estimate of VE of AZD1222 versus control, the exact 97.5% one-sided CI and p-value
were estimated based on stratified Poisson regression with Exact Conditional Method including treatment as
factor, study code, and age group at screening (18-55, 56-69, and > 70 years) as strata factors, as well as the log
of total number of participants for each combination of treatment and strata. VE was defined as 1 - (incidence
from the AZD1222 arm / incidence from the control arm) expressed as a percentage, where the risk ratio was
derived from stratified Poisson regression with Exact Conditional Method. The 97.5% one-sided CI for the VE
was obtained by taking 1 minus the 97.5% one-sided CI of the risk ratio derived from the model. If the maximum
likelihood estimate of VE is 100% or negative infinity, the exact 97.5% one-sided CI is reported.

The observation period for the endpoint was from first dose up to 1 year in study.

COVID-19 endpoints were based on adjudicated events. Severity of COVID-19 events was defined using the
10-point WHO clinical progression scale (3 5).

Source: Main Efficacy Tables 1.4.2.1, 1.4.8.1, 1.4.14.1, 1.4.17.1, 1.4.20.1, Module 5.3.5.3.2.
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Time to First SARS-CoV-2 Virologically-confirmed COVID-19 Hospital Admission Occurring Post First Dose of Study Intervention (Days)

The time to first SARS-CoV-2 virologically-confirmed hospital admission occurring post first dose of study
intervention, in days, has been calculated as follows:

Date of SARS-CoV-2 virologically-confirmed test — (date of first dose of study intervention) +1. For censored
participants, the censoring time is from date of first dose of study intervention to last observed time during the
analysis period.

The observation period for the endpoint was from first dose up to 1 year in study. COVID-19 events are
adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic acid amplification
test. COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.
COVID-19 hospital admission is defined as WHO clinical progression scale > 4.

Source: Supplemental Figure IEMT 227, Module 5.3.5.3.2.
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®17 2 BB O#%#E1% 15 ALIEICHRIR L 7= SARS-CoV-2 BREDRBRIHT 579 F oA
#F (COV002 FHERDH)

Participants with events, n (%)
Analysis population AZD1222 Control VE 95% ClI Nominal
COVID-19 case definition n/N (%) n/N (%) (%) (%) P-value
SDSD + LDSD Seronegative for Efficacy Analysis Set (COV002 only)
Asymptomatic 27/4071 (0.66) 33/4136 (0.80) | 18.55 | (-35.40,51.01) | 0.429
SARS-CoV-2 infection *
Any virologically-confirmed | 100 /4071 (2.46) | 215/4136(5.20) | 53.71 | (41.36, 63.47) -
infection ®
SDSD Seronegative for Efficacy Analysis Set (COV002 only)
Asymptomatic 20/2692 (0.74) 19/2751(0.69) | -5.64 (-97.86, 0.864
SARS-CoV-2 infection * 43.60)
Any virologically-confirmed | 71/2692 (2.64) | 127/2751 (4.62) | 43.90 | (25.04, 58.01) -
infection ®

VE of AZD1222 versus control, the 95% CI and p-value were estimated based on Poisson regression with
robust variance including the term of study code, treatment, age group at screening (18-55 years, 56-69
years, and > 70 years) as covariates as well as the log of the follow-up time as an offset. VE was defined as
1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a percentage, where the
risk ratio was derived from the Poisson regression model with robust variance. The 95% CI for the VE was
obtained by taking 1 minus the 95% CI of the risk ratio derived from the model. The observation period for
the endpoint was 15 days post second dose up to 1 year in study.

Based on all symptomatic, asymptomatic, symptomatic non-primary, and unknown symptoms cases. VE is
defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression. The 95% (or 97.5% one-sided) CI for
the VE is obtained by taking 1 minus the 95% (or 97.5% one-sided) CI of the risk ratio derived from the
model. If the maximum likelihood estimate of VE is 100% or negative infinity, the exact 97.5% one-sided
Cl is reported. VE of AZD1222 versus control and the 95% CI were estimated based on Poisson regression
with robust variance including treatment as covariate as well as the log of the follow-up time as an offset.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

Source: Main Efficacy Tables 1.4.4.1, 1.4.4.2, Supplemental Table [EMT 218.1, 218.2, Module 5.3.5.3.2.
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L =% COVID-19 fEBIDRIRICHT 5TV FHZE (SDSD + LDSD M iF R EFZ
MR IR REE. SDSD M RIS MM REE. SDSD MRS
PEiEEMERITRER [#EERMRE4~128] )
Participants with events, n (%)
Analysis Set AZD1222 Control VE Nominal
Comorbidity at baseline n/N (%) n/N (%) (%) 95% ClI p-value
SDSD + LDSD Seronegative for Efficacy
Yes 34/3056 (1.11) 93/3102 (3.00) | 62.71 | (44.79, 74.82) <0.001
No 50/5241 (0.95) 149 /5156 (2.89) | 67.70 | (55.51,76.55) <0.001
SDSD Seronegative for Efficacy
Yes 28 /2592 (1.08) 76/2631(2.89) | 62.20 | (41.71,75.49) <0.001
No 46 /4309 (1.07) 115/4227 (2.72) | 61.62 | (45.98,72.73) <0.001
SDSD Seronegative for Efficacy (4-12 weeks dose interval)
Yes 25/2197 (1.14) 60/2173 (2.76) | 58.40 | (33.69, 73.90) <0.001
No 40 /3624 (1.10) 94 /3564 (2.64) | 59.23 | (40.99, 71.83) <0.001

VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with robust
variance including the term of treatment as well as the log of the follow-up time as an offset.

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression with robust variance. The 95% CI for the VE
is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test. COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or
WHO grade > 4.

Source: Supplemental Table IEMT 219.2.a,219.2.b, 175.1.a, 175.1.b, 175.2.a, 175.2.b, Module 5.3.5.3.2.
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FEMRHT SRR (35.8%) L LT, milin#E (56.4%) TEi<. Mg BT 2 EMRED K
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[(BEFERIfR 4~12:8] )

Participants with events

Analysis set AZD1222 Control VE 95% ClI
Age subgroup n/N (%) n/N (%) (%) (%) P-value

SDSD seronegative for efficacy analysis set, any dosing interval®

> 65 years 47703 (0.57) 8 /680 (1.18) 51.91 (-59.98, 85.54) 0.233

SDSD seronegative for efficacy analysis set (4—12 weeks dose interval)

> 65 years 4/ 687 (0.58) 77666 (1.05) 44.82 (-88.81, 83.88) 0.343

*  Asall participants aged > 65 years received SDSD, data are identical for the SDSD + LDSD Seronegative
for Efficacy Analysis Set.

VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with robust

variance including the term of treatment as well as the log of the follow-up time as an offset.

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a

percentage, where the risk ratio is derived from Poisson regression with robust variance. The 95% CI for the VE

is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic

acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.

The 4 to 12 weeks dosing interval range corresponds to > 28 days to < 84 days.

Abbreviations: CI = Confidence Interval; VE = Vaccine Efficacy.

Source: Tables 4.3.1.1 and 4.3.1.2; Supplemental Table IEMT 141.4.1.2, Module 5.3.5.3.2.
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11 5 BMLULEDRANIZHENT 2B EHDEFER 15 HLUEIZHIR L. SARS-CoV-2 BN
DA ILAZEHIZHER SN =-UROEEE COVID-19 DRFETOHBIZDODLVTOER
FERITED Kaplan-Meier BifR (SDSD MEFRIGEME BB RER)
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Subjects at risk
Control: n=| 680 370 114

AZDI1222:0=| 703 382 123

T T T T
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Tme to First SARS-CoV-2 Virologically-confirmed COVID-19 Occurrmg == 15 Days Post Second Dose (Days)

The time to first SARS-CoV-2 virologically-confirmed COVID-19 occurring >= 15 days post second dose of
study intervention, in days, has been calculated as follows:

Date of SARS-CoV-2 virologically-confirmed test — (date of second dose of study intervention + 15) +1. For
censored participants, the censoring time is from date of second dose of study intervention + 15 to last observed
time during the analysis period.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade >= 4.
Source: Age Figure 4.3.2.2, Module 5.3.5.3.2.
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% 20 65 BmLLEDRAIZE L THIEEER 22 B LRIZHIE L 1=% COVID-19 FEFI D FIR

ZXT 279 FoHHE (¥E SD MERGEEENERTRER)
Participants with events, n (%)
AZD1222 Control VE 95%:2 or Nominal

COVID-19 case definition (N = 945) (N= 896) (%) 97.5%" ClI p-value
COVID-19 (primary case a a a
definition) 6 (0.63) 13 (1.45) 55.87 (-16.08, 83.22) 0.097
COVID-19 hospitalisation 0 2(0.22) 100° (-404.85, NE)® 0.474°
COVID-19 severe disease 0 0 - - -
COVID-19 death 0 0 - - -
> 22 days post Dose 1 and (-417.07,
before Dose 2 b 1 (0.11) 2(0.22) 53.15 95.76) 0.536

a

VE of AZD1222 versus control, the 95% CI and p-value were estimated based on Poisson regression with
robust variance including the term of treatment, as well as the log of the follow-up time as an offset. VE
was defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio was derived from the Poisson regression model with robust variance. The
95% CI for the VE was obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

The maximum likelihood estimate of VE of AZD1222 versus control, the exact 97.5% one-sided and p-
value were estimated based on stratified Poisson regression with Exact Conditional Method including
treatment as factor, study code and age group at screening (18-55, 56-69, and >70 years) as strata factors, as
well as the log of total number of participants for each combination of treatment and strata. VE was defined
as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a percentage, where
the risk ratio is derived from stratified Poisson regression with Exact Conditional Method. The 97.5% one-
sided CI for the VE was obtained by taking 1 minus the 97.5% one-sided CI of the risk ratio derived from
the model.

The observation period for the endpoint was from the first dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test. Severity of COVID 19 events was defined using the 10 point WHO clinical progression
scale (¥ 5).

Source: Age Efficacy Tables 4.4.10.1,4.4.3.1,4.4.15.1, and 4.4.18.1, Supplemental Table [EMT 212.2.2,
Module 5.3.5.3.2.
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65 MU LDBAICE N THEHEEZRICHKR L =% COVID-19 FEFIDHERICKHT 5
D0 FUoREMER (EEEAMWEEMTNRER)

Participants with events, n

(%)
AZD1222 Control VE 95%:2 or Nominal
COVID-19 case definition (N =1038) (N=973) (%) 97.5%" ClI p-value
Gefinition) (primay case 10 (0.96) 20206 | X | (046,7800)" | 0.051°
COVID-19 hospitalisation 0 4(0.41) 100° (-42.00, NE)® 0.110°
COVID-19 severe disease 0 0 - - -
COVID-19 death 0 0 - - -

a

VE of AZD1222 versus control, the 95% CI and p-value were estimated based on Poisson regression with

robust variance including the term of treatment, as well as the log of the follow-up time as an offset. VE
was defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio was derived from the Poisson regression model with robust variance. The
95% CI for the VE was obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

The maximum likelihood estimate of VE of AZD1222 versus control, the exact 97.5% one-sided and p-

value were estimated based on stratified Poisson regression with Exact Conditional Method including
treatment as factor, study code and age group at screening (18-55, 56-69, and >70 years) as strata factors, as
well as the log of total number of participants for each combination of treatment and strata. VE was defined
as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a percentage, where
the risk ratio is derived from stratified Poisson regression with Exact Conditional Method. The 97.5% one-
sided CI for the VE was obtained by taking 1 minus the 97.5% one-sided CI of the risk ratio derived from

the model.

Source: Age Efficacy Table 4.4.2.1,4.4.8.1,4.4.14.1,4.4.17.1, Module 5.3.5.3.2.
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Kaplan-Meier B (EEERMERTARER)

Treatment
Control

B0 |y AZD1222

0.025

0.020

0.015

0.010

Cummulative Incidence

0.005

0.000

Subjects at risk
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AZD1222:n=|1038 944 597 280 1
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Tmme to First SARS-CoV-2 Virologically-confirmed COVID-19 Occurring Post First Dose (Days)

The time to first SARS-CoV-2 virologically-confirmed COVID-19 occurring post first dose of study
intervention, in days, has been calculated as follows:

Date of SARS-CoV-2 virologically-confirmed test - date of first dose of study intervention + 1. For censored
participants, the censoring time is from date of first dose of study intervention to last observed time during the
analysis period.

The observation period for the endpoint was from first dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade >= 4.
Source: Age Figure 4.4.9.1, Module 5.3.5.3.2.

2.7.3.34.3 Ed]
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& 22 EDOANOFETZHFERVA—R 54 VEOE (SDSD + LDSD B RGIEEARIEFET T RER)

UK Brazil South Africa
Parameter AZD1222 Control Total AZD1222 Control Total AZD1222 Control Total
(N=4427) | (N=4521) | (N=8948) | (N=3414) | (N=3339) | (N=6753) | (N=756) @ (N=721) | (N=1477)
Age (years) at screening
Mean 44.22 44.44 44.33 40.58 40.34 40.46 33.19 32.88 33.04
SD 14.32 14.25 14.29 13.19 13.03 13.11 11.26 11.38 11.31
Median 43.00 43.00 43.00 38.00 38.00 38.00 31.00 30.00 31.00
Min 18.0 18.0 18.0 18.0 18.0 18.0 18.0 18.0 18.0
Max 86.0 88.0 88.0 85.0 86.0 86.0 65.0 65.0 65.0
Age group at screening, n (%)
18 to 64 years 3928 (88.7) | 4011(88.7) | 7939 (88.7) | 3211 (94.1) | 3170 (94.9) | 6381 (94.5) | 755(99.9) | 720(99.9) | 1475 (99.9)
> 65 years 499 (11.3) | 510(11.3) | 1009 (11.3) | 203 (5.9) 169 (5.1) 372 (5.5) 1(0.1) 1(0.1) 2(0.1)
Sex, n (%)
Female 2569 (58.0) | 2722 (60.2) | 5291 (59.1) | 1936 (56.7) | 1839 (55.1) | 3775(55.9) | 311 (41.1) 319 (44.2) 630 (42.7)
Male 1858 (42.0) | 1799 (39.8) | 3657 (40.9) | 1478 (43.3) | 1500 (44.9) | 2978 (44.1) | 445 (58.9) 402 (55.8) 847 (57.3)
Race *, n (%)
White 4056 (91.6) | 4186 (92.6) | 8242 (92.1) | 2273 (66.6) | 2249 (67.4) | 4522 (67.0) | 114 (15.1) | 121(16.8) | 235(15.9)
Asian 237 (5.4) 219 (4.8) 456 (5.1) 83 (2.4) 66 (2.0) 149 (2.2) 0 0 0
Black 26 (0.6) 18 (0.4) 44 (0.5) 336 (9.8) | 336(10.1) | 672(10.0) | 510(67.5) | 466 (64.6) | 976 (66.1)
Other 29 (0.7) 23 (0.5) 52(0.6) 432 (12.7) | 393(11.8) | 825(12.2) | 131(17.3) | 132(18.3) | 263(17.8)
Mixed 76 (1.7) 73 (1.6) 149 (1.7) 282 (8.3) 286 (8.6) 568 (8.4) 0 0 0
CONFIDENTIAL AND PROPRIETARY 78(130)

184(236)



2.7.3  ERRAOEZIME 2

AstraZeneca
AZD1222
* 22 ERIDONOFEFRFERUR—R S 4 VO (SDSD + LDSD ME R ISR EET I RER)
UK Brazil South Africa
Parameter AZD1222 Control Total AZD1222 Control Total AZD1222 Control Total
(N=4427) | (N=4521) | (N=8948) | (N=3414) | (N=3339) | (N=6753) | (N=756) @ (N=721) | (N=1477)
Comorbidity at baseline®, n (%)
Yes 1554 (35.1) | 1655(36.6) | 3209 (35.9) | 1337 (39.2) | 1277 (38.2) | 2614 (38.7) | 165(21.8) | 170 (23.6) | 335(22.7)
No 2592 (58.5) | 2568 (56.8) | 5160 (57.7) | 2061 (60.4) | 2037 (61.0) | 4098 (60.7) | 588 (77.8) | 551 (76.4) | 1139 (77.1)
Missing 281(6.3) | 298(6.6) | 579(6.5) 16 (0.5) 25(0.7) 41 (0.6) 3(0.4) 0 3(02)

Each race category counts participants who selected that category. Arab is counted under white.

Comorbidities at baseline = Yes if any comorbidity (BMI > 30 kg/m?2 at baseline, cardiovascular disorder, respiratory disease or diabetes) is Yes.
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2.7.3.3.43.2 [ERIOBEEIRNR K VBB

HIMED TN RS ERI 1 HHEFERIR K A EIZOW T, 3 VEBOHERE TN
b (&23) . ﬁ@%&%ﬁ%f VXBERE IR O FAPH AN A < | BEFERREAY 12 W LA EogeERE o
AN A34% ThHoTz, 7T VNRKORET 7V BTk, KES OWBRE CHERERINREIL 6 1 A

(T TN T723%, T 7 U 71 937%) THY . %77 U J CITBERERE DS 12 BRELL Lok
[ AYA/EEY

H[E TITPBRE DI 3 45D 2 (68.9%) 7 SDSD O AT, #1343 1 (31.1%) 7% LDSD
O ZZ T 7208, M7 7V 4 CTlk LDSD O %2 52 1 728 H OB & IHME< 22%) . 77
LTI EWERE A SDSD OFEfE 2521 7= (3¢ 23) , SDSD ILif S Ratt A Mgt e G4 ]
%, BERERIFR DT — % 1% SDSD + LDSD IfLif S B MR MMERRAT ST G 8RR & FHIEL L TV e ps, 3%
ENC R 2 MRS 12 ML EOBERE OFEIG N DT 0K~ 72 (38.6%) (5553 3.5.3.2
TH Country Safety Table 3.2.1.6.a, Table 3.2.1.6.b, Table 3.2.1.6.c ZHf) |

& 23 ERDBEZERR (SDSD + LDSD MiERIGIEMER 2T REH)

UK Brazil South Africa
AZD1222 | Control | AZD1222 | Control | AZD1222 | Control
Parameter (N=4427) | (N=4521) | (N=3414) | (N=3339) | (N=756) | (N=721)

Dose level %, n | LDSD 1379 (31.1)| 1385 (30.6) 0 0 17 (2.2) 17 (2.4)
(%)
SDSD 3048 (68.9)| 3136 (69.4) 3414 3339 739 (97.8) | 704 (97.6)
(100.0) (100.0)
Dose <6 weeks 728 (16.4) | 733 (16.2) | 2469 (72.3)| 2451 (73.4)| 708 (93.7) | 687 (95.3)
schedule, n
(%)

>6-<9 weeks | 555(12.5) | 488 (10.8) | 525 (15.4) | 506 (15.2) | 44(5.8) | 29 (4.0)
>9 - <12 weeks | 1223 (27.6)| 1302 (28.8)| 303 (8.9) | 287 (8.6) | 4(0.5) 5(0.7)
>12 weeks 1921 (43.4)] 1998 (44.2)| 117 (3.4) | 95 (2.8) 0 0

DCO (07 Dec 2020)
SD = Standard dose; LD = Low dose.

a

Dose level of control group is decided by the dose level of corresponding vaccine group.
Source: Country Efficacy Tables 3.2.1.2.a, 3.2.1.2.b, 3.2.1.2.c, Module 5.3.5.3.2.
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23, AZDI222 BETIEWT N HRBO Lo T,

*24 EERVIFIDILOBEANCENT 2 [EHOEER 15 BLBEIZHIR L =& COVID-

19 EEFIDFEIRIC T STV FH%E (SDSD + LDSD IiE & IEFE1EE $hi% AE AT xt

REH)

Participants with events, n
(%)
VE 95%:2 or Nominal

COVID-19 case definition | AZD1222 Control (%) 97.5%® ClI p-value
UK N =4427 N=4521
dceoﬁ\ﬁt?o'g (primary case 33 (0.75) 133 (2.94) 75.20° (63.71, 83.06)° <0.001°
COVID-19 hospitalisation 0 2 (0.04) 100° (-443.76, NE)® 0.511°
COVID-19 severe disease 0 1 (0.02) 100° (-3882.81, NE)° >0.999°
COVID-19 death 0 0 - - -
BRAZIL N =3414 N =3339
dceoﬁ\ﬁt?o'g (primary case 49 (1.44) 112 (3.35) 57.61° (40.73, 69.68)° <0.001°
COVID-19 hospitalisation 0 7(0.21) 100 (32.14,NE)® 0.014
COVID-19 severe disease 0 1 (0.03) 100°® (-3714.32, NE)® 0.989
COVID-19 death 0 0 - - -

*  VE of AZD1222 versus control, the 95% CI and p-value were estimated based on Poisson regression with
robust variance including the term of treatment, as well as the log of the follow-up time as an offset. VE
was defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio was derived from the Poisson regression model with robust variance. The
95% CI for the VE was obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

b The maximum likelihood estimate of VE of AZD1222 versus control, the exact 97.5% one-sided and p-
value were estimated based on stratified Poisson regression with Exact Conditional Method including

treatment as factor, study code and age group at screening (18-55, 56-69, and >70 years) as strata factors, as
well as the log of total number of participants for each combination of treatment and strata. VE was defined
as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a percentage, where
the risk ratio is derived from stratified Poisson regression with Exact Conditional Method. The 97.5% one-
sided CI for the VE was obtained by taking 1 minus the 97.5% one-sided CI of the risk ratio derived from
the model.

The observation period for the endpoint was from 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test. Severity of COVID 19 events was defined using the 10 point WHO clinical progression

scale (¥ 5).
Source: Country Efficacy Tables 3.3.1.1.a, 3.3.1.1.b,3.4.1.1.a,3.4.1.1.b, 3.4.13.1.a,3.4.13.1.b, 3.4.16.1.a,
3.4.16.1.b,3.4.19.1.a, and 3.4.19.1.b, Module 5.3.5.3.2.
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% 25 EERUVUISVILOBANIZE T 2 B HOEMER 15 B LIEIZHE L =& COVID-

19 EBIDRBIZHT ST FoAZE (SDSD MFRICIEEAZNIERTHRE

=)
Participants with events, n
(%)

VE 95%:2 or Nominal
COVID-19 case definition | AzZD1222 Control (%) 97.5%" ClI p-value
UK N =3048 N=3136
dceoﬁ\ﬁt?o'g (primary case 23 (0.75) 82 (2.61) 7170 * (55.07, 82.17)¢ <0.001°
COVID-19 hospitalisation 0 1 (0.03) 100° (-3912.60, NE)® >0.999°
COVID-19 severe disease 0 0 - - -
COVID-19 death 0 0 - - -
BRAZIL N =3414 N =3339
dceoﬁ\riilt?;)g (primary case 49 (1.44) 112 (3.35) 57.61° (40.73, 69.68)° <0.001°
COVID-19 hospitalisation 0 7(0.21) 100 (32.14, NE)° 0.014
COVID-19 severe disease 0 1 (0.03) 100 °- (-3714.32, NE)® 0.989
COVID-19 death 0 0 - - -

a

VE of AZD1222 versus control, the 95% CI and p-value were estimated based on Poisson regression with

robust variance including the term of treatment, as well as the log of the follow-up time as an offset. VE
was defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio was derived from the Poisson regression model with robust variance. The
95% CI for the VE was obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

The maximum likelihood estimate of VE of AZD1222 versus control, the exact 97.5% one-sided and p-

value were estimated based on stratified Poisson regression with Exact Conditional Method including

treatment as factor, study code and age group at screening (18-55, 56-69, and >70 years) as strata factors, as
well as the log of total number of participants for each combination of treatment and strata. VE was defined
as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a percentage, where
the risk ratio is derived from stratified Poisson regression with Exact Conditional Method. The 97.5% one-
sided CI for the VE was obtained by taking 1 minus the 97.5% one-sided CI of the risk ratio derived from
the model.

The observation period for the endpoint was from 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification. Severity of COVID 19 events was defined using the 10 point WHO clinical progression scale
(3 5).

Source: Country Efficacy Tables 3.3.1.2.a, 3.3.1.2.b,3.4.1.2.a,3.4.1.2.b, 3.4.13.2.a,3.4.13.2.b, 3.4.16.2.a, and
3.4.16.2.b, Module 5.3.5.3.2.
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& 26 RERUVIT I DILORAITE T 2 BIH O#EER 15 B LRI L =% COVID-
19EBIDRBRIHT 570 F o ARFE (SDSD MFRIGIEMER AR RER
[FEFERIfR 4~12 8] )

Participants with events, n
(%)

VE 95%:2 or Nominal
COVID-19 case definition AZD1222 Control (%) 97.5%" ClI p-value
UK N=1973 N=1978
dceoﬁ\ﬁt?o'g (primary case 17 (0.86) 49 (2.48) 66.12 (41.22,80.47)* | <0.001
COVID-19 hospital admission 0 2 (0.07) 100 (-436.17, NE)® 0.503
COVID-19 severe disease 0 0 - - -
COVID-19 death 0 0 - - -
BRAZIL N =3302 N =3232
dceoﬁ\ﬁt?o'g (primary case 47 (1.42) 105 (3.25) 56.75 (39.03,69.32)* | <0.001
COVID-19 hospital admission 0 7(0.22) 100 (32.09, NE)° 0.014
COVID-19 severe disease 0 1 (0.03) 100 (-3717.32, NE)® 0.989
COVID-19 death 0 0 - - -

COVID-19 (primary case definition): VE of AZD1222 versus control, the 95% CI and p value were estimated
based on Poisson regression with robust variance including the term of treatment as well as the log of the follow-
up time as an offset.

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression with robust variance. The 95% CI for the VE
is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

Hospital admission, severe or death: The maximum likelihood estimate of VE of AZD1222 versus control, the
exact 95% CI (or 97.5% one-sided) and p value were estimated based on Poisson regression with Exact
Conditional Method including the term of treatment. VE is defined as 1-(incidence from the AZD1222 arm /
incidence from the control arm) expressed as a percentage, where the risk ratio is derived from Poisson
regression with Exact Conditional Method. The 95% (or 97.5% one-sided) CI for the VE is obtained by taking 1
minus the 95% (or 97.5% one-sided) CI of the risk ratio derived from the model. If the maximum likelihood
estimate of VE is 100% or negative infinity, the exact 97.5% one-sided CI is reported.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test. Severity of COVID 19 events was defined using the 10 point WHO clinical progression
scale (¥ 5).

Source: Supplemental Table IEMT 141.3.1.2.a, 141.3.1.2.b, 141.3.2.2.a, 141.3.2.2.b, 141.3.5.1.a, 141.3.5.1.b,
141.3.6.1.a, and 141.3.6.1.b, Module 5.3.5.3.2.
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13 EERUVITIDILOBRANIZE T 2 B HOEER 15 BLUREIZHEI L. SARS-CoV-2
DTN RAZRIHER SN -FROAERME COVID-19 DHRITE TOHOHMIZ DL
THRBEFEIRED Kaplan-Meier Bi#¢ (SDSD + LDSD ;& R GE B I AZHT R
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The time to first SARS-CoV-2 virologically-confirmed COVID-19 occurring >= 15 days post second dose of
study intervention, in days, has been calculated as follows:

Date of SARS-CoV-2 virologically-confirmed test — (date of second dose of study intervention + 15) +1. For
censored participants, the censoring time is from date of second dose of study intervention + 15 to last observed
time during the analysis period.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade >= 4.
Source: Country Efficacy Figure 3.3.2.1, Module 5.3.5.3.2.

H[EH] N VT T DV OHEERFE TlX, SD OFJaEERER% 22 B LAKEIZFEEL L 7= COVID-19 (2545 F
BHZh L2328 Bt (3F227) . BEE T T UL OERE ClX. AZDI1222 B CHlEIEER% 22 A
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x 27 EERVITZIDILOHEANCENTHEEER 22 BLBRICFIR L =& COVID-19 fE
BIORRIZHT HT0F oEHE (F]E SD MFERSEEREMIEETRER)
Participants with events
95% CI?
VE 97.5% CI°

Analysis set AZD1222 Control (%) (%) P-value
UK N=3737 N=3748
COVID-19 (primary case a
definition) 47 (1.206) 119 (3.18) 60.54 | (44.76,71.82) <0.001
COVID-19 hospital admission 0 3 (0.08) 100 (-142.71, NE)°® 0.251
COVID-19 severe disease 0 0 - - -
COVID-19 death 0 0 - - -
Brazil N =4795 N =4789
COVID-19 (primary case a
definition) 78 (1.63) 203 (4.24) 62.29 | (51.07,70.93) <0.001
COVID-19 hospital admission 0 11 (0.23) 100 (60.21, NE)° <0.001
COVID-19 severe disease 0 2 (0.04) 100 (-431.79, NE)® 0.499
COVID-19 death 0 1(0.02) 100 | (-3795.12,NE)® | >0.999

*  VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with
robust variance including the term of treatment as well as the log of the follow-up time as an offset.VE is
defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression with robust variance. The 95% CI for the
VE is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

b The maximum likelihood estimate of VE of AZD1222 versus control, the exact 95% CI (or 97.5% one-
sided) and p value were estimated based on Poisson regression with Exact Conditional Method including
the term of treatment. VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control
arm) expressed as a percentage, where the risk ratio is derived from Poisson regression with Exact
Conditional Method. The 95% (or 97.5% one-sided) CI for the VE is obtained by taking 1 minus the 95%
(or 97.5% one-sided) CI of the risk ratio derived from the model. If the maximum likelihood estimate of VE
is 100% or negative infinity, the exact 97.5% one-sided CI is reported.

The observation period for the endpoint was from 22 days post first dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic

acid amplification test. Severity of COVID 19 events was defined using the 10 point WHO clinical progression

scale (¥ 5).

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.
Source: Country Tables 3.4.3.1.a,3.4.3.1.b, 3.4.10.1.a, 3.4.10.1.b, 3.4.15.1.a, 3.4.15.1.b, 3.4.18.1.a, 3.4.18.1.D,

Module 5.3.5.3.2.

HEKR VT T N OWRE TIL, N—2 T A UIEEOIMGRIGZ RIS, PR % OB —
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% 28 EERVIZIDILOHENE N THEZEERICHER L =& COVID-19 FEFIDFEBRI
XY BHIVIF AR (EEEAMMETTRER)
Participants with events
95% CI?
AZD1222 Control VE 97.5% CIb P-

Analysis set n/N (%) n/N (%) (%) (%) value
UK N =5575 N = 5558
COVID-19 (primary case (44.24,
definition) 83 /5575 (1.49) 191/5558 (3.44) | 56.85 66.61)° <0.001
COVID-19 hospital admission 0 4 (0.07) 100 (-51.02, NE)® 0.124
COVID-19 severe disease 0 1 (0.02) 100 (_3;?58)51 L 0.998
COVID-19 death 0 0 - - -
Brazil N =5207 N =5209
COVID-19 (primary case (40.71,
definition) 129 (2.48) 265 (5.09) 51.95 61.06)° <0.001
COVID-19 hospital admission 2 (0.04) 18 (0.35) 89.03 (95724762); 0.003
COVID-19 severe disease 0 2 (0.04) 100 ('ﬁé')f@ 0.500
COVID-19 death 0 1 (0.02) 100 (_3123(])51)}350’ >0.999

VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with

robust variance including the term of treatment as well as the log of the follow-up time as an offset.VE is
defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression with robust variance. The 95% CI for the
VE is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

b The maximum likelihood estimate of VE of AZD1222 versus control, the exact 95% CI (or 97.5% one-
sided) and p value were estimated based on Poisson regression with Exact Conditional Method including
the term of treatment. VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control
arm) expressed as a percentage, where the risk ratio is derived from Poisson regression with Exact
Conditional Method. The 95% (or 97.5% one-sided) CI for the VE is obtained by taking 1 minus the 95%
(or 97.5% one-sided) CI of the risk ratio derived from the model. If the maximum likelihood estimate of VE

is 100% or negative infinity, the exact 97.5% one-sided CI is reported.

The observation period for the endpoint was from 22 days post first dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test. Severity of COVID 19 events was defined using the 10 point WHO clinical progression
scale (# 5). COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO

grade > 4.

Source: Country Tables 3.4.2.1.a,3.4.2.1.b,3.4.8.1.a,3.4.8.1.b,3.4.14.1.a,3.4.14.1.b,3.4.17.1.a, 3.4.17.1.b,

Module 5.3.5.3.2.
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29 RERVIT I DILORANENTHEEER 22 B0 5 2 [0 EH QEBEX (I HEEER
12 BF TIZHI L., SARS-CoV-2 BEMNV AL RAFHIHERR S =R DIERMSE
COVID-19 MERICHT 52TV FoAME (#E SD MiFRISIEEANERTHRE

=)
Participants with events
AZD1222 Control VE 95% ClI P-

Follow-up time Country n/N (%) n/N (%) (%) (%) value
> 22 days post Dose 10/3478 (-29.51,
1 and before Dose 2, UK 4/3737 (0.11) (0.27) 59.37 87.25) 0.128
censored at 12

. 13 /4795 53 /4789
weeks Brazil (0.27) (1.11) 75.65 (55.34,86.72) | <0.001

VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with robust
variance including the term of treatment as well as the log of the follow-up time as an offset.

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression with robust variance. The 95% CI for the VE
is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test. COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or
WHO grade > 4.

The participants are censored before the second dose of study intervention or 12 weeks (84 days) post the first
dose if earlier.

Source: Supplementary Table IEMT 98.2.2, 98.2.3, Module 5.3.5.3.2.

F7 7 U OBRE BT DU 7 F o ARNREERI0ITRT, M7 7Y OWRE TIx., Kfif
WretBEMIZ BT D COVID-19 FEFIE A D72 <. AZD1222 OF R Zfimfh i 2 2 & XN T
bHot-, T 7V B OHEERE TiE. FEIAE COVID-19 X% COVID-19 [ZBHE L 72 AFEITEe s iz
Mol

CONFIDENTIAL AND PROPRIETARY 89(130)
195(236)



2.7.3  ERRAOEZIME 2 AstraZeneca
AZD1222

% 30 A7 7V NhDOBANIZETSHE COVID-19 FEFIDHKRIZT 5T 0 FUoBAME

(SDSD + LDSD mERIGEMER M MEFE MR EH. #E SD MFRGEEFRHE
BT REE. SEEFUMHETHRER)
Participants with events
AZD1222 Control VE 95% ClI P-
Analysis set n/N (%) n/N (%) (%) (%) value
SDSD + LDSD Seronegative for Efficacy Analysis set, > 15 Days After Second Dose
COVID-19 (primary case 2 (0.26) 3(0.42) 37.04 | (-277.20,89.49) | 0.612
definition)
COVID-19 hospital admission 0 0 - - -
COVID-19 severe disease 0 0 - - -
COVID-19 death 0 0 - - -
Dose 1 SD Seronegative for Efficacy Analysis Set, > 22 Days After First Dose
COVID-19 (primary case 4 /803 (0.50) 9/775 (1.16) 57.84 | (37.15,87.04) 0.151
definition)
COVID-19 hospital admission 0 0 - - -
COVID-19 severe disease 0 0 - - -
COVID-19 death 0 0 - - -
Any Dose for Efficacy Analysis Set, Post First Dose
COVID-19 (primary case 29/1012 (2.87) 26 /1009 (2.58) -9.57 | (-86.99,35.80) | 0.738
definition)
COVID-19 hospital admission 0 0 - -
COVID-19 severe disease 0 0 - -
COVID-19 death 0 0 - -

Abbreviations: CI = Confidence Interval. VE = Vaccine Efficacy.

VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with robust
variance including the term of treatment as well as the log of the follow-up time as an offset.VE is defined as 1-
(incidence from the AZD1222 arm / incidence from the control arm) expressed as a percentage, where the risk
ratio is derived from Poisson regression with robust variance. The 95% CI for the VE is obtained by taking 1
minus the 95% CI of the risk ratio derived from the model.

The observation period for the endpoint was from 22 days post first dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test. Severity of COVID 19 events was defined using the 10 point WHO clinical progression

scale (¥ 5).
COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.

Source: Country Tables 3.3.1.1.¢c,3.4.1.1.¢c,3.4.2.1.c,3.4.3.1.c,3.4.8.1.c,3.4.10.1.c,3.4.13.1.c,3.4.14.1 c,
34.15.1.c,3.4.16.1.c,3.4.17.1.c, and 3.4.18.1.c, Module 5.3.5.3.2.
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AR LR . AZD1222 13 SARS-CoV-2 15t A ik ez 5k (b1 S Hifk, HT RBD
P&, ROHFIHUR) 2 HIcFE T 5 2 LR ENTz, ZDO%h %L SDSD + LDSD % 5 iR
Mkl S4E . SDSD 6o R fRMT %I S 4E M, K OY LDSD F MM st R EM T — & L TRO 5
i,

2.7.3.35.1 i{KEDHTE

2733511 MEREANDOHRR /A 7kl R OChfAfoEE

SDSD + LDSD $o % JFMfEAT ST RN I 1T 5 _X— R T A IO MG RS Dt o ERE ¢
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WTH AZDI222 IC X ARG DFFEN A RETH H Z S IFEERFT R TH S (Moscola et al
2020) .

SDSD + LDSD %o JFMEMRAT S G242 [ K Tf SDSD o388 JEME AT et REEFNC BT HR—RA T A
BED MG RSB EMEOBERF TIL, WI b 2 [0 B OBFEZIZHT S HiiRD GMT (X HIZ EH- Lz
(£ 31) . 2 HOEM%E OISO LS, B D A NV ARRHURSHTIEIC X 2 gL ism
(£ 33) . ETANVAFRPURSATIEC LD FFfnbuisfl (55 5346 3.5.3.2 T8 Immuno Table
1.7.1.3.1, Table 1.7.1.3.2 /) X O RBD HiufAfii (55 5356 3.5.3.2 X Immuno Table 1.7.1.2.1,
Table 1.7.122 2/) T-EL RO LNT,

2733512 MHAEHAMNDORERERE

R—=2A T A VIREOIEBEEOFE, [H, LR Y —= FTHREOEIZ L D EF OWT
TYH., AZDI1222 OB K O 2 [B] H OBEFE% 1Z SARS-CoV-2 (213 2 it mit (Br S
PUAR, PLRBD FifR, K OHFRIHUER) OWFFEENFRD bz, WO ER T, iR
Flf% M O 2 [5] H OFEFE OPURISE RIT, 2EROGEFRIEMT S SEM O R L — B L T\,
BT 280 S FUIBRA L O FIFUAM (BT A NV R) OFEREZLITFITRT,

R—RS5A VEICERERETT HBA

WIEHERE% e ON 2 [l H OBFE#HOWTINTH, PLSHUA (F31) KMER T A LR % Fni-h
iR (% 33) O GMTIZOW T, R EOFEIZ L 0 RO Z TR Lo Tz, 2
OFTRIFFET A NV AZ W RPUA T H RS S 41U, SDSD + LDSD 0% JFEfEHT X SR AEM 125
VB WIalEERE R e ON 2 (5] H OB O R AIPUAD GMT 13, BEEERBEZ A SR WIBRE T2z
A1176.28 AU/mL & TN 594.70 AU/mL, SEREREEAEH T 5 H8E TENZI 170.60 AU/mML LY
516.65 AUmML TH -7~ (& 5% 3.5.3.2 I Immuno Table 2.7.1.3.1.a. Table2.7.1.3.1.b &) |

5|

SDSD (2 & % 2 [BEEI L9 X COETHEh Siiz7=0, [EHBI O Tl SDSD 5eE R A AT
GAEEMZHWD Z N biEY L E 2 bINLD, SDSD G [FE AR 6 S M Tld, HIREEREE I
BE, 7T, ROMET 7V I OWERE CRRE O S FUROFENEO bz (F31) , »
FTHOETS 2 [0 O#EFEZICH S HiRD GMT 1XH 12 EF- L2, 77 DL owig ClikE
KO T 7 U 51 OB & el LT GMT M ERIZIR ) - 72, RIS, 77 UL ogRE Tk
2 [B] B OBFES OB T A NV A% TR FIHUED GMT bR -7 (F33) . REOHERE &
T T UNDOWERE DOFET, BB E ORI LD LD TH L AREMENDH D (2.7.33.6.1 TES
M) o 7T 7V I OYERE TITAR D A )V A RFIHURSHIEIC X 2 HRBUAM L E 2> > 7203,
T—HJ v AT RSB T DI RGN D Ip o T T, TG OT —Z OfFRIZIZEE
DRETHDLEEZOND,

=0E (5 mLlE)

SDSD G R AREAT R REER (65 LA EOERF 1TV T vt SDSD A #2ff) TiL, alEEfE%
KOR2 B HOEFEZEOWNTITYH, FLSHUR (FF31) KOHRHUR (B YA LX) (3 33)
D GMT 1L, 18~64 i DELA & ik LT 65 melh EOR A CEAEIITAR > 72,

COV002 #BR THERR S VIR 2 Sl H 1 31T 2 IEISDRRT —F b, fE Rk OH
FHUARBOS T EED < S RUEIR, EFEDRAN EBMERICEIT RN L3RS TN D

(Ramasamy et al 2020) . AMEI R L2 Tk, NY 7 — b IniemotnEa i L, g
B, EREEEZAET L E 250 LV RHRERZ R L LTV D ERERR> TN D,
F7o. 65 Ll EDRA DKy CHEFEMIE D 6 R CTh o 72 2 & 25, HFURiOEER 22K T
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IR L TV D REMER H D (2.7.3.3.6.1 LR ONE 35 BR) |, ZHEIR 1O AIREME N & 5 BEFE R RR
DB A RN D726, SDSD S [FRMEREAT R SAE RN 31T 2 H1 S Hridih & 48 i Mo OVBEFE#] R C
JERIb LT, #BRE I I 1T D50 S HURM O H AL 65 kLA EOYEERE TIR o 7203, HEfE

MRELS 4 BLLE 8 ARG OB (21T DU S PUAM O FIAEIZ OV TIX, 65 kL EO#ERE &
18~64 I DWIRE DT/ NS oo Te, FRIPUARM (BT ANV AKLDRET A VRA) IZO0TH
FAROME DGR Hivlz (HRIEPRRER 2 0 2.7.24.1.53 HEZM]H) |
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AZD1222

x 31 BB EERID SARS-CoV-2 IR T DR/ V ikl (RERMEEFTRER)

AstraZeneca

SDSD + LDSD SDSD
Subgroup Timepoint Statistic AZD1222 Control AZD1222
SEROSTATUS N 2122 1569 1746
Seronegative 28 days post Dose 1 |n/ N 1715 /2079 1374 /1536 1466 / 1706
GMT 8104.51 56.08 8358.03
(95% CI) (7676.5, 8556.4) (524, 60.1) (7879.2, 8866.0)
28 days post Dose 2 |n/ Ngw 1751 /2079 1415/ 1536 1511/1706
GMT 31496.64 60.98 30599.75
(95% CI) (30072.4, 32988.3) (56.5, 65.8) (29137.1, 32135.9)
Seropositive 28 days post Dose 1 |n/ Ngw 38/43 32/33 35/40
GMT 140020.35 5961.97 139010.44
(95% CI) (98697.5, 198644.4) (2548.1, 13949.7) (95429.0, 202495.1)
28 days post Dose 2 |n/ Ngw 39/43 30/33 36/40
GMT 106461.24 6049.67 103804.24
(95% CI) (74927.2, 151266.8) (2704.2, 13533.8) (712601.1, 150490.9)
COMORBIDITY * N 1989 1489 1616
Yes 28 days post Dose 1 n / Ngup 602 /733 499 / 557 523 /609
GMT 7786.38 58.89 7740.19
(95% CI) (7075.9, 8568.2) (524, 66.2) (6987.7, 8573.7)
28 days post Dose 2 |n/ Ngw 612 /733 515/557 5357609
GMT 28407.09 62.17 2722547
(95% CI) (26225.0, 30770.8) (54.9,70.5) (25020.4, 29624.9)
No 28 days post Dose 1 |n/ Ny 1040/ 1256 839/932 870/ 1007
GMT 8258.31 54.81 8729.75
(95% CI) (7713.3, 8841.8) (50.2, 59.8) (8095.3,9413.9)
28 days post Dose 2 |n/ Ngw 1066 / 1256 864 /932 903 /1007
GMT 31448.17 60.43 30450.14
(95% CI) (29691.9, 33308.3) (54.7, 66.8) (28658.7, 32353.6)
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AZD1222

x 31 BB EERID SARS-CoV-2 IR T DR/ V ikl (RERMEEFTRER)

SDSD + LDSD SDSD
Subgroup Timepoint Statistic AZD1222 Control AZD1222
COUNTRY ® N 2079 1536 1706
UK 28 days post Dose 1 |n/ Ngw 1177/ 1474 849 /944 931/1104
GMT 7584.90 46.51 7821.69
(95% CI) (7114.3, 8086.6) (43.1,50.2) (7276.2, 8408.0)
28 days post Dose 2 |n/ Ny 1169/ 1474 847 /944 932/1104
GMT 34637.97 49.97 33823.39
(95% CI) (32781.9, 36599.1) (45.8, 54.5) (31866.0, 35901.0)
Brazil 28 days post Dose 1 |n/ Ngw 4357495 423 /486 435/ 495
GMT 9269.10 73.96 9269.10
(95% CI) (8262.1, 10398.8) (64.6, 84.6) (8262.1, 10398.8)
28 days post Dose 2 |n/ Ny 472 /495 463 /486 472 /495
GMT 24689.35 79.37 24689.35
(95% CI) (22535.0, 27049.7) (68.7,91.7) (22535.0, 27049.7)
South Africa 28 days post Dose 1 |n/ N 103 /110 102 /106 100/ 107
GMT 9801.76 84.46 9880.93
(95% CI) (7993.2, 12019.5) (60.3, 118.3) (8016.0, 12179.7)
28 days post Dose 2 |n/ Ngw 110/110 105/ 106 107 /107
GMT 32603.69 94.98 32960.19
(95% CI) (26938.6, 39460.1) (64.8, 139.2) (27103.6, 40082.2)
AGE*® N 2079 1536 1706
Age 18-64 28 days post Dose 1 |n/ Ngw 1562/ 1815 1225/1361 1313 /1491
GMT 8346.27 58.11 8686.59
(95% CI) (7887.7, 8831.5) (54.0, 62.5) (8165.4, 9241.0)
28 days post Dose 2 |n/ Ngw 1590/ 1815 1258 / 1361 1350/ 1491
GMT 33105.27 64.13 32337.05
(95% CI) (31548.8,34738.5) (59.1, 69.6) (30720.8, 34038.4)
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AstraZeneca

AZD1222
= 31 &R D SARS-CoV-2 [ZxT B R/ A Vinfkili (REREETRER)
SDSD + LDSD SDSD
Subgroup Timepoint Statistic AZD1222 Control AZD1222
Age >65 28 days post Dose 1 |n/ N 153 /264 149 /175 153 /215
GMT 6003.41 41.86 6003.41
(95% CI) (4974.9, 7244.6) (34.0,51.5) (4974.9, 7244.6)
28 days post Dose 2 |n/ N 161 /264 157/175 161/215
GMT 19258.50 40.72 19258.50
(95% CI) (16650.4, 22275.1) (33.5, 49.5) (16650.4, 22275.1)

®  Data are shown for the seronegative at baseline participants for comorbidity, country, and age subgroups.
Participants with indeterminate and missing value of baseline serostatus were not included. Baseline was defined as the last non-missing measurement taken prior
to the first dose of study intervention.
Titre values measured as below LLoQ (33) were imputed to a value that is half of the LLoQ. Titre values measured as above ULoQ (2000000) were imputed at

the ULoQ value.

GMT = Geometric Mean Titre; LLoQ = Lower Limit of Quantification; N = number of participants overall in the subgroup category; Nsub = number of

participants in each subgroup per treatment group; n = number of participants with a sample included in the assay at that time point; S = spike; ULoQ = Upper
Limit of Quantification.
Source: Immuno Tables 1.7.1.1.1 and 1.7.1.1.2 (Serostatus); Immuno Tables 2.7.1.1.1.a,2.7.1.1.1.b, 2.7.1.1.2.a, and 2.7.1.1.2.b (Comorbidity); Immuno Tables
3.7.1.1.1.a,3.7.1.1.1.b,3.7.1.1.1.¢, 3.7.1.1.2.a,3.7.1.1.2.b, and 3.7.1.1.2.c (Country); Immuno Tables 4.7.1.1.1.a,4.7.1.1.1.b,4.7.1.1.2.a, and 4.7.1.1.2.b (Age),

Module 5.3.5.3.2.
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AZD1222

& 32 B &£ A0 SARS-CoV-2 [Zxt9 %11 RBD Hufkfli (RERMEFTRER)

SDSD + LDSD SDSD
Subgroup Timepoint Statistic AZD1222 Control AZD1222
SEROSTATUS N 2122 1569 1746
Seronegative 28 days post Dose 1 |n/ N 1715 /2079 1374 /1536 1466 / 1706
GMT 7212.7 135.5 7496.0
(95% CI) (6792, 7659) (130, 142) (7024, 8000)
28 days post Dose 2 |n/ N 1751/2079 1415 /1536 1511/1706
GMT 41290.5 144.6 39699.5
(95% CI) (39314, 433606) (137, 152) (37671, 41837)
Seropositive 28 days post Dose 1 |n/ Ngw 38/43 32/33 35/40
GMT 144168.7 5319.8 142263.3
(95% CI) (96470, 215451) (2491, 11360) (92244, 219405)
28 days post Dose 2 |n/ Ngw 39/43 30/33 36/40
GMT 117235.3 5343.6 114183.7
(95% CI) (80116, 171553) (2640, 10815) (76202, 171097)
COMORBIDITY * N 1989 1489 1616
Yes 28 days post Dose 1 n / Nguwp 602 /733 500/ 557 523 /609
GMT 7023.2 133.4 6988.8
(95% CI) (6308, 7819) (124, 144) (6228, 7843)
28 days post Dose 2 |n/ N 612/733 5155/ 557 5357609
GMT 37545.8 139.1 35839.3
(95% CI) (34465, 40903) (128, 151) (32725, 39250)
No 28 days post Dose 1 |n/ Ny 1040/ 1256 838/932 870/ 1007
GMT 7313.1 137.2 7828.9
(95% CI) (6782, 7886) (130, 145) (7208, 8503)
28 days post Dose 2 |n/ N 1066 / 1256 864 /932 903 /1007
GMT 41039.2 148.5 39139.3
(95% CI) (38626, 43603) (138, 159) (36679, 41764)
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AZD1222

& 32 B &£ A0 SARS-CoV-2 [Zxt9 %11 RBD Hufkfli (RERMEFTRER)

AstraZeneca

SDSD + LDSD SDSD
Subgroup Timepoint Statistic AZD1222 Control AZD1222
COUNTRY * N 2079 1536 1706
UK 28 days post Dose 1 |n/ N 1177/ 1474 850/ 944 931/1104
GMT 6694.6 121.8 6971.7
(95% CI) (6235, 7188) (117, 127) (6436, 7552)
28 days post Dose 2 |n/ N 1169/ 1474 847 /9441 932/1104
GMT 46430.0 126.1 44854.3
(95% CI) (43823,49192) (120, 133) (42090, 47800)
Brazil 28 days post Dose 1 |n/ N 435 /495 422/ 486 435/495
GMT 8566.1 153.8 8566.1
(95% CI) (7558, 9708) (140, 169) (7558, 9708)
28 days post Dose 2 |n/ N 472 / 495 463 / 486 472 / 495
GMT 31335.8 170.2 31335.8
(95% CI) (28436, 34531) (153, 190) (28436, 34531)
South Africa 28 days post Dose 1 |n/ N 103 /110 102 /106 100/ 107
GMT 8177.66 195.2 8239.6
(95% CTI) (6448, 10371) (147, 260) (6468, 10496)
28 days post Dose 2 |n/ Ngw 110/110 105/ 106 107/ 107
GMT 38770.4 212.1 38922.4
(95% CI) (31372,47914) (154, 291) (31320, 48371)
AGE*® N 2079 1536 1706
Age 18-64 28 days post Dose 1 |n/ Ngw 1562/ 1815 1225/1361 1313 /1491
GMT 7463.7 137.2 7842.5
(95% CI) (7015, 7941) (131, 144) (7331, 8390)
28 days post Dose 2 |n/ Ngw 1590/ 1815 1258 /1361 1350/ 1491
GMT 43597.3 148.0 42126.5
(95% CI) (41425, 45883) (140, 157) (39869, 44512)
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AstraZeneca

AZD1222
% 32 A EFFID SARS-CoV-2 [Zx9 541 RBD Hufkfli (fRERMEETIRER)
SDSD + LDSD SDSD
Subgroup Timepoint Statistic AZD1222 Control AZD1222
Age >65 28 days post Dose 1 |n/ N 1530 /264 149 /175 153 /215
GMT 5086.5 122.9 5086.5
(95% CI) (4064, 6367) (106, 142) (4064, 6367)
28 days post Dose 2 |n/ N 161 /264 157/175 161/215
GMT 24137.5 120.1 24137.5
(95% CI) (20756, 28070) (105, 137) (20756, 28070)

a Data are shown for the seronegative at baseline participants for comorbidity, country, and age subgroups.

Participants with indeterminate and missing value of baseline serostatus were not included. Baseline was defined as the last non-missing measurement taken prior
to the first dose of study intervention.

Titre values measured as below LLoQ (204) were imputed to a value that is half of the LLoQ. Titre values measured as above ULoQ (2000000) were imputed at
the ULoQ value.

GMT = Geometric Mean Titre; LLoQ = Lower Limit of Quantification; N = number of participants overall in the subgroup category; Nsub = number of
participants in each subgroup per treatment group; n = number of participants with a sample included in the assay at that time point; RBD = receptor binding
domain; ULoQ = Upper Limit of Quantification.

Source: Immuno Tables 1.7.1.2.1 and 1.7.1.2.2 (Serostatus); Immuno Tables 2.7.1.2.1.a,2.7.1.2.1.b, 2.7.1.2.2.a, and 2.7.1.2.2.b (Comorbidity); Immuno Tables
3.7.1.2.1.a,3.7.1.2.1.b,3.7.1.2.1.¢,3.7.1.2.2.a, 3.7.1.2.2.b, and 3.7.1.2.2.c(Country); Immuno Tables 4.7.1.2.1.a,4.7.1.2.1.b, 4.7.1.2.2.a, and 4.7.1.2.2.b (Age),
Module 5.3.5.3.2.
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AZD1222
% 33 B D SARS-CoV-2 [T T HHhflintkili (BEDV A ILARRESiTE) (REREETHIRES)
SDSD + LDSD SDSD
Subgroup Timepoint Statistic AZD1222 Control AZD1222
SEROSTATUS N 2122 1569 1746
Seronegative 28 days post Dose 1 |n/ N 801/2079 684 /1536 652 /1706
GMT 60.081 20.817 61.266
(95% CI) (54.91, 65.74) (20.25, 21.39) (55.46, 67.68)
28 days post Dose 2 |n/ Ngw 834 /2079 683 /1536 676 /1706
GMT 180.881 21.721 174.773
(95% CI) (167.07, 195.83) (20.93, 22.55) (159.73, 191.23)
Seropositive 28 days post Dose 1 |n/ Ngw 26/43 25/33 25/ 40
GMT 1484.921 122.801 1473.330
(95% CI) (959.00, 2299.27) (72.66, 207.54) (934.07, 2323.93)
28 days post Dose 2 |n/ Ngw 26 /43 21/33 25/40
GMT 1004.487 124.464 1026.915
(95% CI) (648.43, 1556.05) (69.87, 221.73) (652.15, 1617.04)
COMORBIDITY * N 1989 1489 1616
Yes 28 days post Dose 1 n / Ngup 279 /733 259 /557 230/ 609
GMT 56.679 21.179 54.005
(95% CI) (48.60, 66.10) (19.99, 22.44) (45.86, 63.60)
28 days post Dose 2 |n/ Ngw 281/733 264 /557 229 /609
GMT 155.556 21.898 145.807
(95% CI) (134.49, 179.92) (20.61, 23.26) (123.87,171.62)
No 28 days post Dose 1 |n/ Ngw 490 / 1256 407 /932 390/ 1007
GMT 60.276 20.496 63.661
(95% CI) (53.83, 67.49) (19.99, 21.01) (56.00, 72.37)
28 days post Dose 2 |n/ Ngw 514 /1256 401/932 408 /1007
GMT 184.840 21.685 178.629
(95% CI) (167.80,203.61) (20.63, 22.79) (159.87, 199.59)
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AZD1222

& 33 B EEAH D SARS-CoV-2 T3 Y 2hFbuiAfli (BE YA L AhIAS L) (REREMEFIHRER)

SDSD + LDSD SDSD
Subgroup Timepoint Statistic AZD1222 Control AZD1222
COUNTRY ® N 2079 1536 1706
UK 28 days post Dose 1 |n / N 499 /1474 378 /944 353/1104
GMT 53.218 20.221 52.572
(95% CI) (47.67,59.41) (19.91, 20.54) (46.26, 59.74)
28 days post Dose 2 |n / N 527/ 1474 375/944 372 /1104
GMT 187.482 21.403 179.318
(95% CI) (170.26, 206.44) (20.45, 22.40) (159.49, 201.61)
Brazil 28 days post Dose 1 |n/ Ngw 2177495 205/ 486 217 /495
GMT 61.870 20.752 61.870
(95% CI) (52.13, 73.43) (19.71, 21.85) (52.13, 73.43)
28 days post Dose 2 |n/ Neup 205 /495 206 / 486 205 /495
GMT 133.883 21.091 133.883
(95% CI) (112.61, 159.18) (20.12, 22.11) (112.61, 159.18)
South Africa 28 days post Dose 1 {n/ Nsuw 85/110 101 /106 82 /107
GMT 113.627 23.351 115.361
(95% CI) (83.57, 154.49) (20.26, 26.91) (83.94, 158.54)
28 days post Dose 2 |n/ N 102/110 102 /106 99 /107
GMT 275.149 24.335 275.588
(95% CI) (223.86, 338.19) (20.73, 28.56) (223.01, 340.57)
AGE*® N 2079 1536 1706
Age 18-64 28 days post Dose 1 |n/ Ngw 726/ 1815 607 /1361 577/ 1491
GMT 63.149 20.780 65.392
(95% CI) (57.39, 69.48) (20.21, 21.37) (58.74, 72.79)
28 days post Dose 2 |n / N 756/ 1815 600/ 1361 598 /1491
GMT 190.476 21.868 185.740
(95% CI) (175.33,206.93) (20.98, 22.79) (168.87,204.30)
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AstraZeneca

AZD1222
% 33 B EERID SARS-CoV-2 [Tt Y MKl (BE VA IILAFFRAEI TR (RERERTNIRER)
SDSD + LDSD SDSD
Subgroup Timepoint Statistic AZD1222 Control AZD1222
Age >65 28 days post Dose 1 |n/ N 75 /264 771175 757215
GMT 37.103 21.105 37.103
(95% CI) (29.26, 47.05) (18.96, 23.49) (29.26, 47.05)
28 days post Dose 2 |n / N 78 /264 83/175 78 /215
GMT 109.604 20.687 109.604
(95% CI) (84.84, 141.59) (19.34, 222.13) (84.84, 141.59)

®  Data are shown for the seronegative at baseline participants for comorbidity, country, and age subgroups.

Participants with indeterminate and missing value of baseline serostatus were not included. Baseline was defined as the last non-missing measurement taken prior
to the first dose of study intervention.

Titre values measured as below LLoQ (40) were imputed to a value that is half of the LLoQ. Titre values measured as above ULoQ (787339) were imputed at the
ULoQ value.

GMT = Geometric Mean Titre; LLoQ = Lower Limit of Quantification; N = number of participants overall in the subgroup category; Nsub = number of
participants in each subgroup per treatment group; n = number of participants with a sample included in the assay at that time point; nAb = neutralizing antibody;
ULoQ = Upper Limit of Quantification.

Source: Immuno Tables 1.7.1.4.1 and 1.7.1.4.2 (Serostatus); Immuno Tables 2.7.1.4.1.a,2.7.1.4.1.b, 2.7.1.4.2.a, and 2.7.1.4.2.b (Comorbidity); Immuno Tables
3.7.14.1.a,3.7.1.4.1.b,3.7.1.4.1.¢c,3.7.1.4.2.a,3.7.1.4.2.b, and 3.7.1.4.2.c (Country); Immuno Tables 4.7.1.4.1.a,4.7.1.4.1.b,4.7.1.4.2.a, and 4.7.1.4.2.b (Age),
Module 5.3.5.3.2.
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273352 HEEREER R—XAFTA4VEIZHTI4ELLEORAKELR S
NI E EEE)

SDSD + LDSD S JFUAAREAT xR, SDSD a2 JFEFRMT R REEM . M OY LDSD 40% JF iR
MR REMONTI T, X=X T A VREOMFRIS RN T o 72 9RF 12T 251 S Frifit
B (R—=RA T A MEICKTT D 4 (50 EOHURME EA 2 PURISE & ER) 1. PIEEEER 28 A
T 98%A. 2 [alH OFEFE 28 H T 9% TH 7= (£ 34 KOV 5 & 3.5.3.2 TH Immuno
Table 1.7.2.1.2, Table 1.7.2.1.3 /) , SDSD + LDSD $ufg [F AR et SR E IR 1T 5 FE 7 A LA
Z W R RIHT IS A RIS < . WIElEEfE% 28 H T 82.4%. 2 [AlH 0% 28 H T 99.4%T
btz (F34) , SDSD Gf& JFAMEMEAT I S4E ] M OY LDSD 0% R MEARAT % G4 C & [RlAR O % F
NEHz (555 %6 3.5.3.2 18 Immuno Table 1.7.2.3.2, Table 1.7.2.3.3 2M) , Zih b DR RIE
COV001 kDT —4 (Folegatti et al 2020a, Barrett et al 2020) & —H L Tu 7z,
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AstraZeneca

AZD1222
* 34 R—R 54 VEOMmMERIEAH D SARS-CoV-2 [T T SIARLER (R—X 54 UEIZXT 5 4 BFLUEOHKE LR 5k
IS& & EE) (SDSD + LDSD fER MBI RER)
Seronegative Seropositive Total
Visit window AZD1222 Control AZD1222 Control AZD1222 Control
Parameter (N =2079) (N =1536) (N=43) (N=133) (N =2122) (N = 1569)
Spike
Day 28 post first dose, n 1710 1367 38 32 1748 1399
> 4-fold rise from baseline (seroresponse, %) 1684 (98.5) 26 (1.9) 32 (84.2) 0(0.0) 1716 (98.2) 26 (1.9)
95% CI (97.8, 99.0) (1.2,2.8) (68.7, 94.0) (NE, 10.9) (97.4,98.7) (1.2,2.7)
Day 28 post second dose, n 1746 1409 39 30 1785 1439
> 4-fold rise from baseline (seroresponse, %) 1737 (99.5) 47 (3.3) 26 (66.7) 0(0.0) 1763 (98.9) 47 (3.3)
95% CI (99.0, 99.8) (2.5,4.4) (49.8, 80.9) (NE, 11.6) (98.1,99.2) (24,4.3)
RBD
Day 28 post first dose, n 1710 1367 38 32 1748 1399
> 4-fold rise from baseline (seroresponse, %) 1639 (95.8) 17 (1.2) 33 (86.8) 0(0.0) 1672 (95.7) 17 (1.2)
95% CI (94.8, 96.7) (0.7,2.0) (71.9, 95.6) (NE, 10.9) (94.6, 96.6) (0.7, 1.9)
Day 28 post second dose, n 1746 1409 39 30 1785 1439
> 4-fold rise from baseline (seroresponse, %) 1731 (99.1) 39 (2.8) 31(79.5) 0(0.0) 1762 (98.7) 39 (2.7)
95% CI (98.6, 99.5) (2.0,3.8) (63.5,90.7) (NE, 11.6) (98.1,99.2) (1.9,3.7)
nAb (live neutralization assay)
Day 28 post first dose, n 187 65 2 0 189 65
> 4-fold rise from baseline (seroresponse, %) 154 (82.4) 3(4.6) 1 (50.0) - 155 (82.0) 3(4.6)
95% CI (76.1, 87.5) (1.0, 12.9) (1.3,98.7) - (75.8, 87,2) (1.0, 12.9)
Day 28 post second dose, n 157 41 3 0 160 41
> 4-fold rise from baseline (seroresponse, %) 156 (99.4) 4(9.8) 1(33.3) - 157 (98.1) 4(9.8)
95% CI (96.5, 100.0) (2.7,23.1) (0.8, 90.6) - (94.6, 99.6) (2.7,23.1)

Titre values measured as below LLoQ are imputed to a value that is half of the LLoQ. Titre values measured as above ULoQ are imputed at the ULoQ value.
Seroresponse is defined as > 4-fold rise in titre level from the baseline level (ie, the last non-missing measurement taken before the Day 0 vaccination). 95% Cls
for seroresponse rate are using Clopper-Pearson methodology. Counts and summary statistics are based on participants who have non-missing titre values at

baseline and the applicable visit.

Spike antibody assay: LLoQ = 33; ULoQ = 2000000. RBD antibody assay: LLoQ = 204; ULoQ = 2000000. nAb assay: LLoQ = 15; ULoQ = 1858.
Source: Table 1.7.2.1.1,1.7.2.2.1, 1.7.2.3.1, Module 5.3.5.3.2.
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AstraZeneca

% 35 HEFERMRAI D SARS-CoV-2 (I3 3 2R/ U Hilkfli (SDSD MMiERIGIEMHER
TR REM)
SDSD
AZD1222
< 4 wks >4 to < 8 wks > 8to <12 wks > 12 wks
Visit Window Statistic N = 32 N =815 N = 587 N = 272
Baseline N 31 691 560 256
GMT 62.36 60.02 54.12 55.40
95% CI for GMT |  (37.9, 102.7) (54.7, 65.9) (49.4,59.3) (48.0, 64.0)
Day 28 post the N 32 665 513 256
first dose GMT 13523.33 8003.77 8681.29 8162.34
95% CI for GMT (8968.3, (7323.5,8747.2) | (7866.4,9580.6) | (7098.4,9385.7)
20391.9)
Day 28 post the N 30 672 553 256
second dose GMT 28940.42 22069.86 35258.11 53475.18
95% CI for GMT (20505.2, (20578.3, (327127, (47719.1,
40845.7) 23669.6) 38001.5) 59925.6)

Baseline is defined as the last non-missing measurement taken prior to the first dose of study intervention.
Titer values measured as below LLoQ (33) are imputed to a value that is half of the LLoQ. Titer values measured

as above ULoQ (2000000) are imputed at the ULoQ value.

Participants with indeterminate and missing value of baseline serostatus are not included.
Abbreviations: S = Spike, GMT = Geometric Mean Titer, CI = Confidence Interval, LLoQ = Lower Limit of

Quantification, ULoQ = Upper Limit of Quantification, NE = Not Evaluable.

Sources: Supplemental Tables IEMT 193.1.1.2.a, 193.1.1.2.b, 193.1.1.2.c, 193.1.1.2.¢, Module 5.3.5.3.2.
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% 36 EERERAID SARS-CoV-2 239 & hAIHuAfl (BE D A1 )L X hFIHUA S HTE)
(SDSD If;& R b=t e R I ATt REH)

SDSD
AZD1222
<4 wks >4 to <8 wks > 8to <12 wks > 12 wks

Visit Window Statistic N = 32 N =815 N = 587 N = 272
Baseline N 20 396 195 127

GMT 23.766 20.662 20.291 20.000

95% CI for GMT | (16.56, 34.10) (19.99, 21.35) (19.72, 20.88) (NE, NE)
Day 28 post the N 18 352 172 110
first dose GMT 189.084 53.856 68.915 64.028

95% CI for GMT | (100.67,355.16) | (47.26, 61.38) (56.72, 83.72) (49.56, 82.71)
Day 28 post the N 17 356 182 121
second dose GMT 326.744 130.936 215.953 272.323

95% CI for GMT | (207.22,515.22) | (115.22,148.79) | (187.10,249.25) | (219.92,337.22)

Baseline is defined as the last non-missing measurement taken prior to the first dose of study intervention.

Titer values measured as below LLoQ (40) are imputed to a value that is half of the LLoQ. Titer values measured
as above ULoQ (787339) are imputed at the ULoQ value.

Participants with indeterminate and missing value of baseline serostatus are not included.

Abbreviations: NAb = Neutralizing Antibody, GMT = Geometric Mean Titer, CI = Confidence Interval, LLoQ =
Lower Limit of Quantification, ULoQ = Upper Limit of Quantification, NE = Not Evaluable.

Source: Supplemental Tables IEMT 193.1.4.2.a, 193.1.4.2.b, 193.1.4.2.c, 193.1.4.2.e, Module 5.3.5.3.2.
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AstraZeneca

AZD1222
& 37 2 BB D#ETER 15 HLURRIZTRII L. SARS-CoV-2 BEEMN VA ILREMICHER SN
=¥ DIERME COVID-19 DEBRIZ T HEERMBRID TV F o HRHE (SDSD +
LDSD I RIGEEMEEAEETRER. SDSD MERISEEREMIEBRITHRE
=)
Analysis set Participants with events
Time interval
between Dose 1 and AZD1222 Control VE 95% ClI
Dose 2 n/N (%) n/N (%) (%) (%) P-value
SDSD + LDSD Seronegative for Efficacy Analysis Set
< 4 weeks 1/206 (0.49) 3/203 (1.48) 66.56 | (-221.83,96.53) 0.343
>4 to < 8 weeks 47/4312(1.09) | 90/4200(2.14) | 50.48 (29.56, 65.19) <0.001
> 8 to < 12 weeks 23/2308 (1.00) | 92/2348(3.92) | 74.97 (60.48, 84.14) <0.001
> 12 weeks 13/1771(0.73) | 63/1830(3.44) | 7891 (61.68, 88.39) <0.001
< 6 weeks 35/3905(0.90) | 76/3871(1.96) | 55.09 (32.99, 69.90) <0.001
> 6 to 8 weeks 20/1124 (1.78) | 44/1023 (4.30) | 59.72 (31.68, 76.25) <0.001
9 to 11 weeks 14/1530(0.92) | 52/1594(3.26) | 72.25 (49.95, 84.61) <0.001
> 12 weeks 15/2038 (0.74) | 76/2093 (3.63) | 79.99 (65.20, 88.50) <0.001
SDSD Seronegative for Efficacy Analysis Set
< 4 weeks 1/206 (0.49) 3/203 (1.48) 66.56 | (-221.83,96.53) 0.343
>4 to < 8 weeks 47/4294 (1.09) | 90/4183 (2.15) | 50.48 (29.55, 65.19) <0.001
> 8 to < 12 weeks 18 /1555 (1.16) | 66/1580(4.18) | 72.64 (53.95, 83.75) <0.001
> 12 weeks 8 /1146 (0.70) 38/1213 (3.13) | 77.62 (51.98, 89.57) <0.001
< 6 weeks 35/3890 (0.90) | 76/3856(1.97) | 55.10 (33.00, 69.91) <0.001
> 6 to 8 weeks 20/1112(1.80) | 44/1009 (4.36) | 59.92 (32.01, 76.37) <0.001
9to 11 weeks 11/906 (1.21) 32/958 (3.34) 63.65 (27.96, 81.66) 0.004
> 12 weeks 8 /1293 (0.62) 45/1356 (3.32) | 81.31 (60.31, 91.20) <0.001

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a

percentage, where the risk ratio is derived from Poisson regression with robust variance including the term of
treatment as well as the log of the follow-up time as an offset. The 95% CI for the VE is obtained by taking 1
minus the 95% CI of the risk ratio derived from the model.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic

acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.
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Abbreviations: CI = Confidence Interval. VE = Vaccine Efficacy.

Source: Supplemental Tables IEMT 142.1.1.1.1, 142.1.1.1.2, 142.1.1.1.3, 142.1.1.1.4, 142.1.1.2.1, 142.1.1.2.2,
142.1.1.2.3, and 142.1.1.2.4; Supplemental Tables IEMT 143.1.1.1.1, 143.1.1.1.2, 143.1.1.1.3, 143.1.1.1.4,
143.1.1.2.1, 143.1.1.2.2, 143.1.1.2.3, and 143.1.1.2.4, Module 5.3.5.3.2.
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Source: Data on file.
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% 38 HrERRITIZE O 1= Oxford RE(Z & B ERIREXERDBIREHE

Inclusion Criterion COV001 | COV002 | COV003 | COV005

Adults aged 18-55 years Yes Yes Yes Yes
Adults aged 56 to 69 years No Yes Yes No
Adults aged 70 years and over * No Yes Yes No
Able and willing (in the Investigator’s opinion) to comply with all study requirements Yes Yes Yes Yes
Willing to allow investigators to discuss the participant’s clinical history with their general practitioner/personal
physician and access medical records relevant to the study procedures Yes Yes Yes No
Willing to allow investigators to review available medical records, and review all medical and laboratory
records if participant is admitted to hospital with respiratory tract infection suspected or confirmed to be No No No Yes
COVID-19
Only for women of childbearing age willing to practice continuous effective birth control during the study, and a
negative pregnancy test on the screening and vaccination day(s) Yes Yes Yes Yes
Agreement to refrain from blood donation during the course of the study Yes Yes Yes Yes
Provide written informed consent Yes Yes Yes Yes
Health professionals and adults at high risk of exposure to SARS-CoV-2 No No Yes No
Serology with SARS-CoV-2 negative IgG antibodies No No Yes® No
HIV-Related
For Study COV002 Group-12 (HIV sub-study): HIV positive; receiving anti-retroviral therapy; undetectable
HIV viral load; CD4 > 350 cells/mL No Yes No No
For Stgdy COV00§ Groups 1. and 2 only: QOgumented result of no‘F be.ing infected with HIV (including No No No Yes
screening by a rapid HIV antibody test) within 2 weeks of randomisation
For Study COV005 Grpup 3 only (ie, HIVTinfected)., n§ed to have been on apti-.retroviral treatment for at least No No No Yes
3 months and HIV-1 viral load < 1000 copies/mL within 2 weeks of randomisation

a

b

This age group was enrolled sequentially following the 56 to 69 years age group.

For Study COV003: This inclusion criterion only applies to participants enrolled prior to protocol version .

Source: University of Oxford-sponsored study protocols for COV001 version -, COV002 version -, COV003 version ., COV005 version .
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% 39 HFEMRMTIZE O 1= Oxford K2 & HERRRAER DRIV EHE

AstraZeneca

Exclusion Criterion ‘ COV001 | COV002 | COV003 | COV005
Medical Conditions
Any autoimmune conditions, except mild psoriasis, well-controlled autoimmune thyroid disease, vitiligo, or
stable coeliac disease not requiring immunosuppressive or immunomodulatory therapy Yes No No No
ﬁl::ﬁ:}é OWf {a;}’l?t{gelg:ptliilszﬁiz)o\faie(;ai;:ltéons likely to be exacerbated by any component of the AZD1222 (or Yes Yes Yes Yes
Any history of angioedema Yes Yes Yes Yes
Any history of anaphylaxis Yes Yes Yes Yes
Pregnancy, lactation, or willingness/intention to become pregnant during the study Yes Yes Yes Yes
Current diagnosis of or treatment for cancer (except basal cell carcinoma of the skin and cervical carcinoma in
situ) No Yes Yes No
History of cancer (except basal cell carcinoma of the skin and cervical carcinoma in situ) Yes Yes Yes Yes
History of serious psychiatric condition likely to affect participation in the study Yes Yes Yes Yes
Bleeding disorder Yes Yes Yes Yes
Continuous use of anticoagulants, such as coumarins and related anticoagulants (ie, warfarin) or novel oral
anticoagulants (ie, apixaban, rivaroxaban, dabigatran, and edoxaban) No Yes Yes No
HbSAg positivity on the screening sample, or any sample obtained within three months of randomisation No No No Yes
Any other serious chronic illness requiring hospital specialist supervision Yes No No Yes
Chronic respiratory diseases, including mild asthma Yes No No Yes
Chronic cardiovascular disease (including hypertension), gastrointestinal disease, liver disease (except
Gilberts Syndrome), renal disease, endocrine disorder (including diabetes), and neurological illness (excluding Yes No No No
migraine)
Severe and/or uncontrolled cardiovascular disease, respiratory disease, gastrointestinal disease, liver disease,
renal disease, endocrine disorder, and neurological illness (mild/moderate well controlled comorbidities are No Yes Yes No
allowed)
Seriously overweight (BMI > 40 kg/m?) Yes No No Yes
Seriously underweight (BMI < 18 kg/m?) Yes No No No
Alcohol or drug abuse Yes Yes Yes Yes
Suspected or known injecting drug abuse in the 5 years preceding enrolment Yes No No Yes
Any clinically significant abnormal finding on screening biochemistry or haematology blood tests Yes No No No
Any clinically significant abnormal finding on screening urinalysis Yes No No Yes
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% 39 HFEMRMTIZE O 1= Oxford K2 & HERRRAER DRIV EHE

Exclusion Criterion COV001 | COV002 | COV003 | COVvoo5

Any other significant disease, disorder or finding which may significantly increase the risk to the volunteer
because of participation in the study, affect the ability of the volunteer to participate in the study or impair Yes Yes Yes Yes
interpretation of the study data

Chronic medical conditions such as chronic lung disease, chronic liver disease, chronic renal failure, chronic

heart disease, congenital genetic syndromes (eg, Trisomy 21) No Group 3 No No

Chronic disease inclusive of:
a) Hypertension if > Grade 2 based on DAIDS AE Grading Version 2.1-July 2017;
b) Congestive heart failure;
¢) Chronic obstructive pulmonary disease by GOLD classification of > 2;

d) Evidence of coronary artery disease as manifested by cardiac interventions or cardiac medications for
No No No Yes
control of symptoms;
e) Chronic type 2 diabetes (adult onset) requiring insulin;
f) Chronic kidney disease/renal insufficiency;
g) Chronic gastrointestinal and hepatic diseases; or

h) Chronic neurological diseases

Grade 2 or higher level of abnormality for FBC, U&E, or LFT based on DAIDS Grading Criteria No No No Yes

Prior/Concomitant Therapy or Prior Clinical Study

Prior receipt of any vaccines (licensed or investigational) < 30 days before enrolment Yes No Yes No

Planned receipt of any vaccine other than the study intervention within 30 days before and after each study

N Yes Yes Yes Yes
vaccination

Exception for seasonal influenza vaccine; participants encouraged to receive this vaccination at least

7 days before or after study vaccine Yes Yes No No

Prior receipt of an investigational or licensed vaccine likely to impact on interpretation of the study data Yes Yes @ Yes Yes

Planned or ongoing participation in any other interventional studies (of licensed or investigational products)
< 30 days before enrolment and for the duration of the study

Administration of immunoglobulins and/or any blood products within the 3 months preceding the planned

L . . Y Y Y Y
administration of study intervention s s e e

History of allergic disease or reactions likely to be exacerbated by paracetamol Yes b Yes b Yes No
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AstraZeneca

Exclusion Criterion COV001 | COV002 | COVO003 | COV005

COVID-19 Related

History of laboratory-confirmed COVID-19 Yes Yes Yes Yes
New onset of fever or a cough or shortness of breath or anosmia/ageusia since February 2020 Yes No No No
New onset of fever or a cough or shortness of breath in the 30 days preceding screening and/or enrolment No No No Yes
High risk of exposure before enrolment Yes No No No
Living in the same household as any vulnerable groups at risk of severe COVID-19 Yes No No No
Known close contact with a person that was infected with SARS-COV-2 No No No Yes
Participation in COVID-19 prophylactic drug trials for the duration of the study © No Yes Yes No
gzi‘:;iopnatoi(f)rtlhierlsiﬁg;s-COV-Z serological surveys where participants are informed of their serostatus for the No Yes No No
Seropositivity to SARS-CoV-2 before enrolment No Yes Yes! No
Use of any unproven registered and unregistered treatments for COVID-19 No No No Yes
Evidence of current SARS-CoV-2 infection detected by molecular assay detection of SARS-CoV-2 done

within 96 hours prior to randomisation No No No Yes
Acute respiratory and/or non-respiratory illness consistent with potential COVID-19 No No No Yes

a For Study COV002: This exclusion criteria does not apply to group 11, as recruitment is targeted at those volunteers who previously received a ChAdOx1

vectored vaccine.
Subset of participants receiving paracetamol

¢ Participation in COVID-19 treatment studies is allowed in the event of hospitalisation due to COVID-19.
d

b

For Study COV003: This inclusion criterion only applies to participants enrolled prior to protocol version Jji-

BMI = body mass index; DAIDS = Division of Acquired Immunodeficiency Syndrome (AIDS); FBC = full blood count; GOLD = Global Initiative for Chronic
Obstructive Lung Disease; HbSAg = hepatitis B surface antigen; LFT = liver function test; MenACWY = meningococcal Group A, C, W-135 and Y conjugate

vaccine; U&E = urea and electrolytes.

Source: University of Oxford-sponsored study protocols for COV001 version -, COV002 version -, COV003 version ., COV005 version .
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2.7.3.6.2  SDSD MERIGIEMEEMNEBTARER (EERMR 4~12
B) ITHFE2EMET—42 (COV002 HEEKR U COV003 &
ERD#)
EMA OEHGBEBR N HOFRIZE D COV002 sk () KT COV003 g (77

JV) CHEFEREINE 4~12 i D SDSD DO#EFE %52 1 T-9KBRE DA m x4 & LT, DCO2 (2020 4F 12
H7H) FRESOBEEEEOMKREEZ L TICRT,

A THWZ TR EMIL, 2731221 HTEHRLZEHAD H B, COV002 iR K& Y
COV003 RER DY ERE DIk ETEMTH D,

% 40 2.7.3.6.2 HOEHIZ$H T % Estimand

Serostatus | Dose and Time Case Definitions Intercurrent Events
Regimen | period of
endpoints
Seronegative | SDSD + From 15 COVID-19 (primary case definition) Asin #& 7
LDSD days post
dose 2
Seronegative | SDSD From 15 COVID-19 (primary case definition)
days post
dose 2

Seronegative| SDSD 4-12 | From 15 COVID-19 (primary case definition)
weeks dose | days post | COVID-19 Severe Disease

interval dose 2 COVID-19 Hospital Admission
COVID-19 ICU

COVID-19 Death

Asymptomatic SARS-CoV-2 Infection

Seronegative | First dose is | From 22 COVID-19 (primary case definition)

SD days post | COVID-19 Severe Disease
dose 1 COVID-19 Hospital Admission
COVID-19 ICU

COVID-19 Death

2736.21 AOMEHZHRVHOEEEDRFE

SDSD iy B i FE A Zh b et SR AE [ (B RRIRR 4~12 ) 1281F 2 N OREEHFRIRE L OY
NR—=2A T A VORI Z K 41 12779, SDSD IL{F SO B2 A ATt G35 (HEfE M bR 4~12
) 1285 N OREHFERRERL DR — 2T A VREOREIT, SR MR R S L
THMRIL Tz,
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& 41 AOEHPRRERUAN—R 54 VO (SDSD ME RIGIEME R IERRT R
%6 [EERME 4~1258] )
Pooled (COV002 + COV003)
AZD1222 Control
(N =5258) (N =5210)
Age (years) at screening
n 5258 5210
Mean 4437 44.46
SD 15.22 15.18
Median 42.00 42.00
Min 18.0 18.0
Max 86.0 88.0
Age group at screening, n (%)
18 to 64 years 4572 (87.0) 4545 (87.2)
> 65 years 686 (13.0) 665 (12.8)
18 to 55 years 3934 (74.8) 3907 (75.0)
56 to 69 years 852 (16.2) 824 (15.8)
>70 years 472 (9.0) 479 (9.2)
Sex, n (%)
Female 2898 (55.1) 2888 (55.4)
Male 2360 (44.9) 2322 (44.6)
Transgender 0 0
Race ?, n (%)
White 4005 (76.2) 4012 (77.0)
Asian 177 (3.4) 156 (3.0)
Black 335(6.4) 334 (6.4)
Other 426 (8.1) 387 (7.4)
Mixed 305 (5.8) 312 (6.0)
Unknown 10 (0.2) 9(0.2)
Body Mass Index (BMI) (kg/m?)
n 5230 5179
Mean 26.47 26.65
SD 4.874 4.986
Median 25.70 25.80
Min 13.3 15.0
Max 68.5 64.1
BMI category, n (%)
<30 kg/m? 4151 (78.9) 4085 (78.4)
> 30 kg/m? 1079 (20.5) 1094 (21.0)
Missing 28 (0.5) 31 (0.6)
Serostatus at Day 0, n (%)
Negative 5258 (100) 5210 (100)
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& 41 AR ZHRERUR—R 54 VREOHE (SDSD MERISEMER IR R
SE [AERINE 4~12 8] )
Pooled (COV002 + COV003)
AZD1222 Control
(N =5258) (N =5210)

Cardiovascular Disorder, n (%)

Yes 861 (16.4) 827 (15.9)

No 4397 (83.6) 4383 (84.1)
Chronic heart failure 2 (<0.1) 1 (<0.1)
Ischaemic heart disease (including angina) 24 (0.5) 14 (0.3)
Atrial fibrillation 14 (0.3) 20 (0.4)
Peripheral vascular disease 6 (0.1) 10 (0.2)
Valvular heart disease 9(0.2) 19 (0.4)
Hypertension 643 (12.2) 612 (11.7)
Myocardial infarction 10 (0.2) 10 (0.2)
Other 153 (2.9) 141 (2.7)
Respiratory disease, n (%)

Yes 575 (10.9) 539 (10.3)

No 4683 (89.1) 4671 (89.7)
COPD (including chronic bronchitis and 9(0.2) 13 (0.2)
emphysema)
Bronchiectasis 5(0.1) 6 (0.1)
Asthma 362 (6.9) 352 (6.8)
Other 199 (3.8) 168 (3.2)
Diabetes, n (%)

Yes 202 (3.8) 165 (3.2)

No 5056 (96.2) 5045 (96.8)
Type 1 Diabetes 12 (0.2) 8(0.2)
Type 2 diabetes not using insulin 147 (2.8) 99 (1.9)
Type 2 diabetes using insulin 12 (0.2) 13 (0.2)
Other 31 (0.6) 45(0.9)
Comorbidity at baseline °, n (%)

Yes 2068 (39.3) 2040 (39.2)

No 3174 (60.4) 3144 (60.3)

Missing 16 (0.3) 26 (0.5)
Current smoker, n (%)

Yes 251 (4.8) 288 (5.5)

No 5007 (95.2) 4922 (94.5)
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& 41 AOREZHRFERVOAR—Z 54 VEORE (SDSD A RIGIEEA LT R

M [HEERR 4~12:8] )

Pooled (COV002 + COV003)
AZD1222 Control
(N = 5258) (N =5210)
Former Smoker, n (%)
Yes 919 (17.5) 944 (18.1)
No 4088 (77.7) 3976 (76.3)
Missing 251 (4.8) 290 (5.6)

a

b

Each race category counts participants who selected that category. Arab is counted under white.

Comorbidities at baseline = Yes if any comorbidity (BMI > 30 kg/m? at baseline, cardiovascular disorder,
respiratory disease or diabetes) is Yes.

Source: Supplemental Tables IEMT 206.1.1.2 (Demographics), IEMT 206.1.2.2 (Baseline Characteristics),

Module 5.3.5.3.2.

273622 TDOFUEMEOQOITEMEN

FRNCHE L2 7 F AR O EEfFAT & LT, SDSD + LDSD IMiLi% [ iRt A h MM st
SAER (MR A D) 1B 5 2 [ B O#RE#% 15 HLAEICIHEE L, SARS-CoV-2 &L
7 A IV ARG ST HI%E D COVID-19 DFREBUIKRIT BV 7 F U HREORER 25 42 | TR
T, E72. SDSD MG FEMEA RS R EE M (BERIRZ M bRW) 2BV 7 F R
NERLERITRT, INORRETIZIEERSTOT—4% 7y b4~ (DCO2: 2020412 A 7 H)

FrR DT — & & iz,
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% 42 2 BB DO#EER 15 BLRRIZHRIZ L. SARS-CoV-2 BNV A ILRAZERICHER SN
=#1% D COVID-19 DHEBIZxI 579 FH%E (SDSD + LDSD IiE R IEFEHE
BEEETRES. SDSD MFRICEEEMNMERTHRER) (COV002 HERE

U COV003 SRERD H)
Participants with events
Analysis set AZD1222 Control VE 95% ClI
Events n/N (%) n/N (%) (%) (%) P-value

SDSD s +LDSD Seronegative for Efficacy Analysis Set, Any Dosing Interval

COVID-19® 82/7485 (1.10) | 240/7475 (3.21) 66.45 (56.91, 73.88) <0.001

SDSD Seronegative for Efficacy Analysis Set, Any Dosing Interval

COVID-19® 72/6106 (1.18) | 189/6090 (3.10) 62.58 (50.93, 71.46) <0.001

a

VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with
robust variance including the term of study code, treatment, age group at screening (18-55 years, 56-69
years, and >=70 years) as covariates as well as the log of the follow-up time as an offset.

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a

percentage, where the risk ratio is derived from Poisson regression with robust variance. The 95% CI for the VE
is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade >= 4.
Source: Supplemental Table IEMT 199.3.1, IEMT 189.1, Module 5.3.5.3.2.

273623 TUTFUADEOEMRER

EMA O ERIZI U T, SDSD IfLi& St A Zh M i s S 4E M (BRI 4~12 ) 2B %
T 7T BN OBINEENT & F N LTe, ZHORERTIIFEEMTOT —4% v 47 (DCO2 :
20204£ 12 H 7 H) BT —X &= Hu iz,

2.7.3.6.23.1 COVID-19 [ZEH& L f=ARE. EfE COVID-19, COVID-19 [ZBEE L 1=
ICU D AR, B COVID-19 BEERIZHT 2T 0 F o BHHE

SDSD IfiL i S FEVEA SO IEREAT R S5 M (BRI 4~1238) (2315 % 2 [B1 B O#fE% 15 B LA
B4 COVID-19 SEFIOFBUKRIT 2D 7 F U FEEFK A3 TR T, VA NVAERNTHER S
72 COVID-19 (2% % AZDI1222 DU 7 F A h31F 59.50% T > 7=, AZDI1222 BETiE, 2[RI H
OFEFEF 15 H LARIZ EAE COVID-19 X COVID-19 (2 BEE U 7= ABEidido bn/edno 7=,
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& 43 2 BB M#%iE% 15 BLE DS COVID-19 FEFIDHFKBRICHT 500 FUoBEME
(SDSD M kISR ERET R RER [EERR4~128] ) (COV002 HER

KU COV003 EAE&D #)
Participants with events
AZD1222 Control VE 95% ClI P-

Events n/N (%) n/N (%) (%) (%) value
COVID-19* 64 /5258 (1.22) | 154/5210(2.96) | 59.50 (45.82,69.72) | <0.001

Hospitalisation ® 0/5258(0) 8/5210(0.15) 100 (42.65,NE) 0.007

Severe ¢ 0/5258(0) 1/5210(0.02) - - -

Requiring ICU ¢ 0/5258(0) 0/5210 (0) - - -

Death © 0/5258(0) 0/5210 (0) - - -

& COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.
COVID-19 hospital admission is defined as WHO clinical progression scale > 4.

COVID-19 severe disease is defined as WHO clinical progression scale > 6.

d COVID-19 ICU admission is defined as WHO clinical progression scale > 7.

¢ COVID-19 death is defined as WHO clinical progression scale = 10.

COVID-19: VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression
with robust variance including the term of study code, treatment, age group at screening (18-55 years, 56-69
years, and >=70 years) as covariates as well as the log of the follow-up time as an offset.

Hospitalisation: The maximum likelihood estimate of VE of AZD1222 versus control, the exact 95% CI (or
97.5% one-sided) and p value were estimated based on stratified Poisson regression with Exact Conditional
Method including treatment as factor, study code and age group at screening (18-55 years, 56-69 years, and >=70
years) as strata factors as well as the log of total number of participants for each combination of treatment and
strata.

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression with robust variance. The 95% CI for the VE
is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

The 4 to 12 weeks dosing interval range corresponds to > 28 days to < 84 days.

Source: Supplemental Tables [IEMT 207.1, IEMT 207.2, IEMT 207.3, IEMT 207.4, IEMT 207.5, Module
5.3.5.3.2.

2.7.3.6.23.2 EEIRMY SARS-CoV-2 BREIZKT HTU FUoHAME

HESE N SARS-CoV-2 JES DR X COV002 7Bk D 7 THfii L 7=, SDSD i S patt A 2hit
FENT R (ARG 4~12 ) (281F 2 2 [B1 H OBERER 15 B DI REHR U 7= 0058 0 BESE
P SARS-CoV-2 YLD FBUZKS T 5 T 7 F U AR E K 44 1~ JEGFIED Do, E
7t SARS-CoV-2 JEYRIZ K95 AZD1222 OFMEE R 2 o= e v AR S
o7,
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% 44 O/\R b8k F A LV= Poisson EIFETILZRALV= 2 BB D#EFER 15 BLIRFICH
B L= EOEMERME SARS-CoV-2 BREDHEBRIZHT 500 F o HE (SDSD
MAERCEEENEETRER [EERR4~128] ) (COV002 HERDHA)

Participants with events

AZD1222 Control VE 95% ClI P-
Event n/N (%) n/N (%) (%) (%) value

Asymptomatic SARS-
CoV-2 Infection

Asymptomatic infection was assessed in COV002 only.

13/1956 (0.66) 14 /1978 (0.71) 7.66 (-96.25, 56.55) 0.836

a

VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with robust
variance including the term of study code, treatment, age group at screening (18-55 years, 56-69 years, and > 70
years) as covariates as well as the log of the follow-up time as an offset.

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression with robust variance.

The 95% CI for the VE is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model. The
observation period for the endpoint was 15 days post second dose up to 1 year in study.

Asymptomatic SARS-CoV-2 infections are adjudicated events based on virologically-confirmed results from
RT-PCR or other nucleic acid amplification test.

The 4 to 12 weeks dosing interval range corresponds to > 28 days to < 84 days.
Source: Supplemental Table IEMT 207.6, Module 5.3.5.3.2.

2736233 HBEREZEHITHHEEEICETHITVIFUOAME

SDSD i St FEMEA P FRAT R G AR M (BEFEREI R 4~12 ) (28115 2 [[H 0% 15 B LA
FElZ 8B L. SARS-CoV-2 J&YL/N T A /L A LR HERR S L7213 D COVID-19 DFRBUZ KT 5
NR—=R T A VRFOIMEIREBOF N DT 7 F BN REFRK 45 18T, EEEREEZEFETHHRAT

L. AZDI1222 OEEFEIZ XL D COVID-19 (%73 5 TR ZRD Hiv, BEREMOFERLE B LT
Ay
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& 45 2 BB DO#EER 15 BLRRIZHRIZ L. SARS-CoV-2 BNV A ILRAZERICHER SN
=#1%®D COVID-19 DRBICHT ARN—R S A VROEREEDFEINDI I Fo
B3E (SDSD MAERMGEEERMEFETHRER [EERR4~12:8] )
(COV002 FXER K U COV003 FXERD &)

Participants with events
AZD1222 Control VE 95% ClI
Comorbidity n/N (%) n/N (%) (%) (%) P-value
Yes 25/2068 (121) | 60/2040(2.94) | 5833 | (33.59,73.85) | <0.001
No 39/3174(1.23) | 92/3144(2.93) | 59.07 | (40.50,71.84) | <0.001

VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with robust
variance including the term of treatment as well as the log of the follow-up time as an offset. VE is defined as 1-
(incidence from the AZD1222 arm / incidence from the control arm) expressed as a percentage, where the risk
ratio is derived from Poisson regression with robust variance. The 95% CI for the VE is obtained by taking 1
minus the 95% CI of the risk ratio derived from the model. The observation period for the endpoint was 15 days
post second dose up to 1 year in study. COVID-19 events are adjudicated events based on virologically-
confirmed results from RT-PCR or other nucleic acid amplification test. COVID-19 includes all PCR-confirmed
SARS-CoV-2 events with primary symptoms or WHO grade >= 4.

Source: Supplemental Table IEMT 207.1.1.a, 207.1.1.b, Module 5.3.5.3.2.

2736234 HF@HADTIFUOBHME

SDSD iy B Pt Zh b et GRAE [ (BRI 4~12 08) 1T81F % 2 [BIH O#FE% 15 A LA
FRIZHEBL L, SARS-CoV-2 JE&YLN 7 A L A PRI HERE ST H)1% D COVID-19 OFEBUT 3T H 4R
EBll (18~55 7%, 56~65 7%, 18~657%k, 66 kLA ) OV I F U HNFEEZK 46 IZ~"7, 18~55
ROWERE BT DU 7 F U AHHFEIT, COV002 iR L COV003 REBRDIET — ¥ 2IKIZBIT S
T FUHEE (59.50% [95% CI : 45.82,69.72] | F 43) L TU Tz, 56~65 ik DHERE
SN 66 ik UL EOWRERE Tix, COVID-19 JEGIEN D72 < | FEROMRIZINEE CTH -7,
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% 46 2 BB DO#EER 15 BLRRIZHRIZ L. SARS-CoV-2 BNV A ILRAZERICHER SN
1=#1%D COVID-19 DHRBRITHT HEMADT Y F EHZE (SDSD MiE RIS
BT RER [#ERR 4~1258] ) (COV002 & Kk U COV003 EHERD

)
Participants with events
AZD1222 Control VE 95% ClI
Age subgroup n/N (%) n/N (%) (%) (%) P-value
18 — 55 years 5473934 (1.37) | 139/3907 (3.56) | 61.99 (47.98, 72.23) <0.001
56 — 65 years 8/703 (1.14) 9 /686 (1.31) 12.88 (-125.89, 66.40) 0.777
18 — 65 years 62/4637 (1.34) | 148 /4593 (3.22) | 59.01 (44.88, 69.51) <0.001
> 66 years 2/621(0.32) 6/617(0.97) 67.02 (-63.97,93.37) 0.175

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression with robust variance including

the term of treatment as well as the log of the follow-up time as an offset. The 95% CI for the VE is obtained by
taking 1 minus the 95% CI of the risk ratio derived from the model.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.
The 4 to 12 weeks dosing interval range corresponds to > 28 days to < 84 days.
Source: Supplemental Tables IEMT 208.1.1, IEMT 208.1.2, IEMT 208.1.3, [IEMT 208.1.4, Module 5.3.5.3.2.

2.7.3.6.235 EEMRAIOI I FoAEME

SDSD L7 SO FEVEA SO IR R G M (BERERNG 4~1238) (2B 2 U 7 F a3k, #
FEMMELS 4 FLL L 8 AT OPERE T 50.40%, 8 MLL L 12 LLF OWERE T 72.10% TH . #
FERIBR DIERACLE D U 7 F U ARRO ERMEMNRO SN (47 , Zhb0F—XI2Lb,
PRI 4~ 12 HOFFAN Tlx, BREBROERITY 7 F AR 0 ERICE#H L Tnhd & v
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& 47 2 BB DO#EER 15 BLRRIZHRIZ L. SARS-CoV-2 BNV A ILRAZERICHER SN
=#1% D COVID-19 OFEBIxt 9 HiEEMRAND TV F o F#E (SDSD IMMiF KR
AT RER [$EFERRE4~128] ) (COV002 K58 KR U COV003 &

EBRDH)
Participants with events
Time interval between AZD1222 Control VE 95% CI
Dose 1 and Dose 2 n/N (%) n/N (%) (%) (%) P-value
>4 to < 8 weeks 46/3728 (1.23) | 88/3639(2.42) | 5040 | (29.19,65.25) | <0.001
> 8 to 12 weeks 18 /1530 (1.18) 66 /1571 (4.20) 72.10 (53.03, 83.42) <0.001

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression with robust variance including the term of
treatment as well as the log of the follow-up time as an offset. The 95% CI for the VE is obtained by taking 1
minus the 95% CI of the risk ratio derived from the model.

The observation period for the endpoint was 15 days post second dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.
The 4 to 12 weeks dosing interval range corresponds to > 28 days to < 84 days.

Time intervals in days: > 4 to < 8 weeks corresponds to > 28 to < 55 days; > 8 to 12 weeks corresponds to > 56 to
< 84 days.

Source: Supplemental Tables IEMT 207.1.3.a, IEMT 207.1.3.b, Module 5.3.5.3.2.

2.7.3.6.236 #EEERLNL2EBDEBRFEFTOIIVFUOENE

WEIEEFET 22 B 5 2 [B1 H OFFE I PIRIEFE 12 1 F TIZHBL L, SARS-CoV-2 &HLH 7
A IV AFHNCHERR ST HFE D COVID-19 OFBUZKS T DT 7 F U AREEZR 48 17T, i
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% 48 PIE#EETR 22 B 6 2 B B QEEXIFHIEHEER 12 BFE TITHKBE L. SARS-
CoV-2 BNV A I AZHIHER SN =#FED COVID-19 DRBRIZHT ST I F v
H@E (¥E SD mERGEERMNIEMFEFTHRER) (COV002 FHER K U COV003

HERDA)
Participants with events
AZD1222 Control VE 95% ClI
Time period n/N (%) n/N (%) (%) (%) P-value
> 22 days post Dose 1 and
before Dose 2 @ 17/8032 (0.21) | 63/8026(0.78) 73.22 (54.25, 84.32) <0.001

a

Censored at 12 weeks post Dose 1.

VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with robust
variance including the term of study code, treatment, age group at screening (18-55 years, 56-69 years, and > 70
years) as covariates as well as the log of the follow-up time as an offset.

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression with robust variance. The 95% CI for the VE
is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

The observation period for the endpoint was from 22 days post first dose up to 1 year in study. Participants are
censored before the second dose of study intervention or 12 weeks post the first dose if earlier.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptoms or WHO grade > 4.
Source: Supplemental Table IEMT 190.1, Module 5.3.5.3.2.

FHIMEEHABI D U 7 F B E R 49 1T, COV002 Bk & COV003 D Nf&T — & T
X, AZDI1222 OFFEIC X B PRI oaEEfEs 7 H £ CICRO S, PlalEEfEt 14 B £ Y
L. el 12 8 E TR 5 2 LR ENT,
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% 49 SARS-CoV-2 BEMNI A L AZHIZHEFR SNI=#FED COVID-19 DHRBRI-xT HE
AE VBB DTV FoEME (2EEFYMETIGRER. #E SD mEFRK
MR ETRER) (COV002 ;HER KR UL COV003 FHERD A4 )
Participants with events, n (%) P-
’ value
95% @ or
Study AZD1222 Control 97.5% b
Time Period n/N (%) n/N (%) VE (%) Cl (%)
COV002 (UK)
Post Dose 1 47/3248 (1.45) | 113/3247 (3.48)| 58.62 (41.94,70.50)* | <0.001
Dose 1 — Dose 2 18 /3248 (0.55) | 25/3247(0.77) 28.96 (-29.93,61.16)* | 0.267
Dose 1 + 7 days — Dose 2 © 773246 (0.22) | 14/3245(0.43) 49.79 (-24.38,79.73)* | 0.137
Dose 1 + 14 days — Dose 2 © 5/3243 (0.15) | 12/3240(0.37) 58.13 (-18.80, 85.25)* | 0.102
Dose 1+ 21 days — Dose 2 © 5/3241(0.15) | 10/3238(0.31) 49.71 (-47.08, 82.81)* | 0.209
Dose 1 + 28 days — Dose 2 © 4/3222(0.12) | 9/3220(0.28) 55.25 (-45.27,86.21)* | 0.181
Dose 1 +> 12 weeks — Dose 0/2328 (0) 1/2362 (0.04) 100 (-3856.96, NE)® | >0.999
2
Dose 1 +> 12 weeks (no 10/ 324 (3.09) 10/284 (3.52) 15.83 | (-101.88,64.91)*| 0.699
Dose 2)
Dose 2 — Dose 2 + 14 days 6/2857(0.21) | 11/2902 (0.38) 44.54 (-49.96, 79.49)* | 0.245
COV003 (Brazil)
Post Dose 1 127 /5017 (2.53) | 262 /5022 (5.22) | 52.20 (40.93,61.32)* | <0.001
Dose 1 — Dose 2 64 /5017 (1.28) | 116 /5022 (2.31)| 44.70 (24.94,59.26)* | <0.001
Dose 1 + 7 days — Dose 2 © 42 /4978 (0.84) | 92 /4985 (1.85) 54.53 (34.49, 68.44)* | <0.001
Dose 1 + 14 days —Dose 2 ¢ | 25/4888 (0.51) | 78 /4896 (1.59) 68.13 (49.99, 79.69) | <0.001
Dose 1 +21 days —Dose2 ¢ | 16/4810(0.33) | 55/4802 (1.15) 71.12 (49.61, 83.45)* | <0.001
Dose 1 + 28 days — Dose 2 © 9/4760 (0.19) | 34/4736(0.72) 73.77 (45.34,87.41)* | <0.001
Dose 1 +> 12 weeks — Dose 0/2086 (0) 1/2015 (0.05) 100 (-3667.26, NE)® | 0.983
2
Dose 1 +> 12 weeks (no 2/ 115 (1.74) 3/130(2.31) 16.43 | (-403.22,86.12)*| 0.845
Dose 2)
Dose 2 — Dose 2 + 14 days 14 /4123 (0.34) | 34/4045 (0.84) 59.65 (24.82,78.35)* | 0.004
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AZD1222

% 49 SARS-CoV-2 BEMN D A JLAZHIFERE SNI=#FD COVID-19 DEBRIZHT HE

AR OB D D I F oEME (LEEFMEETGRER. 4R SD miERG
MR ETRER) (COV002 ;HER KR UL COV003 FHERD A4 )
Participants with events, n (%) P-
’ value
95% 2 or
Study AZD1222 Control 97.5% b
Time Period n/N (%) n/N (%) VE (%) Cl (%)
Pooled (COV002 + COV003)

Post Dose 1 174 /8265 (2.11) | 375/ 8269 (4.54) | 54.09 (45.07,61.63)* | <0.001
Dose 1 — Dose 2 82/8265(0.99) | 141/8269 (1.71) | 41.90 (23.70, 55.75)* | <0.001
Dose 1 + 7 days — Dose 2 © 49 /8224 (0.60) | 106 /8230 (1.29)| 54.10 (35.58,67.29)* | <0.001
Dose 1 + 14 days —Dose2¢ | 30/8131(0.37) | 90/8136(1.11) 67.03 (50.17,78.19)* | <0.001
Dose 1 +21 days —Dose2¢ | 21/8051(0.26) | 65/8040 (0.81) 67.99 (47.68,80.41)* | <0.001
Dose 1 +28 days —Dose2 ¢ | 13/7982 (0.16) | 43 /7956 (0.54) 69.94 (44.06, 83.84)* | <0.001
Dose 1 +> 12 weeks — Dose 0/4414 (0) 2 /4377 (0.05) 100 (-430.60, NE) 0.498
2
Dose 1 +> 12 weeks (no 12/439 (2.73) 13/414 (3.14) 15.95 (-84.51,61.71)* | 0.665
Dose 2)
Dose 2 — Dose 2 + 14 days 20/6980 (0.29) | 45/6947 (0.65) 56.07 (25.60, 74.06)* | 0.002

VE of AZD1222 versus control, the 95% CI and p value were estimated based on Poisson regression with

robust variance including the term of treatment as well as the log of the follow-up time as an offset. VE is
defined as 1-(incidence of the infection from the AZD1222 arm / incidence of infection from the control

arm) expressed as a percentage, where the risk ratio is derived from Poisson regression with robust
variance. The 95% CI for the VE is obtained by taking 1 minus the 95% CI of the risk ratio derived from

the model.

b The maximum likelihood estimate of VE of AZD1222 versus control, the exact 95% CI (or 97.5% one-
sided) and p value were estimated based on Poisson regression with Exact Conditional Method including
the term of treatment. VE is defined as 1-(incidence of the infection from the AZD1222 arm / incidence of

infection from the control arm) expressed as a percentage, where the risk ratio is derived from Poisson

regression with Exact Conditional Method. The 95% (or 97.5% one-sided) CI for the VE is obtained by
taking 1 minus the 95% (or 97.5% one-sided) CI of the risk ratio derived from the model. If the maximum
likelihood estimate of VE is 100% or negative infinity, the exact 97.5% one-sided CI is reported.

earlier.

The participants are censored before the second dose of Study Intervention or 12 weeks post the first dose if

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic

acid amplification test.

COVID-19 includes all PCR-confirmed SARS-CoV-2 events with primary symptom or symptoms or WHO

grade > 4.

Source: Supplemental Table IEMT 243, Module 5.3.5.3.2.
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2.7.3.6.2.3.7 {I[EEFEERD COVID-19 IZEE&E L f- AfZ. EfE COVID-19. COVID-
19 [CEAE L= ICU ADARE. KU COVID-19 BERIZKT 2TV F
L AME

W BEFE% 22 H LA COVID-19 (2B L 7= ABE, EAE COVID-19, COVID-19 (2B L 7=
ICU ~D ABE, } O COVID-19 BIHEIEDRIUZX T DT 7 F UG E2H 50 1IZRT, AZD1222
BECIE, FIEIBERERL 22 H LAREIZ COVID-19 (ZB8E# L 7= AR, FEJE COVID-19, COVID-19 (Z[H:H#
L 72 ICU ~D APg, Xix COVID-19 BHEAEILFRD HiT, AZDI1222 OHEFEIC K 5 PRI R 13X
Fahi,

% 50 FIE#FETR 22 BLIE D% COVID-19 FEFIDRIRIZH T 500 F B ZE (¥)E SD
mERSEEEERITRER) (COV002 :HER KX U COV003 FHERD )

Participants with events
AZD1222 Control VE 95% ClI P-
Events n/N (%) n/N (%) (%) (%) value
Hospitalisation * 0/8032 (0) 14 /8026 (0.17) 100 (69.92, NE) <0.001
Severe ° 0/8032 (0) 2 /8026 (0.02) - - -
Requiring ICU © 0/8032 (0) 1/8026 (0.01) © - - -
Death ¢ 0/8032 (0) 1/8026 (0.01) © - - -

& COVID-19 hospital admission is defined as WHO clinical progression scale > 4.
COVID-19 severe disease is defined as WHO clinical progression scale > 6.

¢ COVID-19 ICU admission is defined as WHO clinical progression scale > 7.

4 COVID-19 death is defined as WHO clinical progression scale = 10.

¢ The one patient who had virologically-confirmed COVID-19 requiring ICU is the same patient who died
due to COVID-19. This patient is also one of the 2 patients who had severe COVID-19.

The maximum likelihood estimate of VE of AZD1222 versus control, the exact 95% CI (or 97.5% one-sided)
and p value were estimated based on stratified Poisson regression with Exact Conditional Method including
treatment as factor, study code and age group at screening (18-55 years, 56-69 years, and > 70 years) as strata
factors as well as the log of total number of participants for each combination of treatment and strata.

VE is defined as 1-(incidence from the AZD1222 arm / incidence from the control arm) expressed as a
percentage, where the risk ratio is derived from Poisson regression with robust variance. The 95% CI for the VE
is obtained by taking 1 minus the 95% CI of the risk ratio derived from the model.

The observation period for the endpoint was 22 days post first dose up to 1 year in study.

COVID-19 events are adjudicated events based on virologically-confirmed results from RT-PCR or other nucleic
acid amplification test.

Source: Supplemental Tables IEMT 199.2.1, IEMT 202.1, IEMT 202.2, IEMT 202.3, Module 5.3.5.3.2.
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# 12 BEXR 7T BHROEEENDORBAOBEETEROHEHEN (#IE LD 24

T -1 ) J TSRS 34
%= 13 BER 7T HROEEERNDELEDHEASTEROHEMHEN (¥1E SD &Mt

o R A1 ) SRR 38
%= 14 BER 7T HROEEENDEEDOHEETEROHEHEN (#IE LD 24
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%= 16 1%181% 28 HREIDEARZHDIEREEEER (WTHHDIBETEEH T 2%ULHE
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= 17 EREAMODEELEEER (WIThHDEEHET2HILLERIR) OHFEEHRT
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%= 18 DN RUVERENDTIETARESEESROHEHENT (2EEREEHENT

3 i ) OO 54
%= 19 7t b7 2/ 7z (Paracetamol) DFHixENDHERDEIER 2 HED

TEEEBZROFKIAEE (COVO0T FHER) oo 60
*= 20 COV002 ;B8 B U COVOO3 SRERICH(+H 7 72X/ T

(Paracetamol) DFHIREDNDHERNDEHDEHEAZTESR (YR SD &2

R A1 ) SRS 61
%= 21 BRRICB T OIHEEETERDARERTEECHE LI-AERUVHERER

B T N 2 BEE o oeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee, 63
%= 22 B R EE RO AT T E O T R e 64
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B ERUVEMRE &
AN S 5 W8 R OO P AR 2 B T IR

BERUVEMAZ FAEEDEREA

BMI body mass index : {KFGFEEL

ChAd63 chimpanzee adenovirus 63

ChAdOx1 chimpanzee adenovirus ox1 (also known as AdvY25)
chimpanzee adenovirus ox1 with MERS spike antigen : MERS 7 A /LA (D A

ChAdOx1 MERS S G R % ChAdOX] <7 5= 77 T2

ChAdOx] nCoV-19 ;elljniez ;; ?)ZIIH)%?Z when initially developed by the University of Oxford : A

COVID-19 coronavirus disease 2019 : Fi = = F 7 A )L 2 JEYLE

CT computed tomography : = > & = — X W@k 1k

FDA Food and Drug Administration : K [E £ 4 % 3 5 5

FIH first-in-human : & MO TREG$ 5 GRUER)

HIV human immunodeficiency virus : & hFERET A /LA

ICH international council for harmonisation : [ 3£,/ 3Rl FRFNE RS

IgG immunoglobulin G : %% 7 27 Y G

LD low dose : 1K &

MedDRA Medical Dictionary for Regulatory Activities : ICH [ 5 [% 3 FH 5k

MenACWY meningococcal group a, ¢, w-135, and y conjugate vaccine : 4 flifIE % B &
Mo 7 F

MERS Middle East respiratory syndrome : BRI SR IE BERE

MERS-CoV Middle East respiratory syndrome coronavirus : H BRI SRAE A = v - w7
A VA

MRI magnetic resonance imaging : f#%5 LR {5

SARS-CoV-2 severe acute respiratory syndrome coronavirus-2 : EJE UL RFIL SHE AT =
2FARA2

SD standard dose : #EYEH] &

VAED vaccine-associated enhanced disease : 7 7 F |2 B9 A K AR HE IR

ABEDOHREDIT

AW TR S TERAZ M) X, COVID-19 O TRin=bnT 7 F L LT, AZDI222
ZRRINTHIFE LT-BR 0 TERRMIZ M) ICESEER L, fMIEETh 5 B R ABBRE % x4
& L7- D8111C00002 75k 0 5h 28 JF: e V22 A ME D5 8. D8111C00002 7Bk K QNSO A it &
O FEROME X, 2.5 BRICBET 2EHhH®) 22BoZ &,
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ARMZEME

T AT R AIT. COVID-19 DFiDi-bDU 7 F L LT, AZDI222 BT TH 5,
AZD1222 (%, SARS-CoV-2 A/XA 7 W& /37 w383 5 IEHERGE R T 2 TR o—
TT ) IJANARG Z—DT 7 F L Thb,

R 7o AR E EOBRABFERICBWNT, VI F U 2FHMREE T 57202 T 7 F o D
HKEBRRERLIEL IND—FHT, f2WREEEZEL 2OV 7 F L OREEROFEIED
M 31T 2 BRIR M O D itk 72 BAVE A MERF T 2 BN B D, FEMEH D AZD1222 DFEER
DEFRERIZ BT DA, 2o, RO REONEGT — & OFBIITIZ LV | BIEDOAR
A EOBRAHEEICKRIT DB ERED O, Ao, et KON 2 i 5
3 2SN R TR LD,

ZEVEOOET — % OFBNTIZ, RPFEIZBIT D AZD1222 DEEMEORIL L 725,
AZDI1222 DAL LT, HEEORE « HEIZHOWTEHME L., COVID-19 12 X A3 1= Kk ONEIE(L
DY 27 NEWER (s RO BREZHET LA IOV THEHE L 7=,

AMETIX, FEROET —Z O REENT O F Bk R R OB LR, AT ORIz
WIS E3.53.1 HASRO Z &
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2.7.4.1 EELNDIREE
2.7.4.1.1 BIENREMTETE R URE RO Gt

274111 wE

AEIHFET 5 AZD1222 1%, 18 L EOHEEFEE 2% % COVID-19 O 5D 7= 8 OHEBh 0.2 D
S A2AME LT T ThD, AZDI222 L LT, 0.5mL (5x 100 vp [Frfl] ) #4~1238
MR T 2 FIfRNERET 5,

AMELTIL, AZDI222 O T 7 7 A VA THT 5, KB IZBIT H08T —Z OhiEfE
WroF—27 > hA7HIZ20204 11 H4 ATH S,

274112 AZD1222

AZDI1222 (IH# ChAdOx1 nCoV-19) (X, SARS-CoV-2 A/3A 7 KEREL L /B a— 15
JEHEFETE G T F LR =T F ) A NART B —T 7 F o Thb, AZDI222 (%, AN
47*}*5//\7 TOHRKBUZ LV . SARS-CoV-2 7 A VA ZxET A Bt K s A kE4 5 = L

T, IREAZRETAZEDNHFIN TS, AZDI222 OFEFEIL, Oxford KT L - CRHB X
N, TOH%OBERIIT A b7 EBRIIICBE Sz,

AZD1222 DVEELUZ VS5 ChAdOX] WA IV ANRT X —X, F oo P—TF ) 7 A LA
Y25 IZHR LT\ 5, ChAdOx1 X7 ¥ —|E, U A NVADHEEIIVEATH D El BlaTE2KRIK LT
WA=, B NORHN ORI CIEHI5E L7V, ChAdOx1 X7 # —|%. B3 Bz FH K& TV
%, B3BIETIX. U7 F ATk T D REINE 2 i3 2 itk & v "7 xa— LT
%, F72. ChAdOxl X7 ¥ —ZZ L, Y25 KD B4 fEIkOFlca—RRasnsbr 4 —7 U —
TATTL—LD4, 6, KN6/TEBIGTEZE NTT /) UANASHEOLOLEWT L LT,
WRZUE L, Bl Eafa2msed 2IEmNIcEsiT 2 v A v A DMEICFI T2 ~F%F Y D3
BE % E X472, ChAdOx] X7 ¥ —|%, HEK293 #ilfa & O T-REx-293 @ X 9 72k EHn%, El
BAGFZ BT 5 CORBNET 5, AZD1222 U 7 F U RRORERR O FEIC SV T, A3
FRRBR N OB 2 00T 271121 HESRO Z L,

ChAdOX1 7T v K74 —AFA VI N fikE, ~T VT, Fo v 7=7, V7,
MERS-CoV, B HIfFZ, KOUL{ERE B BRI O T T 7 F ot 3 QN RN ARE & OV HIV O
WBIRY 7 F OB THOWORTWSD, BUE, 2N bDY 7 F UATWT i b KRB BRI
HD, AZDI1222 DZEMNEFTFFTHT7—X L LT, Z#H ChAdOx]l X7 X —T 7 F > DGR
BT T T HMIBTHAESNRENFIHTRETHD (2.741.134ESMR)

274113 ZEHFEICAWV-RBREUVHESHETOHME

2741131 AZD1222 OEGKRAE T OY 5 A

COVID-19 O FBiD 7O D AZD1222 DAZME, 2, KOG R A2 7Hm 3 2 BRI 7 =
7T MIFEfEF O 9 iBR (Oxford KEFIZ LD 5BR, 7 A TR HEIC KD 33 Bk, Serum
Institute of India & " Indian Council of Medical Research (2 & 5 1 #BR) THEEL ST\ A,

BAEDOARMEE L OBRZERE (ZHeE R - ERERLEEET (MHRA) | &MEKMV
(EMA) . ,&U%®m®ﬁ%éﬁk@m RNR & ZE L, Fh T o ig KRR OO fRATIC
<\AﬂM22®ﬁ%$\ﬁéﬁ\&Uﬁfﬁﬁ@ﬂ%#Oﬁ%ﬁ%ﬁﬁ&##ﬁéﬂto

CONFIDENTIAL AND PROPRIETARY 7(69)
7(136)



274 ERRMZ 2N AstraZeneca
AZD1222

Z OFEIX. AZD1222 OFFKRBFRE 7 1 7T MBI DRI OERRE 4 3Bk (COV001 Rk
(%5 VILFA] . COVO002 #BR [ I/ AH] . COVO003 Bk [ NI FH] . XY COV005 #tBr [45
VL] ) OF—2%20F53T5HDThH5S, ZHNHORERITIWNTILE Oxford KENEEH Th
V. FMIE E R OGEE FEIIRBRECEE L TWA D, BeMTF — 20 iEm S s E 2 50
7=,

. COV001 & (FEE, % VIIF [NCT04324606] ) : AFABRIL. 18~55 I DMEREALA
1077 Bl 5t & Li-HER, FEEIB, b Moo TS5 35 (FIH) RBRThd, B
BRETEIGTI2HE > T AZDI1222 U3 MenACWY % 1~2 &S 5, HEROEIKH
FOlE. AZDI1222 O, Rabh, RORERIEZ T 2 2 & Th D,

e COVO002 7B (RE, % I/ [NCT04400838] ) : ARABRIL, 18 5Ll LD AK)
12390 iz x5 & LI H gk, RIEFHERTHY | BUEETH TH D5, HBRAIL 18~
557, 56~69 ik, KUN 70 kbl EOFEMRTHIAAAN T, AT, ERIEHFEHE LD
SARS-CoV-2 [ZHEHE S LT U5 AIREMEANES 2 DI DR % BRI ML A LT, R
FIFEISFITHE - T AZDI1222 i MenACWY % 1~2 [Hl#EfEd %, K ORI H
. AZDI222 DA, TAME, R OSIERIE R T 5 2 & Th b,

. COV003 RB (7F7 /v, B IAE [ISRCTN89951424] ) : AikbriL. SARS-CoV-2 (Z
WREE S AL TV D ATREMED BV 18 5k LA E DR AKT 10300 il 2 x5 & L7 e, F23Ext
B CchH v, BIEERY TH D, WA IXEIFITHE > T AZDI1222 Xit MenACWY

(FED) AEBEKICE DT TR QEIEH) & 1~2BEHEMET S, EEXORIRED
L. AZDI1222 OF M, etk KOEREEZFIT 52 & Th 5,

. COV005 B (FE7 7V A, F I [NCT04444674] ) : AABRIL. 18~65 D
HIV B AT IERG A 2070 il xt5 & Lis “EHER, 7788 (FEAHEK) xf
B Cch Yy, BEET TH D, #BRE LB - TAZDI222 I 78R %A
1~2 BT 5, FEEORIKHIL, HIV OIFEGE 2B 5 AZD1222 OFZhMH:,
Ve, ROERMEZFHMET 5 2 &, DD ak— FThH D HIV OEGH

(100 1) 28T D AZD1222 OZEVER O FMEZ 325 2 & TH D,

AWEE TR L7z AZD1222 OZEMEDIRHLE 72 % Oxford KEAIZ L B BROMEE F 1 1ITRT,
FEARIC OV T, BRRRER R 52 HE O 55 3.5.1 HORREMGmEL RO Z &,
COVID-19 O T D 7= D AZD1222 OEFIRBA%E 7 v 7T MIE £ 5H E OMOBRERIZ OV TIE,
BRI 20 2.7.3.1.1.3 THIT/R T,
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2.7.4 FEERMZ AN

AstraZeneca

AZD1222
= 1 RO HERTICEDH-HBROME
HER A COV001 iXER COV002 KB COV003 iXER COVO005 iRER
Hhig; (NCT04324606) (NCT04400838) (ISRCTN89951424) (NCT04444674)
HE[E E[E T332 m72UhH
TEER TR A Oxford K% Oxford K% Oxford K% Oxford K%
RERBALG B FEhER (2021 4 2020 = 4 H /FElii 2020 4= 5 H /FElifi 2020 = 6 A,/ FElifi 2020 4~ 6 A/ FEliiH
1 HES)
Ui It /111 11 1t
FHA wERE B, EEAL. | BEREEMR. EEAL. | #BRE SR, EIEAL. B, EEA, %t
pSgiist pSgiist pogiist Jisd
ERE¥i e e #91090 {31 #9 12390 11 #910300 131 %9 2070 31
(FEBIZ 1077 f51)
BEA AT IS & D T- B DA 18~55 7% 18 me LA | 18 me LA | 18~65 7%
BRI (HAMN) 1~2 [A] 1~2 [A]
GRER 7 N—F 2 HS (FRER T N— |2 HS 2| 2 |
<) <)
AZDI1222 D& SD : 5x10%vp SD : 5x10%vp SD : 5x10%vp
SD : 5 x 10 vp
LD : 2.5 10" vp LD :22x 10" vp LD : 2 x 10" ypP
PITICE MenACWY MenACWY MenACWY (#JE) KON | 7 Z7 &R (ABREIEIK)
7T vR (EEAHEK)
(2[E1H)
T E B [ R 4~8 ] 4~6 ] 4~12 JE R 4 58
JiE IR 715 Z ZEN K OVREENY) GE 1 Z ZENA K OREEN ) (CleBst
[F1D & M2 VN (2 & 2 & <V S
SARS-CoV-2 @ PCR) . SARS-CoV-2 ®
PCR)
T E BB B pEfE R 364 H R pEfER 364 H B pEfE RS 364 H VIR RS 364 H

a

b

AstraZeneca assay of reference, Section P.2.2 of Module 3.2 for additional details.

Estimated administered dose, see Section 2.7.4.1.1.3.2 for additional information.

vp = viral particles; MenACWY = meningococcal a, c, w-135, and y conjugate vaccine.
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274 ERRMZ 2N AstraZeneca
AZD1222

2741132 R&E-HRAE

HEMNTIZE D T- Oxford KFHIZ L D 4B CTliE, 4L FotpfE (v A, 7=y b, 7
A e FEEHE) HOBEEINZAR (Lietal 2017) WONI R 58 A E G T2 3BT 5
ChAdOx1 X7 ¥ —U 7 F o KOO O T T ) 7 A WA X —T 7 F > (ChAd63 72 &) O
BERARBRIZ LS WCHEE - HEZRE L. COV002 X 0 # 0ibr Cliieir+ 25 covool RBRIZEH
\F % AZDI1222 @ 2 [ElEFERF Ot d L O RMET — 4 (Barrett et al 2020, Folegatti et al
2020b) =HEBE L LT,

INHO 4R TR, 1B 2 FIEEREOFNZ 35 L=, AZD1222 Df&E& LT, EEHE
(SD) D#J 5% 10" vp H OMEH&E (LD) @ 2.2 x 10" vp Xi% 2.5 x 10" vp Z 34l L 7=, COV002
RBR DR E I TIRBR I S E SRS X WIENC 5 x 100 vp (SD) D AZDI222 Z SN 5 TiE
Thole, REOERERDIHEDOENNZLY | —HOWERFE N FEEEIL2.2x100vp (LD) ZH2
FE S A7z, COVO005 iRER D/ DI OBERE . ZFtEEFT I X 28K O T A )V AR D E BT
FEIZBF X0 2XI2L 0, LD OFEfEZIT-, 20 D0H HIEOEWIZERKRER 7 1 7
FZLAOPINCRAELTZLDOTHY . ZD%IINY T — b ENT2 L0 KEEOEWERE AL B
SN T3, COV002 RER N Y COV005 iBRIZH 1T 5 LD OEEFEDFEMIZ OV TIL, 55 4
3541 HEZBOZ L, REMOEEITIZE O T-RBRICE T 2 1A - FEKLOBEREREORE
RILOFEANZ SN TIE, BRREEHEER 2.72.13.1 HEZ SR Z &,

2741133 (&

AZDI1222 O ZEMEOFAMIL, Oxford KEFENFEMET O 4 3R (COV001 R, COV002 55k,
COV003 &k, COV005 ilER) DOUFET —& ORI RICE SN TS, 2 b ORBRIT
TG BIEL(LATERFEBR CTH 0 . WBRE O BRAMENE, ZaMEEE . ROl 048
FIXEE L TWAH T2, PREITIER Y Th o L& 2 b7, TAERARE T 2B CEP LT
W5 (BEIRESAZIME 2.7.3 THIRTERL 6.1 /) . T X TORERT 18~55 ik DA Z A A T
BV, FIZCOV002 ikBr (GRE, % I/IAH) KU COV003 R (77U, EIFH) TiE, &
i OBEFERE & LT 56~69 mk DOHIERE KON 70 5% LA EOBIERE & A N7z, COVO001 3R Tl
TREHERL A DI A IR AIVT= D5, F DM OFRER TII MR B A AT H R E ORANZ TR L
(EEX T2 br—VARROEBRB A AT 28 Bk FEHE LR R OfR 2 151
LAEEMED B 3K 2 H L TV D ERE 2#Br<) . ARBRICBW T, R OISR O Ltk
o OV M) ST 502 AR AR RE DB 1XBRI LTz (HIV RGO 3l Al 2 5 LT b
WBRE IXBRAN L72) . COV002 3B KON COVO005 7B CTIIFBREA A IC HIV IR L TV D &2
Wr SNTEBRE DT ENTWVDA, 2D OBRE IIOFEIT DR LTz (2.7.4.1.1.6 S
M) P EfRNTEES IR OBERE T — 2 1IR 5 TS 28, COV00ol Bk, COV002 #t
Br, COV003 &R, KT COVO005 iR ClIHEfE% | M E TOREMENEZ TE L T\ 5,

PEEMATICR T D6 IBEEClE, EILTH D MenACWY (COVO001 35 & N COV002 #R5ER D

HIElEEfE & 2 B H OEfE, A ONT COV003 BBRDOP)ElEEf T H) S AFREKIZL D 7T R
(COV003 #RBRD 2 [5] H OFEFE, W ONT COV005 FABROFIaEERE & 2 [/ B O CEH) 20
L7,

2.7.41.1.34 ChAdOx1 XU 2 —7T 9 F U DERKZEER

ChAdOx1 XV Z—TU 7 F L, A v TN Y F7 0 7=T fikE, KU MERS %085
DFFEARIE ONT BISLIRIE 2> & D508 7 4 55 & L7- Oxford KT & 2 BERBRIZIBUV T, 240 151
TR Z HDIEER AR SN TV 5, £72, ChAdOxl X7 ¥ —U 7 F & AWT, RS
Gl Li-~7 U7, MIEREBBEIRKE. 4. KO BARIFR DB OGS R ORI 0N

CONFIDENTIAL AND PROPRIETARY 10(69)
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274 ERRMZ 2N AstraZeneca
AZD1222

HIV &Y 2%l 5e & L= HIV ORIE D 7 F o OFFRRR 2 BN £t Th b, ZnbnvU s F
SNZOWNWT, FHIS D RIS A O R MO REIT /RS 3TV 720, ChAdOx1 BAA D FEHE
LT RN =TT ) UANAT 7 F L OEEREER Tl HIV EYE 23517 D5 ChAd63 X7
X =07 F U DEFMIIRIFTHD Z EN/RET- (Fidler et al 2018, Fidler et al 2020, Mothe et
al 2019) .

LEAMET — HZ BNIAFE I N TS Oxford RFIZ & - TBIEHF D AZD1222 LIS @ ChAdOx1 X7
B2 —0 7 F o DOEFERBRZ 2 2 1R, ZNHORBROZEMEDOR R Z LI TFIORT,

Antrobus et al 2014 (FIu004 &£E&. NCT01623518)

FH OISR R T 2 T oV —T 5 ) A LA TH D ChAdOx1 & W=7 X —
U7 F L OFHRBE LT, AR U7V o WHIRZ BT 5D ChAdOxl X7 X —TU 7 F D
BERRF O A FEFRORBIEIE L OFHEIR TG Sz, AREBRTIL, 18~50 ik O HBRF 12
ChAdOx1 NP+M1 % 3+3 O FH&MiEE (5x108vp 3411 . 5x10°vp [3 6] . 2.5x10°vp [3
Bl . 5x10%vp [661] ) ICk VB UL, kmAELZER L7 6 54 3 HITREL (382~
38.5°C) RO HI, ZNHDO3FIF 2 HTIEEOFFTLOEHFOFEELZ LR D LN, W
TNOHAETH 3 EMLU EOFREHMFICEERAEFRIIRDONT, AEFRO K /7138
EThotr, KRBRIZBITA2 V7 F U EREOBENESH Y LR SNT-FEEZOS L, [T
HEFERTI M, EHOFEFEZIITIHETH -2, RETOAEEFELRITIL, K., ¥R, EIR.
O, KOBUENE ENTc, EREFOAEFFERIL, HI (67%) . HBi& (58%) . KUEA
i (58%) Tholz, BHOHEHFFRLRD S5%IFHFEY A TERICREA L, 2HOREFERD
T1%I% 48 RFFLINIZEE LT, EHABEOA TRED LN HEAERE, AREAEFROEEE
SUTFEHEE & ORI SR BB RO bR - 72,

Coughlan et al 2018 (Flu005 §£8&. NCT01818362)

ChAdOx-1 NP+M1 DMt Z 3T 5 728, 18~46 DB 48 #1250 sl Lok
24 il )t G & L7228 THEEBRBR AN s STz, B 72 Bl 2.5 x 10'° vp ® ChAdOx-1 NP+M1
Z1EHEEE L, 2095 60 #illE ChAdOx-1 NP+M1 O#EFRRT I BEREZ I A 7o oD 7 F
¥ MVA-NP+M1 % 1 [BI#FE L7, AEFLOMEMEIT 50 Wk OERE CldnkE 18 1 A,
50 UL EOWERE ClIE 6 WA CThoto, WINOEFMEETH, RFTK NS OEERFROK
BRI SOIFEETH Y . 1~2 HUWNICELE CHARIE Lz, £, Bty s 5
CERE L OBEMES D LRI SN EERAEFLZIIRO bR oo, BIEE A MDD WEET
KOs DR EFEGORBFEEIL, 18~46 mOWERE & Eik L T 50 MLl EOWERE TR -
776
Folegatti et al 2019 (CHIK001 &k, NCT03590392)

AFRBRTlE, 18~45 DR AN 24 Bl 5tBR L LT, F7 7 =T 7 A LA 5 ChAdOx]

Ry B —T 7 F T % ChAdOx1 Chik % 3 FHEOMWIEE (5x10°vp [6 1] . 2.5x 100 vp [9
Bl . 5x10%vp [96I] ) ICEVEFRE LTz, FrEAEFROKRIBIITRE (70.3%) XITFHREEA
(243%) THY ., WThb 1~7 BUNICELE THREE Lz, FEFFERESFGE LT, HBRIE
SRR RIRE, ROWEREARD b, Wb 3 BUWIZEIE L7, EERAESS GEIR
BA) 2% 1 58 B, 1RBRIE L OB U S &7z, 5 x 101 vp O H & CRIBUL O R BLE|
BREMNo 7203, ChAdOx1 Chik DBV K ONERMEIL BAF &t bz,

Wilkie et al 2020 (TB034 3£B&. NCT01829490)

FEAZTBE DO T=8 D BCG OHMIREZ AT 5 20~54 ik DEFER A 42 Bl a5t LT, A 3
77U 7T HIR 85A Z 3Bl 345 ChAdOx1 85A K& X MVASSA DK FE i S iz, T_XTD
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WEBRFE L 5 x 10° vp IE 2.5 x 10" vp @ ChAdOx1 85A # 1 B L7z, Z D955 12 BilixZ Dk
MVASSA % 1 [A[#FE L. %o 12 f5]i% ChAdOx1 85A @ 2 [a] H OHEEFE K TN MVASSA @ 1 [al4fE %
Fhi L7z, BEREIRIL 24, 32, T4l B CTH-72, RFTA ST OEEREL IV E T
SINDHHOTHY, BEXITIFEE Th-o T, RFTOFRRELOEIROFBBRGITINTHhoD 7 F
PTHEBLTRBY, MU F U LORICKREIRETRBO NN oT-, BEEOEHFOHESR
G 4 (S, BV, ROSERR A 16, SR OYEF 23 16 IZ580 Hit, Wit 1
H H ® ChAdOx1 85A OFEEFEZIZHEL L=, & 119 BEOBHHMFIZ 25 OFER ORI
RO LN ST, VI F R E OREMSH O Ll S - IEREAEES (MR FAIMRAEE
Baate) L LT, BEORRE Y Vo BUEN 1, BED Y L oRERBED 3 B, #5RE T
HREEE DO AF R ERIB/DEDS 2 B, HREE O [ ERIBUDEAS 1 31, 4R OGFFEEREEIE S 1 1], #ED
M/ REDS 1 BNZRRD vz, ZRHDOFERITNT L ERICEE L, 56 HE (28 HE
® ChAdOx1 85A #2F#if% 28 H) 2 T9 DAy HitEEIREIE S 1 FIZERD DAL=, FEREH K OV
JE GHANLOEAERNZ 2 thORIEB ZRB) o U 7 F U8 & OREE L &l <z,
BRI P ICEE A EFZIIRDO N7,

Cappuccini et al 2020 (VANCE #5&. NCT02390063)

53~77 ik D BVERERE 39 Bl ktge & LT, BINI ISR 5T4 242/ & 95 ChAdOx1-MVA
5T4 U 7 F o OEEMEEZFHNT 5 5 TAHRER NI S vz, 77X COMBRE X 0 B2 2.5 x 101
vp @ ChAdOx1.5T4 Z#fE L7, Z D%, #RE 134 KOV I H X% 1 HIZ MVA.ST4 % Hifd
L7z, BEMEOFIHFIZ4HEATH 72, WThoOU 7 F U8 BRMIIRFTHDL LSS
oo VT U HEREDOREMEL D LB SN A ERGZORADTRETHY, by

X —0 7 F o OMOEERFER & FEELL Tz, 88 TS O ST IR 03559 50% D g
IO bz, EHOEFEFRLZOREFIBRETHY | BloEguIRE (59%) . iR
(70%) . KOS (12%) Thole, VI F UL OMENESH ) LS - EERAESR
ZUIRD oo T, BERAEFEFRIT 2 M4 (HimiZ X2 ABE RO EATREINREIZ L 2 KENK
T FBOLI. Wb U7 T ol OB U &Il Sz,

Folegatti et al 2020a (MERS001 i#E&. NCT03399578)

MERS-CoV D A/SA 7 HER 7D a R i ieiifl S - sl 51 2 3 545 ChAdOx1
MERS O 7 5, 3 HiE, HEWEE, JEEMR. FEEERL, FEIR, 5 THERERE
fESHtz, 5x10°vp (661) . 2.5x100vp (9O f]) . XL 5x10"vp (94l) & ChAdOx1 MERS
%1 [EIBERE L7 e ] D 27— b T DEEEERLA 24 FIOFER DN ME STV 5D, IBERIRIZ TR
TOWERETOo WALLETHY 12 WHRERTS B (5x10°vp BE 1B, 2.5x 10" vp BE 1 f1), 5
x 1010 vp BE 3 f51) AMBBIRRECTH o 72, ARBRTIL, 5x 10 vp O FHEE TD ChAdOx1 MERS O
| [FEOLZEMITIRFTHY ., U F o HEfE O H 0 Lfk SN BEREEFHLITR
DO T, BEERAERRIT RO 5, ChAdOx1 MERS B:ff & OBIEMEZ2 L & Hlr
Nic, FFERAEZEFGII 124 FBDO LI, D95 T4%ITRE, 25%ITHHEETHY . WInd
ALiECHIRIEIE U7-, BERERL 28 HEICHEL L, ChAdOx1 MERS #ff & B & 2 b LiL7Zeuy,
BEOLLEED Y UL ICBEED VD LI S IERFER EFLO KM ITRETH Y . »
TS 12 7 A OB HFICEE Lz, PEEROEEOFHEFRLOBHIESIL, 2.5% 10"
vp REL LB L C 5 x 100 vp BECHEICE o 72 (p<0.0001) , U7 F U8 L OREMESH Y L f)
Wr SRR A EO A EFGRIIMAE CHARRIE L, KESIFRETCH -7, WTNOHET
#, ChAdOx1 MERS D Z2 4 K OE ML BAF & fEsmft i Bz,
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Tuthill et al 2020 (ADVANCE zB&. NCT03815942)

T~ T O BTSRRI 6 5 ChAdOx1 X7 X —U 7 F U DOREFRR G Eih Th 5, F#
MEBEDORAX —HETARINIFERTIL, 54~82 OBERE 23 H12% 16 BRI AT T 2.5 %
10'° vp ® ChAdOx1.5T4 @ 2 [FIEEFE K N A W ARY X — % W IRET 7 F o Th D
MVA.5T4 O 2 B Z 5% T 7=, BEFLORKEHIE Grade 1| XX 2 TH -7z, Grade3 DFEF
GUIMEREGe 1 ED B TH Y, U7 F oM & O L LS nT-, EREEFERIT. &
FHEAE ., ONZE, AN, ROERLE 4 61 (17%) TH o7z, Grade 4 XL 5 OFEFLITR
DO Te, T OMEITHIESREUERT b B E OHFEREIC 31T 5 ChAdOx1-MVA.5T4 D%
AR R MEITBAF & famfh T b,

FEH

FROBERBRONERT —4 (F25H) Tk, iHMli L7297 X TOHET AZDI222 LIS D
ChAdOx1 X7 ¥ —U 7 F o ORFRMEILBFTHY, V7 F UM EOMEESH Y R Sz
HERAERRIIGRD N -T2, 26 ORERO KER 7 CILBHRAR A 24 % Elal> T
W, RFTR VR OFERFLO I /T ELE CHAREE L, RN Eno7z, Zhbo
T 7 F % B G  CE R e R R R R T a7 s AV ER L, U T UL
OREMDH ) LW SN EBERAEEFERIIRD LN o7, ZHHDOFREENS, EH OB
A% D ChAdOxl RXT X—T 7 F Lo OERET a7 7 A VBRI THDL EEZBND,
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AstraZeneca

AZD1222
#*2 Oxford X2 & 5 AZD1222 LIS @D ChAAOx1 N9 23— 9 F U DEGKRAER
Study Sponsor/ Vaccine Age ChAdOx1 Treatments N Follow-up Duration
Country (disease)
Published Studies
University ChAdOx1 NP+M1 (5 x 10® vp) 3
Antrobus ef al 2014 of Oxford/ | ChAdOx1 NP+MI ChAdOx1 NP+M1 (5 x 10° vp) 3
FLUOO;l United (Influenza) 18-50 ChAdOx1 NP+M1 (2.5 x 10" vp) 3 | 3 weeks
(NCT01623518) Kingdom ChAdOx1 NP+MI1 (5 x 10 vp) 6
5145 | WO0:ChAdOXINPMI 2.5 % 10%vp) | |
W8: MVA-NP+M1 d (1.5 x 10° pfu)
19239 WO0: ChAdOx1 NP+M1 (2.5x10' vp) 12
Coughlan et al 2018 University W52: MVA-NP+M1 (1.5 x 108 pfu) 78 weeks
Fi’[‘}%osa“ eta of Oxford/ | ChAdOXINP+M1 | o .\ WO0: MVA-NP+MI (1.5 x 10° pfu) 13
(NCT01818362) United (Influenza) W8: ChAdOx1 NP+M1 (2.5 x 10'°vp)
Kingdom 20-46 WO0: MVA-NP M1 (1.5 x 108 pfu) 12
- W52: ChAdOx1 NP+M1 (2.5 x 10'vp)
5272 | WO0: ChAdOx1 NP+M1 (2.5 x 10%vp) | 12
50-78 WO0: ChAdOx1 NP+M1 (2.5 x 100 vp) |26 weeks
W8: MVA-NP+MI (1.5 x 10° pfu)
Folegatti et al 2019 University ChAdOx1 Chik (5 x 10° vp) 6
CHIKO001 of Oxford/ ChAdOx1 Chik - m
(NCT03590392) United | (Chikunganya virus) | 1850 ChAdOx1 Chik (2.5 x 10" vp) 9 | 26 weeks
22-54 DO: ChAdOx1 85A (5 x 10° vp) 6
20-47 DO: ChAdOX1 85A (2.5 % 10" vp) g | 24 weeks
Wilkie et al 2020 University : : P
TB034 of Oxford/ ChAdOx1 85 A 20-51 DO: ChAdOx1 85A (2.5 x 810 vp) 12° | 32 weeks
(NCT01829490) United (Tuberculosis) D56: MVASSA (1 x 10° pfu)
Kingdom DO: ChAdOx1 85A (5 x 10° vp)
20-47 D28: ChAdOx1 85A (5 x 10° vp) 12 | 41 weeks
D119: MVASSA (1 x 10° pfu)
CONFIDENTIAL AND PROPRIETARY 14(69)
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AstraZeneca

AZD1222
=2 Oxford RZIZ &k % AZD1222 LS+ ChAdOx1 X9 2 —T 49 F > DEGRER
Study Sponsor/ Vaccine Age ChAdOx1 Treatments N Follow-up Duration
Country (disease)
University WO: ChAdOx1.5T4 (2.5 x 10"° vp)
_ . 8
Cappuccini et al 2020 of Oxford/ ChAdOx1.5T4¢ 53-73 Wi M\%ng\}izs; 410 pit) 40 48 wecks
VANCE United (Prostate cancer) - y 10
(NCT02390063) Kingdom 50.77 WO: ChAdOx1.5T4 (2.5 x 10° vp) 16
W1: MVA.5T4 (1.2 x 108 pfu) 299
19-37 WO: ChAdOx1 MERS (5 x 10° vp) 6
23-4 : ChA 1 MERS (2. 10"
Folegatti et al 2020a University 3-43 | WO:ChAdOx S (2.5 x 107 vp) ’
_ . 10
(hﬁ]é}}%ggg oo ofOxtord’ | Chadoxi MERS | 20-47 WO: ChAdOx1 MERS (5 x 10! vp) 9 —_—
2017_003472_3{) United (MERS-CoV) WO0: ChAdOx1 MERS (2.5 x 10'° vp) 6-12
Kingdom W26: ChAdOx1 MERS (2.5 x 10'° vp)
18-50
WO: ChAdOxI MERS (2.5 < 10 vp) |
W4: ChAdOx1 MERS (2.5 x 10 vp) -
. WO: ChAdOx1.5T4 (2.5 x 10'° vp)
zl]l)t{l/lAll 1\?:: ;1 2020 University W1: MVA.5T4 (1.2 x 108 pfu)
(NCT03815942, Of[?’?tf"gd/ (gm‘i?excléige‘i) >18 WO: ChAdOX1.5T4 (2.5 x 10" vp) 36 | 52 wecks
2017-001992-22) - n de W4: MVA.5T4 (1.2 x 10° pfu)
ingdom W12: ChAdOx1.5T4 (2.5 x 10! vp)

W16: MVA.5T4 (1.2 x 108 pfu)

a
b
c

d

One participant withdrew soon after receiving the first vaccination.
One of which was from the previous group and had received ChAdOx1 85A at a dose of 2.5 x 10'° vp.
A comparator group received only MVA.5T4 vaccine, at W0, W4, and W8.

One participant did not receive allocated intervention.

MERS-CoV = Middle East respiratory syndrome coronavirus; MVA-NP+M1 = modified vaccinia Ankara influenza vaccine; MVAS85A = modified vaccinia
Ankara tuberculosis vaccine; MVA.5T4 = modified vaccinia Ankara tumor-associated antigen 5T4 vaccine; pfu = plaque-forming units; vp = viral particles.
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274114 PD9S5AITT7xV bk

2741141 {ERA#FICEDIKEE

AZDI1222 OVEFIREFE > 6 Pl SN D ZEEORIEIZ 2 (2.74.1.12 THSMR) . AZDI1222 LISt
D ChAdOx1 X7 X —T 7 F o OFIKREERICOWTIZ 2741134 HES RO Z L,

2741142 GZFESHZEFESURY
T 0 F R OEFNC BT D R REMEN H DR D Y A 7 & LU IR T,
SEST AL R

JRET OESHBALEOS QEFTERALE R, A, BU&k, #LBE ER] © T OFEE [ O8]« kU
FEAR) 13, AANIERRICEBEICED S, L TREIHHEE T, SUETHREIE TS
ZEBTHEND,

— RV E £ IR

—ixr e asE (B, ELD. FiAdE. BIERE. R, RN, BN RUVESESE) 13 U
JFUBROER AT 27 FTHY WIS BRI BELE T HAEIE T D
Bod, TWHDYAZIIHEETHL I LATHISH., BRI EBIIRENTH 5,

EETBEYE (774 53F—RIE)

WEUED U A 7 1 IRERIREMEE ZEZ2 D, Z<DOU I F U LEE LTS, U7 F U 2fkoh:
Tl t% DO SNEOMBBEUESG OBERE 1K< 7oA, EERGMED T 7 4 7% v — IS T EHE 2
FEVED T HIBNTENE D 2B VEROE OB 138D TRV (7 7 F 2 2T 100 J7[RIOBEFE% O 7 5
T4 TF =DV A7 131 [95%EHEXM : 0.90~1.84] LHEESNTWD) . £7-, WHEUER
IS DI X IEALE T HREIE T 5 RO HFEHFLTH S (McNeil et al 2018) , WHPGED U A 7
IXEBEEF A BMSNTERY . AR 722 T B O SEHi 1 T3 C o BEEE OB BUE
SO DEBIFENERIEENTWD, LIz2i-> T, AZDI222 %808 L /- 9B (20T 2 8 BUE »
BRI LV FEICRE T 2 L EMHITRWEB 2 6D, £, Y SUIRMPIZ3HT 5 8
JEOEEZH T HEAICKTT 5 AZD1222 ORI TH H 720, BZEREWVEANZE T 5
WHEIES D Y A7 1 35/MESNTWbH EE 2 b,

2741143 BEWYIYRY
RENEEDHIEFHIIIE

T 7 F G DM R ORISS O BEA R 2 FH T 2 720 O AW IR ORGSR
EEXNTREY, ZOKENTIEIHECREL Y 7 F o OGERIISIERIC X 2 8w 72005 KOs 73 B
HLTWALEEZHNTWDS (Stratton etal 1994) , U 7 F o L BRI BE R % &AM o g
L OB, SEIERMEROHEMEORE CIHMESN TR, 20 ) bXEICRITS
#6400 HEIDOD 7 F ol & kb5 & U2 EF_—ADOW5EClE, #EliERRERE Y 7 T 0
HYENH D56, BEEIGITHRIEZ Y 7 F o kO mElbA v 7 Y 7 F 2 TiE 100 FlE
OFEREHT- 0 2R, OO T 7 F 2 TlE 100 HRIOEEREH 7= 0 1 R0 Ll < Tun b
(Baxteretal 2016) . F7-. MBIV 7 F B LD LEYYE L & IR T 2560145
VY (Miravalle et al 2010) . LA EL Y U7 F o8 & RN EL L - O DR R & OB
M ISTRE S AU T2V (Principi and Esposito 2020, Mouchet et al 2018, Phillips et al 2018)
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D0 FUICEET HEEER (VAED)

SARS-CoV-2 & VAED OBHEIVEII AR TH VD | FERFRFER CI3E B0 — B L 7oy 33
P S 2 R TR RUTRE O B AL7e o T2 LA ST 5 (Haynes et al 2020) . SARS-CoV-2 (2%}
25U 7 F BRI K D VAED & LT, COVID-19 A EJE(LT 2 mTREME A G R a ST
%, VAED i, FERZREIK T A VAR DRIE T A VADFRN~ Y U ARNERT 7 F o 2T
¢'km@5hi_mwmwmumm SARS-CoV & TN MERS-CoV Ji&HYLE T /L O NG | R
TEDFIMETIZET % VAED O R[REMENRIE ST % (FDA 2020)

274115 EELGIEBRKAR

AZD1222 OEGKERIZI 1T 2 LM 2 %2 KT T IERGIRAT IS SIBEER Y A 7 1378
U,

AZDI1222 OIERGIRBAR 7 10 7T AOFEHIIOWTIEIE 4 2o Z &,

274116 ZTE2MOFMIER R UEEMEA %

FARVEDMATIZ. ERICHFE L7 150IK (AZD1222 XITKRHEIR) (2o x | SRz VT
KIREEM], W)la] SD Z2 M fRMT RIS EE M, K O[] LD 28 S MEMENT 6 G4 ] % 6 G212 it L 7=
(F£3) . A HEOZEIZOWTIZ2.74.1.132HESRO - L,

KIDEREWTZLIEEETH, UTORMICEEY TR R L — 7 R OWERE X, T3TD
AT SRR D S BRI LT,

. COV001 # Bk & TN COVO002 iBRIZ I 1T 2 IEAE AL S LTV RWERRER 7L — 7 O R

. COV002 FRERIZF1T D ChAdOx1 X7 X —T 7 F L OHFEE A AT AR L — T Dk
B

. COV002 35k K& O COV005 FRBRIZI51T B BRBALAREIC HIV (TG L T\ D L2 sz
HKER T L — T DR

. 18 Ik A O Y BRE
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AstraZeneca

*x3 fRT X R E
 3bil R BA
EHERE ATV == T a2 T e T OHERE . AERIIHERE ONRE TR 7 Y —
(All Participants | = > 7 Bl OEFH THW =,

Analysis Set)

DR VERRNT
*SLEM (Any
Dose for Safety)

MEVEZ BT S, TREREE (AZD1222 XITxRER) o#ifdz 1 [mIL B35z i) 7
TR T OB,

RSN OFRE Z e L= giE cik, RBHPIEREToTr—2 2507, #
FEIERE (B : JRBRR A ICIEVEA BT S0, EBICIZIREK B 2 )

D> T-PERF T, EERITHRE L7 IRBRERIZEE SV TR L7z, AZD1222 @
BefE A 1 [BLL B2 T - R 1L, AZD1222 558 & U CHEEF LT-, AEMIT
RO CTHW =,

#E] SD 22 A fif
Bt 4EH] (Dose
1 SD for Safety)

PR EMERNT G O 5 B WIEHER T AZD1222 @ SD T Z it
IS B R HRSR OFERR & 52 T To BT, HERRREAOIR D 43 (T I X AR e RV fRT
KGR & RRED T 1ETEM LT,
AT LM DT T,

FIE] LD 22 42 fi
Pret AL (Dose
1 LD for Safety)

PR EMERRAT R EER D 5 B #IEIHEFE T AZD1222 @ LD XTZ st
IS B R HRSR OFERR & 52 T To B, BERRREA IRV 4 (T I X R 22 RV fRT
RIGHER & RRED T 1ETEM LT,
AT LM DOFAT TR,

LD = low dose; SD = standard dose.

AR |2 F51F B2

CONFIDENTIAL AND PROPRIETARY
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x4 ZEMFMEE OBME
COV001, COV002, COV003, COV005
All Any Dose for Dose 1 SD for Dose 1 LD for
Participants Safety Analysis | Safety Analysis | Safety Analysis
Safety parameters Analysis Set Set Set Set

Participant Disposition X
Participant Randomization X
Demographics X
Baseline Characteristics X
Exposure X
Solicited AEs * X X X
Unsolicited AEs X X X
SAEs X X X
AESI? X X X
Deaths X
Clinical Laboratory Results® X X X
Subgroups X X X

a Solicited AEs are defined in 2.7.4.7.1. AESIs are defined in Section 2.7.4.7.2.

> Clinical laboratory results will be pooled for Studies COV001, COV002, and COV005 (Group 1 and 3
only) only.

AE = adverse event; AESI = adverse events of special interest; LD = low dose; SAE = Serious adverse event;
SD = standard dose.

WTHORBRTYH ., ZRMEOFIER & LT, V7 F o 8L —RCEE T 2 fEaEH
G EHTEAESESR, BERAESRES GEC28T) . MOEATREFEFER LML,
COV001 B, COV002 ik, MO COV00S kbR D — a8 DOREERE 2 3t G R Ml (g AAb
FRRAAE N MR R E) OFM S B L7-, MM 7 1EOME 2 DL TR, 1
%ﬁ?%wtﬁ%?%@ﬁﬂﬂowfm%5ﬁiwi@%%%ﬁ%@%%lﬁ%%%@:&
2.7.4.1.1.61 REtFEBIE

T RCOEFABIIGLRF A& (B, PME, EEFRZE, PR, &/IME, KOEKE) %
FAWTERN Uiz, @mU7eGa. H/AMER O KMEITHIEM & 17 UAHT gL, EIME, e OV SefE 2l
EMEE D 1 DLW, MEEREITHEE LY 2 >V TER L,

BEREECUI T TV =B oW TTEIS (%) Z2F AR LN, GHED 0 05AITFE R L

MoTz, HERICEBIT D PESOIRAMEE, SEI2G T T TRl (Missing) | OIEHIZHEF L
7=

—HOWEERE R D% 1M (COV005 RERCIZ 0 HEMD 6 HH T, ZDOthoilER
TIZOHANS7THAET) WWRALEZBETMAONEHOREAERES (V7 F Bl BT 5
TEPMLNTWDOIAEERESR) A WBRF ARECIUE LT, K% 0~7 B, #IREER% 0~7
A& OV 2 [B] H #2612 0~7 A OWIRICHE U7 A EA EHR 2 HfEE 2 & ITER LT,
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FEEA EFHROINE S 15K OVEER 0 518 CHLUE U 72 B OHE HFIEO KERE., Tt
Gl L 4R BROBCTHEEL TWA A, FHERBIFET S, COV00l R Y COV002 7k ¢
I, TRBRIFEMERTHEE CHE LT EAEFLROERITFR —-TH D, COVO03 Rk TIL, FEAE
FLOHFEIZ COV001 3R O COV002 3B D HFEDFRIFEREZ H =, COV005 Bk Cix, 1218
HOMEEEFL CR—OHEBEXIIAZEEZ AW, BEEEFESLOHZEORBREOHLEIZ OV
TR 21 2oz L, REBREORERFEFRLOHEOIE LD OWTIE, 2535
3.53.1 EREHbratE s D B 2 zmo z b,

Al L7 R EA EHROMGEOEWVC LV | IGBREREHEE THE LR ER EFROEIEKE
DHEFESHRRE THO TN RR > TS, G LEEROERELE L2 ITHET S0, &
WO ERERE DHESIEZRIERL L, TN TOREREFROEIEE OHE THW (5 5#3.53.1
TR DR B 22 . EEEOHEFEOEOC SR E VBT, %45
ROPFE T 2N BRI Lz, FrER EFHROIFEMNTICE O 1oz HFRINCE 22 (TR T,

T RTCOERE BT D% 28 BHE A LR ALK 28 H) TR L=k
EAEFRGOLER L, EREAEFGIT. SR 28 ARICKE L frERESFLRLSN 0T
RTCOFEFRGLE L, &M% 7 B R OSEFRE% 8 H LIRICHEL L IR EAR F 55 b &R
L7,

TRTOWRF BT 2B (% 364 BET) OEERAEFGLNEA T
SHEFREEH Lz, BEMEOOFEHITICIE T D AZDI1222 OB T XSG EHG 2 FANIH
ET D728, £, Brighton Collaboration case definitions (SPEAC 2020), EGA#EER, K& ORI~ IES
DMZEES X COVID-19 ZHE LT 5T 7 F AT 2 EEREZOBEEZ 57 E Lz, BIRLZ
EFIE S LR S ITRT, 20%, T RXREAEFEFROREICHNL 2D, 2 DEFRI
BT EN D MedDRA DFEAFEZEIR L2, T X TOEARFED EIZHOWTIL2.7472HE
SOz L,

EERRL VM BERIC BT 2 FrEA HFS, I EAESS, ERERAFER, KO
HIRESHEEFREZO L7, 20 OLZEEFHIHEEIZ OV T, BIELBIF TR OFE, [E,
R—=2A T A VREOIEIREE, LONR—R T A VOGS (f 5 A& L % 5T SARS-CoV-2
IgG PUROAFEHE) 12X DEERBIOFEAM b 25 L 7=,

a5 - RSN T 8T & U C. flE] SD Z2 Vet SRE4EM (WIEl3EFE T AZD1222 O
SD XU ZF AT D BRI O PR 2 52 1 7= E) 1B I 2 REA EFS MO EA EEF
Gt L, BREEIREEH LT,

&5 FEIREHEEFEFRE L TR EEFHIER
TI74 7% v— SeIESITEPED WIRENEIN & 2 R S M PR
T E oS TENED ATREVEDS & % P PR
Z O OFRRE R IR eI NAEPED WIRENES & 2 M8 R
TS TEMED FTREVEDS & 2 M Z D OGFEITEMED FTREMEAN & 2 Ik
oS AENED FTREVEDS B D T I i MRAE
oS ENED ATREVEDS & 2 AR IR e, mARTERRTE, R Ot R
SePENTENED WIRENEDS & 2 i b b U 7 F AP L IR R IR R O HE
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FET=

TR Z RN T R COECEZEEF LT, T X TOREC DRI DUV TIEE 5 45 3.5.3.1 IHEL S
PEDORGR 2 ZHO Z L,

FRRRERR
B RARAAEIZ DU CTlE, FDA @ Toxicity grading scale = HWN T _XCTOD T — ¥ O HIEE 2| E
L(%sﬁamiﬁﬁﬂﬁﬁ%EE%IWHﬁBiﬁ)\%@%%H%®%%Eﬁﬁﬁ%w%
RAEGH LT, W XSRS LIRS S 425 L7, 7o, COVO003 3Bk (36 I
FB) TIXEM R BRI E A FHE Lo 1220, BFEITICE Do T,
R oy EE M fRAT
R L= et OFME B I OW T, U FOESEM Z & Ic4E: LT,
. AP Y —= 2 TREOF R (18~64 7%, 65 LA L)
. R T A UREOIMERE (BMI A 30 kg/m? LA b, DR PRIRAREE R, XITHER
DD bR Eh 1) OFME
. [E (F£FE [COV00l 7k & TN COVo2 iBr] . 7Z L [COV003 ikBr] . M7 7 Uk
[COV005 3&ER] )

. NR—2 T A RO MGG (8 SHREIC X DT SARS-CoV-2 IgG HLik DA M| E |12 S
<)

274117 ZEMUFHEICAW-E<DOHERD R

LEVED PRI & ® 7= Oxford KZFEIZ X ABROFTEIRICHOW T, BREAARINE2.73.1.14
HEZHROZ &,

2.7.41.2 =0 ARAN:E 35y

274121 #HEREDAR

AT — 2 ORI OFT — 2 > M A 7 (2020 4 11 H 4 H) Tik, 723753 Bl
Oxford KEAIC XD 438 CGEE, 7720, ROMT 7 U 4 CTHEi) OWT N CEIELEIM T
SNz, oo b, #H 2374561 (AZD1222 B 12021 i, XFHREE 11724 #i) 2NVEBRE OB A 1 1]
VLB, SR AT SIS E £NT-, T —F B v M T W TR VARG
GAER D 99.4% (AZD1222 £ 11956 5], xtFREE 11656 1) 2358k 2 ke L Tuhiz,

AZD1222 OZEMEOFHECTlX, ML ST RER O 5 5, YlaERE T AZDI1222 O
SD (SULZE UK T D3 REK) ORFRE 2 52 1T 795 DM T dH 2 Wllal SD 22T < 54E
(G 19971 i) & . #IE#FE T AZD1222 O LD (XUFXZF ISt 56 K)o 25217 7=
WA DEERITCH 2 Wlla] LD MM xr R4ER (BF 3769 Bi) % Bl 2 (ZfifthT L7,

RO OXIRER (EFRIZFR IS BT HBEONREX 1, X2, KOS
6 3.5.3.1 I Main Safety Table 1.1.1.1 (27”39, SEHT I RERIZ I 1T 2 #ERE OFNIG K OSRMTx
GAEFH 7 & ORAVERHIT AZD1222 BE & SERREECHELL L T,
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1 HEBTORMRERIZH 1T HHEBREDRR

[ Pooled Analysis, Eligible Adult Participants, 23856 ]

Excluded, 111
* Not randomized, 20
- Previouslyvaccinated with

ChAdOx1-vectored vaccine, 9
* With HIV, 83 [ Any Dose Safety, 23745 ]
* Not treated, 8 I
¥ ¥
AZD1222, 12021 Control, 11724

COV001, 534 COv001, 533
COv002, 5479 COV002, 5184
COV003, 5000 COV003, 5002
COV005, 1008 COVO005, 1005

Eligible participants included participants who signed informed consent and were not screen failures.
ChAdOx]1 = chimpanzee adenovirus ox1; HIV = human immunodeficiency virus.
Source: Main Safety Tables 1.1.1.1 and 1.1.2.1, Module 5.3.5.3.1

2 HERTOREMBRITNREAICEETN HHERBEDAR
Any Dose Safety, 23745
AZD1222, 12021; Control, 11724
Excluded, 3774 Excluded, 19976
(AZD1222, 1952; Control, 1822) (AZD1222, 10074; Control,9902)
* Firstdose notSD, 3770 * Firstdose notLD, 19975
— —_—

(AZD1222, 1948; Control, 1822) (AZD1222, 10073; Control, 9902)
* Received Control asfirst dose, 5 * Received Control as first dose, 5

(AZD1222, 5; Control, 0) (AZD1222, 5; Control, 0)

r Y

Dose 1 SD Safety, 19971 Dose 1 LD Safety, 3769
AZD1222, 10069; Control, 9902 AZD1222, 1947; Control, 1822

Reasons for exclusion may not be mutually exclusive.
LD = low dose; SD = standard dose.
Source: Main Safety Table 1.1.1.1, Module 5.3.5.3.1

274122 ABEREORZRNRT

R NN AR RN B 1T 2 TRBRIE OIREER IR 2 55 5 1 3.5.3.1 ZH Main Safety
Table 1.2.1.1 {Z7” 7, HRBRICB T2 HE, 7y M ROEGETTOFEMIZ OV T AZ Assay of
Reference (% 3 #82.P221H) #&MDZ &,

T—HJy NA TR ETHERE DK 3 0D 2 (AZD1222 #f 68.8%. *IHREE 68.7%) MIRERFED
2R A2 T e, WITNOBEERE T, PR o9ERE 2 SDSD @ 2 [al#EfE (AZD1222 #F

CONFIDENTIAL AND PROPRIETARY 22(69)
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54.6%. RIFREE 552%) XUIT—X B> A THEETSD @ 1 RO A (AZD1222 B 28.7%. %I
HERE28.9%) Tho7- (F6) ., HEMEMIMEIL 6 EFEARM. 6~11#E., L0 12 @MU ENENE
NEEBRE DKI3 D1 &2 5T,

DEFEZ VTR SER TR, B () OFRfEix AZD1222 # 105.0 B, % HE#EE
104.0 A L [AIFEEETH o7, FlE] SD ZaMEfRtrch REM ik, BHHIF () oF i
AZDI1222 #£90.0 H, *IHR#EE89.0 H Toh -7z (5 5 3.5.3.1 TH Supplemental Table IEMT 44.1,
Table IEMT 44.2 )

*=6 HEBITICE ITHAREDCRBRR (EEETEUHERINRER)
AZD1222 Control
Parameter
(N = 12021) (N = 11724)
LD/SD 1516 (12.6) 1472 (12.6)
LD/LD 127 (1.1) 69 (0.6)
| spssD 6568 (54.6) 6472 (55.2)
E‘(’Os/f)level > | sD/LD 55 (0.5) 36 (0.3)
LD 305 (2.5) 281 (2.4)
SD 3450 (28.7) 3394 (28.9)
Total 12021 11724
1 3755 (31.2) 3675 (31.3)
Numberof 75 8266 (68.8) 8049 (68.7)
doses Total 12021 11724
< 6 weeks 3412 (41.3) 3234 (40.2)
6 — 8 weeks 680 (8.2) 604 (7.5)
]S):Ifeedule 9 11 weeks 1558 (18.8) 1550 (19.3)
12+ weeks 2616 (31.6) 2661 (33.1)
Total 8266 8049

a

Total row included the number of Participants with non-missing data for the corresponding characteristic and
was used as the denominator for calculating percentages for all categories.

LD = Low dose; SD =

Standard dose.

Source: Main Safety Table 1.2.1.1, Module 5.3.5.3.1

27413

2.7.4.1.31

otz (5§

CONFIDENTIAL AND PROPRIETARY

Dose level of control group was decided by the dose level of corresponding vaccine group.

RN REFADAOREHFMRFIER VO DO KT

PNIEE 6 g R

EYEDORRNTGEE M CTlE, #EBE O REH 71T
%@iu X 8.9% T o7z, MHDEE
ADEIEIE10.2%., JRIMOEE

1% 55.8%, BHEOEIE
1% 4.1%, 7T NOEE
5 %5 3.5.3.1 T8 Main Safety Table 1.1.3.1 i)
FEECHEL CHEBIL TV (BT .
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x7 HAERmIcHE T 5 AORET2HNE T (2EEREMETTRER)
AZD1222 Control
Characteristic Statistics (N=12021) (N=11724)
Age (years) at n 12021 11723
Screening Mean 42.07 41.54
SD 14.71 14.18
Median 40.00 40.00
Min 18.0 18.0
Max 87.0 88.0
Age group at 18 to 64 years 10852 (90.3) 10783 (92.0)
Screening, n (%) > 65 years 1169 (9.7) 940 (8.0)
18 to 55 years 9802 (81.5) 9788 (83.5)
56 to 69 years 1398 (11.6) 1296 (11.1)
> 70 years 821 (6.8) 639 (5.5)
Sex, n (%) Female 6711 (55.8) 6550 (55.9)
Male 5310 (44.2) 5171 (44.1)
Transgender 0 1(<0.1)
Missing 0 2(<0.1)
Race %, n (%) White 9081 (75.5) 8887 (75.8)
Asian 425 (3.5) 371 (3.2)
Black 1211 (10.1) 1210 (10.3)
Other 798 (6.6) 752 (6.4)
Mixed 489 (4.1) 483 (4.1)
Unknown 16 (0.1) 17 (0.1)
Missing 1(<0.1) 4(<0.1)

a

Max = maximum; Min = minimum; SD = standard deviation.
Source: Main Safety Table 1.1.3.1, Module 5.3.5.3.1

2.7.4.13.2

N—R 54 VDT

Each race category counted participants who selected that category. Arab is counted under white.

BMI O F-EIE X AZD1222 £ C 25.40 kg/m*, *}FREET 26.39 kg/m?> T Y . BMI 23 30 kg/m? LJL

DYERAE DEIS

BeBRE TRt (MPEFERE T 95%LL E) TH -7,
30 1 BB HHRE (AZD1222 B 35.7%. XFHEREE 36.0%) 23— T A VEHIIERE AL

ALTED,

THRI15%TH -7,
VEFORFEIT AZD1222 BE & PIREECHE L THEEIL TV (£ 8)

S
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=8 HEBITICETEA—RF4 VEOHYE (ERERERVNLERGEZEL) (28
BReEMHETNRER)
AZD1222 Control
Characteristic Statistics (N =12021) (N=11724)
BMI (kg/m?) n 11613 11316
Mean 26.28 26.39
SD 5.152 5.105
Median 25.40 25.50
BMI category, n (%) <30 kg/m? 9305 (77.4) 8997 (76.7)
> 30 kg/m? 2308 (19.2) 2318 (19.8)
Missing 408 (3.4) 408 (3.5)
Serostatus at Day 0, n (%) Negative 11445 (95.2) 11139 (95.0)
Positive 345 (2.9) 373 (3.2)
Missing 231 (1.9) 212 (1.8)
Comorbidity at baseline *, n (%) | Yes 4293 (35.7) 4217 (36.0)
No 6977 (58.0) 6764 (57.7)
Missing 751 (6.2) 743 (6.3)
Cardiovascular disorders, n (%) | Yes 1540 (12.8) 1435 (12.2)
No 10477 (87.2) 10287 (87.7)
Missing 4(<0.1) 2(<0.1)
Chronic heart failure Yes 2(<0.1) 1(<0.1)
Ischaemic heart disease Yes 39 (0.3) 24 (0.2)
(including angina)
Atrial fibrillation Yes 22 (0.2) 26 (0.2)
Peripheral vascular disease Yes 12 (0.1) 12 (0.1)
Valvular heart disease Yes 20 (0.2) 32(0.3)
Hypertension Yes 767 (6.4) 714 (6.1)
Myocardial infarction Yes 19 (0.2) 15 (0.1)
Other Yes 288 (2.4) 253 (2.2)
Cardiovascular disorder with Yes 355 (3.0) 333 (2.8)
missing subcategory
Cardiovascular disorder Yes 16 (0.1) 25(0.2)
subcategory not collected ?
Respiratory disease, n (%) Yes 1253 (10.4) 1229 (10.5)
No 10764 (89.5) 10493 (89.5)
Missing 4(<0.1) 2(<0.1)
COPD (including chronic Yes 19 (0.2) 20 (0.2)
bronchitis and emphysema)
Bronchiectasis Yes 9(0.1) 9(0.1)
Asthma Yes 702 (5.8) 716 (6.1)
Other Yes 184 (1.5) 147 (1.3)
Respiratory disease with Yes 289 (2.4) 287 (2.4)
missing subcategory
Respiratory disease Yes 50(0.4) 50 (0.4)
subcategory not collected ?

CONFIDENTIAL AND PROPRIETARY
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=8 HEBITICETEA—RF4 VEOHYE (ERERERVNLERGEZEL) (28
BEReMBTREH)
AZD1222 Control
Characteristic Statistics (N =12021) (N=11724)
Diabetes *, n (%) Yes 339 (2.8) 290 (2.5)
No 11142 (92.7) 10898 (93.0)
Not collected 534 (4.4) 533 (4.5)
Missing 6(<0.1) 3(<0.1)
Type 1 diabetes Yes 16 (0.1) 16 (0.1)
Type 2 diabetes not using Yes 156 (1.3) 114 (1.0)
insulin
Type 2 diabetes using insulin Yes 18 (0.1) 15 (0.1)
Other Yes 59 (0.5) 67 (0.6)
Diabetes with missing 90 (0.7) 78 (0.7)
subcategory
Current smoker, n (%) Yes 991 (8.2) 1034 (8.8)
No 11026 (91.7) 10682 (91.1)
Missing 4 (<0.1) 8(0.1)
Former smoker *, n (%) Yes 1889 (15.7) 1795 (15.3)
No 8075 (67.2) 7810 (66.6)
Not collected »© 1542 (12.8) 1538 (13.1)
Missing 515 (4.3) 581 (5.0)

disorder, respiratory disease, or diabetes) is Yes.

C

BMI = body mass index; COPD = Chronic obstructive pulmonary disease.

Source: Main Safety Table 1.1.4.1, Module 5.3.5.3.1

27.4.2

ML I RENIC BT DR EAEHSR, HHEAEFESR, HELAEFR LOE

BEER

COVO001 does not collect this information; participants were counted in the category of “Not collected”.

Co-morbidities at baseline = Yes if any co-morbidity (BMI > 30 kg/m? at baseline, cardiovascular

COV005 does not collect this information; participants were counted in category “Not collected”.
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AZD1222
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AstraZeneca

AZD1222
=9 HEMMICL5EER 7 BEEOREASTEROEEEHANAETINR (#E SD K2 MEMIRER)
Days 0 to 7 After First Days 0 to 7 After Second
Days 0 to 7 After Any Vaccination Vaccination Vaccination
AZD1222 Control AZD1222 Control AZD1222 Control
(N = 10069) (N =9902) (N = 10069) (N =9902) (N = 10069) (N =9902)
Evaluated for solicited AEs, n 2648 2497 2580 2425 1662 1526
Any solicited AE, n (%) 2261 (85.4) 1766 (70.7) 2148 (83.3) 1605 (66.2) 1010 (60.8) 712 (46.7)
Any solicited local AE, n (%) 1944 (73.4) 1192 (47.7) 1808 (70.1) 1056 (43.5) 756 (45.5) 435 (28.5)
Any > Grade 3 severity solicited local AE, n 46 (1.7) 18 (0.7) 34 (1.3) 13 (0.5) 16 (1.0) 7 (0.5)
(%)
Any solicited systemic AE, n (%) 1932 (73.0) 1488 (59.6) 1817 (70.4) 1320 (54.4) 741 (44.6) 545 (35.7)
Any > Grade 3 severity solicited systemic AE, 221 (8.3) 63 (2.5) 192 (7.4) 41 (1.7) 37 (2.2) 27 (1.8)
n (%)

Participants with multiple events in the same category were counted once in that category. Participants with events in more than 1 category were counted once

in each of those categories.

Denominators used in the percentage calculations were the number of participants “evaluated for solicited AEs”.
Solicited AEs were assessed daily after vaccination for Day 0 to Day 6 for COV005 and to Day 7 for rest of studies.

No grade 4 severity option for events collected in COV005. Pain and Warmth, Malaise, Nausea and Vomiting were not assessed for COV005. Induration did
not include COV005 as the grading scale was not compatible. Feverishness and Chills did not include COV005 since no severity grading collected. For
Redness, Swelling and Fever severity grading was derived based on reported value. Bruising only collected for COV005.

AE = adverse event; SD = standard dose.

Source: Main Safety UPD Table 1.5.1.1.2, Module 5.3.5.3.1
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AstraZeneca
AZD1222
% 10 HEMMICKHEER 7 BEEOREATEROERNHANATKR (#1E LD KA RE)
Days 0 to 7 After First Days 0 to 7 After Second
Days 0 to 7 After Any Vaccination Vaccination Vaccination
AZD1222 Control AZD1222 Control AZD1222 Control
(N =1947) (N =1822) (N =1947) (N =1822) (N =1947) (N =1822)
Evaluated for solicited AEs, n 553 437 552 432 447 360
Any solicited AE, n (%) 502 (90.8) 376 (86.0) 485 (87.9) 346 (80.1) 339 (75.8) 264 (73.3)
Any local solicited AE, n (%) 439 (79.4) 312 (71.4) 406 (73.6) 271 (62.7) 272 (60.9) 216 (60.0)
Any > Grade 3 severity solicited local AE, n 2(0.4) 4(0.9) 1(0.2) 3(0.7) 2(0.4) 1(0.3)
(%)
Any solicited systemic AE, n (%) 428 (77.4) 321 (73.5) 386 (69.9) 288 (66.7) 254 (56.8) 186 (51.7)
Any > Grade 3 severity solicited systemic AE, 16 (2.9) 11 (2.5) 8(1.4) 7 (1.6) 9(2.0) 5(1.4)
n (%)

Participants with multiple events in the same category were counted once in that category. Participants with events in more than 1 category were counted once

in each of those categories.

Denominators used in the percentage calculations were the number of participants “evaluated for solicited AEs”.
Solicited AEs were assessed daily after vaccination for Day 0 to Day 6 for COV005 and to Day 7 for rest of studies.

No grade 4 severity option for events collected in COV005. Pain and Warmth, Malaise, Nausea and Vomiting were not assessed for COV005. Induration did
not include COV005 as the grading scale was not compatible. Feverishness and Chills did not include COV005 since no severity grading collected. For
Redness, Swelling and Fever severity grading was derived based on reported value. Bruising only collected for COV005.

AE = adverse event; LD = low dose.

Source: Main Safety UPD Table 1.5.1.1.3, Module 5.3.5.3.1
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AZD1222
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AZD1222

& 11 EER7 BROEEEMNORFOBEREEROHEREN (¢)E SD ZEMATHREH)

AstraZeneca

Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
Solicited Local AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 2648 2497 2578 2423 1646 1518
Any Severity 1944 (73.4) 1192 (47.7) 1808 (70.1) 1056 (43.6) 756 (45.9) 435 (28.7)
Participants with - ™7y 1516 (57.3) 1025 (41.0) 1428 (55.4) 936 (38.6) 657 (39.9) 372 (24.5)
any solicited
local AE, n (%) 2: Moderate 382 (14.4) 149 (6.0) 346 (13.4) 107 (4.4) 83 (5.0) 56 (3.7)
3: Severe 46 (1.7) 18 (0.7) 34 (1.3) 13 (0.5) 16 (1.0) 7 (0.5)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
Total participants evaluated 1736 1596 1722 1578 823 707
Any Severity 941 (54.2) 586 (36.7) 889 (51.6) 512 (32.4) 221 (26.9) 169 (23.9)
PR 1 (%) 1: Mild 776 (44.7) 522 (32.7) 729 (42.3) 463 (29.3) 212 (25.8) 150 (21.2)
2: Moderate 156 (9.0) 61 (3.8) 151 (8.8) 47 (3.0) 9(1.1) 18 (2.5)
3: Severe 9(0.5) 3(0.2) 9(0.5) 2(0.1) 0(0.0) 1(0.1)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
Total participants evaluated 2648 2497 2577 2423 1644 1516
Any Severity 1688 (63.7) 987 (39.5) 1555 (60.3) 866 (35.7) 638 (38.8) 361 (23.8)
FEH . n (%) 1: Mild 1398 (52.8) 902 (36.1) 1308 (50.8) 810 (33.4) 559 (34.0) 325 (21.4)
2: Moderate 258 (9.7) 78 (3.1) 225 (8.7) 52 (2.1) 66 (4.0) 32 (2.1)
3: Severe 32(1.2) 7(0.3) 22(0.9) 4(0.2) 13 (0.8) 4(0.3)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
Total participants evaluated 2626 2480 2547 2394 1603 1471
Any Severity 82 (3.1) 34 (1.4) 62 (2.4) 30 (1.3) 22 (1.4) 5(0.3)
A0 (%) 1:2.5-5cm 64 (2.4) 17 (0.7) 47 (1.8) 14 (0.6) 19 (1.2) 4(0.3)
’ 2:5.1-10cm 16 (0.6) 14 (0.6) 13 (0.5) 14 (0.6) 3(0.2) 0(0.0)
3:>10 cm 2(0.1) 3(0.1) 2(0.1) 2(0.1) 0(0.0) 1(0.1)
4: Necrosis or ED 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
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AZD1222
x 11 HER7 BROEEENDORBHFOREASEROHEHEN (F)E SD ZEMMATIRER)
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
Solicited Local AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 1736 1596 1722 1578 823 707
Any Severity 308 (17.7) 232 (14.5) 272 (15.8) 199 (12.6) 71 (8.6) 64 (9.1)
B 1: Mild 301 (17.3) 223 (14.0) 266 (15.4) 193 (12.2) 70 (8.5) 61 (8.6)
2UE, n (%)
2: Moderate 7(0.4) 9 (0.6) 6 (0.3) 6(0.4) 1(0.1) 3(0.4)
3: Severe 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
4: ER or hospitalisation 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
Total participants evaluated 2648 2497 2577 2422 1644 1516
Any Severity 335 (12.7) 187 (7.5) 267 (10.4) 141 (5.8) 139 (8.5) 67 (4.4)
. 1: Mild 272 (10.3) 156 (6.2) 221 (8.6) 121 (5.0) 114 (6.9) 54 (3.6)
Z 9%, n (%)
2: Moderate 53(2.0) 26 (1.0) 40 (1.6) 16 (0.7) 19 (1.2) 12 (0.8)
3: Severe 10 (0.4) 5(0.2) 6(0.2) 4(0.2) 6(0.4) 1(0.1)
4: ER or hospitalisation 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
Total participants evaluated 2626 2481 2547 2394 1602 1472
Any Severity 90 (3.4) 40 (1.6) 73 (2.9) 34(1.4) 24 (1.5) 9 (0.6)
IEHE, n (%) 1: 2.5 -5 cm and no IwA 71(2.7) 24 (1.0) 55(2.2) 21(0.9) 23 (1.4) 5(0.3)
’ 2:5.1 -10 cm or IWA 17 (0.6) 16 (0.6) 16 (0.6) 13 (0.5) 1(0.1) 4(0.3)
3:>10 cm or PDA 2(0.1) 0(0.0) 2 (0.1) 0(0.0) 0(0.0) 0(0.0)
4: Necrosis 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
Total participants evaluated 1736 1596 1722 1578 823 707
Any Severity 49 (2.8) 34(2.1) 45 (2.6) 28 (1.8) 5(0.6) 11 (1.6)
WS n (%) 1: 2.5 -5 cm and no IwA 41 (2.4) 26 (1.6) 37 (2.1) 21 (1.3) 5(0.6) 9(1.3)
’ 2:5.1 -10 cm or IWA 6 (0.3) 8(0.5) 6 (0.3) 7(0.4) 0(0.0) 2(0.3)
3:>10 cm or PDA 2(0.1) 0(0.0) 2 (0.1) 0(0.0) 0(0.0) 0(0.0)
4: Necrosis 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
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AstraZeneca

AZD1222
= 11 EEZ7BROEEERNORFHAOBERETEROHFEHEN (FIE SD R METRERH)
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
Solicited Local AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 912 901 855 844 821 809
Any Severity 158 (17.3) 60 (6.7) 114 (13.3) 39 (4.6) 75 (9.1) 30 (3.7)
P n (%) 1: <10 mm 123 (13.5) 48 (5.3) 88 (10.3) 30 (3.6) 59 (7.2) 26 (3.2)
2:10-25 mm 28 (3.1) 8 (0.9) 23 (2.7) 5(0.6) 12 (1.5) 3(0.4)
3:>25mm 7(0.8) 4(0.4) 3(0.4) 4(0.5) 4(0.5) 1(0.1)

Total participants evaluated was used as the denominator in the percentage calculations.

If a participant reported more than one occurrence of the same event, the event of greatest intensity was included in the analysis.
Solicited AEs were assessed daily after vaccination for Day 0 to Day 6 for COV005 and to Day 7 for rest of studies.

No grade 4 severity option for events collected in COV005. Pain and Warmth were not assessed for COV005. Induration did not include events from COV005
as the grading scale was not compatible.

For Redness and Swelling, severity grading was derived based on reported value. Bruising only collected for COV005.

AE = adverse event; ED = exfoliative dermatitis; ER = emergency department; IwA = interfere with activity; PDA = prevent daily activity; SD = standard

dose.

Source: Main Safety UPD Table 1.5.1.2.2, Module 5.3.5.3.1
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AZD1222

AstraZeneca

*x 12 HRER7 BROEEEINORBAOBREETEROHEMHN (F1E LD K& MEITHRE)
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
Solicited Local AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity (N =1947) (N =1822) (N =1947) (N =1822) (N =1947) (N =1822)
Total participants evaluated 553 437 552 432 447 360
o ' Any Severity 439 (79.4) 312 (71.4) 406 (73.6) 271 (62.7) 272 (60.9) 216 (60.0)
zs;tlsc(:ﬁii? dW‘th 1: Mild 386 (69.8) 262 (60.0) 367 (66.5) 233 (53.9) 249 (55.7) 195 (54.2)
local AE, n (%) 2: Moderate 51(9.2) 46 (10.5) 38 (6.9) 35(8.1) 21 (4.7) 20 (5.6)
3: Severe 2(0.4) 4(0.9) 1(0.2) 3(0.7) 2(0.4) 1(0.3)
4: ER or hospitalisation 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
Total participants evaluated 533 417 532 413 429 342
Any Severity 253 (47.5) 207 (49.6) 210 (39.5) 163 (39.5) 126 (29.4) 122 (35.7)
PR 1 (%) 1: Mild 225 (42.2) 172 (41.2) 190 (35.7) 137 (33.2) 114 (26.6) 107 (31.3)
2: Moderate 27(5.1) 33(7.9) 20 (3.8) 24 (5.8) 11 (2.6) 15 (4.4)
3: Severe 1(0.2) 2(0.5) 0(0.0) 2(0.5) 1(0.2) 0(0.0)
4: ER or hospitalisation 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
Total participants evaluated 553 437 552 432 447 360
Any Severity 411 (74.3) 291 (66.6) 372 (67.4) 252 (58.3) 248 (55.5) 197 (54.7)
FEH . n (%) 1: Mild 377 (68.2) 265 (60.6) 349 (63.2) 231 (53.5) 232 (51.9) 189 (52.5)
2: Moderate 33 (6.0) 24 (5.5) 22 (4.0) 20 (4.6) 15(3.4) 7 (1.9)
3: Severe 1(0.2) 2(0.5) 1(0.2) 1(0.2) 1(0.2) 1(0.3)
4: ER or hospitalisation 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
Total participants evaluated 553 437 552 432 447 360
Any Severity 12 (2.2) 19 (4.3) 8(1.4) 13 (3.0) 5(1.1) 11(3.1)
1:2.5-5cm 11 (2.0) 11 (2.5) 7(1.3) 8(1.9) 5(1.1) 5(1.4)
T, 0 (%) 2:5.1-10cm 1(0.2) 7 (1.6) 1(0.2) 4(0.9) 0(0.0) 6(1.7)
3:>10 cm 0(0.0) 1(0.2) 0(0.0) 1(0.2) 0(0.0) 0(0.0)
4: Necrosis or ED 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
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AstraZeneca

AZD1222
*x 12 EER7 BROEEENDORBFOREATEROHEHEN (P LD ZEMEMATERER)
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
Solicited Local AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity (N =1947) (N =1822) (N =1947) (N =1822) (N =1947) (N =1822)
Total participants evaluated 533 417 532 413 429 342
Any Severity 82 (15.4) 79 (18.9) 67 (12.6) 66 (16.0) 30 (7.0) 32(94)
B 1: Mild 80 (15.0) 72 (17.3) 66 (12.4) 61 (14.8) 29 (6.8) 30 (8.8)
2UE, n (%)
2: Moderate 2(0.4) 7(1.7) 1(0.2) 5(1.2) 1(0.2) 2 (0.6)
3: Severe 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0(0.0) 0(0.0)
4: ER or hospitalisation 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
Total participants evaluated 553 437 552 432 447 360
Any Severity 48 (8.7) 42 (9.6) 37 (6.7) 37 (8.6) 17 (3.8) 12 (3.3)
. 1: Mild 46 (8.3) 40 (9.2) 36 (6.5) 36 (8.3) 16 (3.6) 11(3.1)
TOFE (%) 2: Moderate 2(0.4) 2 (0.5) 1(0.2) 1(0.2) 1(0.2) 1(0.3)
3: Severe 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
4: ER or hospitalisation 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
Total participants evaluated 553 437 552 432 447 360
Any Severity 12 (2.2) 15 (3.4) 8(1.4) 11(2.5) 6(1.3) 8(2.2)
1: 2.5 -5 cm and no IwA 10 (1.8) 10 (2.3) 6(1.1) 7(1.6) 6(1.3) 6 (1.7)
R, n (%)
2:5.1 -10 cm or IWA 2(0.4) 5(1.1) 2(0.4) 4(0.9) 0(0.0) 2 (0.6)
3:>10 cm or PDA 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
4: Necrosis 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
Total participants evaluated 533 417 532 413 429 342
Any Severity 12 (2.3) 14 (3.4) 7(1.3) 11(2.7) 7 (1.6) 8(2.3)
y 1: 2.5 -5 cm and no IwA 10 (1.9) 92.2) 6(1.1) 8(1.9) 6(1.4) 6 (1.8)
fEHE, n (%)
2:5.1 -10 cm or IWA 2(0.4) 5(.2) 1(0.2) 3(0.7) 1(0.2) 2 (0.6)
3:>10 cm or PDA 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
4: Necrosis 0(0.0) 0 (0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
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AZD1222
® 12 EEZ7BROEEERNORFAORERETEROHEHEN (FIE LD REMBETRERH)
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
Solicited Local AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity (N =1947) (N =1822) (N =1947) (N =1822) (N =1947) (N =1822)
Total participants evaluated 20 20 20 19 18 18
Any Severity 7 (35.0) 0(0.0) 3 (15.0) 0(0.0) 7 (38.9) 0(0.0)
P, n (%) 1: <10 mm 4 (20.0) 0(0.0) 2 (10.0) 0(0.0) 4(22.2) 0(0.0)
2:10 - 25 mm 3 (15.0) 0 (0.0) 1(5.0) 0(0.0) 3(16.7) 0(0.0)
3:>25mm 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)

Total participants evaluated was used as the denominator in the percentage calculations.

If a participant reported more than one occurrence of the same event, the event of greatest intensity was included in the analysis.
Solicited AEs were assessed daily after vaccination for Day 0 to Day 6 for COV005 and to Day 7 for rest of studies.

No grade 4 severity option for events collected in COV005. Pain and Warmth were not assessed for COV005. Induration did not include events from COV005
as the grading scale was not compatible. For Redness and Swelling, severity grading was derived based on reported value (mm). Bruising only collected for

COVO005.

AE = adverse event; ED = exfoliative dermatitis; ER = Emergency department; IwA = interfere with activity; LD = low dose; PDA = prevent daily activity.
Source: Main Safety UPD Table 1.5.1.2.3, Module 5.3.5.3.1
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* 13 EEZ7OROEEENDOESORERSEROHFEHEN (FIE SD R MBI REH)
Number (%) of Participants
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
AZD1222 Control AZD1222 Control AZD1222 Control
n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 2648 2497 2580 2424 1661 1526
Participants Any Severity 1932 (73.0) 1488 (59.6) 1817 (70.4) 1320 (54.5) 741 (44.6) 545 (35.7)
:Vl;?ezz 1: Mild 973 (36.7) 1022 (40.9) 961 (37.2) 951 (39.2) 525 (31.6) 383 (25.1)
szncnedsz,n 2: Moderate 738 (27.9) 403 (16.1) 664 (25.7) 328 (13.5) 179 (10.8) 135 (8.8)
(%) 3: Severe 220 (8.3) 63 (2.5) 191 (7.4) 41(1.7) 37 (2.2) 27 (1.8)
4: ER or hospitalisation 1 (0.0) 0(0.0) 1 (0.0) 0(0.0) 0 (0.0) 0 (0.0)
Total participants evaluated 2644 2493 2558 2403 1644 1516
Any Severity 208 (7.9) 31(1.2) 189 (7.4) 21(0.9) 21(1.3) 13 (0.9)
80 (%) 1: 38.0 - 38.4°C 122 (4.6) 18 (0.7) 113 (4.4) 12 (0.5) 11 (0.7) 8(0.5)
’ 2:38.5-38.9°C 67 (2.5) 6(0.2) 59 (2.3) 5(0.2) 8(0.5) 2(0.1)
3:39.0 - 40°C 18 (0.7) 7(0.3) 16 (0.6) 4(0.2) 2(0.1) 3(0.2)
4:> 40°C 1 (0.0) 0 (0.0) 1 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
Total participants evaluated 1736 1596 1722 1578 823 707
Any Severity 583 (33.6) 171 (10.7) 546 (31.7) 139 (8.8) 79 (9.6) 40 (5.7)
FEE 1 %) 1: Mild 270 (15.6) 153 (9.6) 246 (14.3) 127 (8.0) 62 (7.5) 33 (4.7)
2: Moderate 252 (14.5) 16 (1.0) 241 (14.0) 11(0.7) 15 (1.8) 6 (0.8)
3: Severe 61 (3.5) 2(0.1) 59 (3.4) 1(0.1) 2(0.2) 1(0.1)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
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Number (%) of Participants
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
AZD1222 Control AZD1222 Control AZD1222 Control
n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 1736 1596 1722 1578 823 707
Any Severity 554 (31.9) 132 (8.3) 535(31.1) 108 (6.8) 42 (5.1) 32 (4.5)
L n (%) 1: Mild 278 (16.0) 115(7.2) 265 (15.4) 95 (6.0) 32(3.9) 26 (3.7)
’ 2: Moderate 216 (12.4) 17 (1.1) 212 (12.3) 13 (0.8) 8 (1.0) 6 (0.8)
3: Severe 60 (3.5) 0 (0.0) 58 (3.4) 0 (0.0) 2(0.2) 0 (0.0)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
Total participants evaluated 2648 2496 2577 2421 1645 1515
Any Severity 698 (26.4) 310 (12.4) 619 (24.0) 234 (9.7) 168 (10.2) 109 (7.2)
. 1: Mild 492 (18.6 250 (10.0) 440 (17.1) 191 (7.9) 127 (7.7) 89 (5.9)
PARETE, n (%) 2: Moderate 176 (6.6)) 48 (1.9) 154 (6.0) 36 (1.5) 35(2.1) 15 (1.0)
3: Severe 30 (1.1) 12 (0.5) 25 (1.0) 7(0.3) 6(0.4) 5(0.3)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
Total participants evaluated 2648 2496 2577 2422 1645 1515
Any Severity 1164 (44.0) 540 (21.6) 1048 (40.7) 448 (18.5) 318 (19.3) 162 (10.7)
BRI, 0 (%) 1: Mild 797 (30.1) 452 (18.1) 732 (28.4) 389 (16.1) 250 (15.2) 130 (8.6)
2: Moderate 317 (12.0) 79 (3.2) 275 (10.7) 53(2.2) 59 (3.6) 29 (1.9)
3: Severe 50(1.9) 9(0.4) 41 (1.6) 6(0.2) 9(0.5) 3(0.2)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
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Number (%) of Participants
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
AZD1222 Control AZD1222 Control AZD1222 Control
n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 2648 2497 2577 2423 1646 1517
Any Severity 1407 (53.1) 955 (38.2) 1295 (50.3) 821 (33.9) 457 (27.8) 308 (20.3)
0 (%) 1: Mild 856 (32.3) 704 (28.2) 812 (31.5) 618 (25.5) 331 (20.1) 234 (15.4)
’ 2: Moderate 466 (17.6) 224 (9.0) 414 (16.1) 184 (7.6) 108 (6.6) 65 (4.3)
3: Severe 85(3.2) 27 (1.1) 69 (2.7) 19 (0.8) 18 (1.1) 9 (0.6)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
Total participants evaluated 2648 2497 2577 2423 1646 1517
Any Severity 1394 (52.6) 975 (39.0) 1270 (49.3) 828 (34.2) 443 (26.9) 324 (21.4)
HE . n (%) 1: Mild 901 (34.0) 743 (29.8) 842 (32.7) 665 (27.4) 343 (20.8) 235 (15.5)
’ 2: Moderate 422 (15.9) 209 (8.4) 368 (14.3) 149 (6.1) 85(5.2) 77 (5.1)
3: Severe 71(2.7) 23 (0.9) 60 (2.3) 14 (0.6) 15 (0.9) 12 (0.8)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
Total participants evaluated 1736 1596 1722 1578 823 707
Any Severity 768 (44.2) 323 (20.2) 703 (40.8) 265 (16.8) 147 (17.9) 80 (11.3)
1B 1 (%) 1: Mild 417 (24.0) 252 (15.8) 375 (21.8) 215 (13.6) 108 (13.1) 57 (8.1)
’ 2: Moderate 285 (16.4) 64 (4.0) 268 (15.6) 46 (2.9) 32(3.9) 20 (2.8)
3: Severe 66 (3.8) 7(0.4) 60 (3.5) 4(0.3) 7(0.9) 3(0.4)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
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* 13 HER7 AROEEEINOESOREESTEROHEMAN (F)E SD K& MMBITHREM)
Number (%) of Participants
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
AZD1222 Control AZD1222 Control AZD1222 Control
n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 1736 1596 1722 1578 823 707
Any Severity 380 (21.9) 209 (13.1) 348 (20.2) 174 (11.0) 69 (8.4) 56 (7.9)
b0 (%) 1: Mild 291 (16.8) 173 (10.8) 264 (15.3) 150 (9.5) 60 (7.3) 44 (6.2)
’ 2: Moderate 74 (4.3) 34 (2.1) 72 (4.2) 23 (1.5) 6 (0.7) 11 (1.6)
3: Severe 15 (0.9) 2(0.1) 12 (0.7) 1(0.1) 3(0.4) 1(0.1)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
Total participants evaluated 1736 1596 1722 1578 823 707
Any Severity 29 (1.7) 14 (0.9) 24 (1.4) 12 (0.8) 5(0.6) 3 (0.4)
1: Mild 14 (0.8) 8 (0.5) 11 (0.6) 7 (0.4) 3(0.4) 2(0.3)
&AL, n (%)
2: Moderate 9 (0.5) 4(0.3) 9 (0.5) 4(0.3) 0 (0.0) 0 (0.0)
3: Severe 6 (0.3) 2(0.1) 4(0.2) 1(0.1) 2(0.2) 1(0.1)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)

a

use of the US NIH DAIDS grading scale.

Total participants evaluated was used the denominator in the percentage calculations.

For fever, Studies COV001, COV002, and COV003 specified the use of the US FDA DMID scale for vaccine studies while Study COV005 specified the

If a participant reported more than one occurrence of the same event, the event of greatest intensity was included in the analysis.
Solicited AEs were assessed daily after vaccination for Day 0 to Day 6 for COV005 and to Day 7 for rest of studies via e-diary or diary card.

No grade 4 severity option for events collected in COV005. Malaise, Nausea and Vomiting were not assessed for COV005. Feverish and Chills did not include
COV005 since no severity grading collected. For Fever, severity grading was derived based on reported value.

AE = adverse events; ER = emergency department; SD = standard dose.
Source: Main Safety Table 1.5.1.3.2, Module 5.3.5.3.1
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* 14 EER7BROEEENOEEOREREEROHEHEN (10 LD ZEMMARTRER)

AstraZeneca

Number (%) of Participants

Days 0-7 After Any

Days 0-7 After First

Days 0-7 After Second

Vaccination Vaccination Vaccination
AZD1222 Control AZD1222 Control AZD1222 Control
n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 553 437 552 432 447 360
P{‘ftiCipantS Any Severity 428 (77.4) 321 (73.5) 386 (69.9) 288 (66.7) 254 (56.8) 186 (51.7)
ZVISIGEZ 1: Mild 258 (46.7) 207 (47.4) 263 (47.6) 202 (46.8) 169 (37.8) 134 (37.2)
leicited AE.n 2: Moderate 154 (27.8) 103 (23.6) 115 (20.8) 79 (18.3) 76 (17.0) 47 (13.1)
(%) 3: Severe 16 (2.9) 10 (2.3) 8(1.4) 6(1.4) 9(2.0) 5(1.4)
4: ER or hospitalisation 0(0.0) 1(0.2) 0(0.0) 1(0.2) 0(0.0) 0 (0.0)
Total participants evaluated 553 437 551 431 447 360
Any Severity 16 (2.9) 6(1.4) 10 (1.8) 3(0.7) 6(1.3) 3(0.8)
RHn (%) 1:38.0 - 38.4°C 10 (1.8) 5(1.1) 7 (1.3) 2 (0.5) 3(0.7) 3(0.8)
2:38.5-38.9°C 4(0.7) 0(0.0) 2 (0.4) 0(0.0) 2 (0.4) 0(0.0)
3:39.0 - 40°C 2 (0.4) 1(0.2) 1(0.2) 1(0.2) 1(0.2) 0(0.0)
4:>40°C 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
Total participants evaluated 533 417 532 413 429 342
Any Severity 120 (22.5) 51(12.2) 92 (17.3) 40 (9.7) 43 (10.0) 18 (5.3)
FEHE, n (%) 1: Mild 87 (16.3) 39 (9.4) 70 (13.2) 30(7.3) 29 (6.8) 14 (4.1)
2: Moderate 31(5.8) 10 (2.4) 22 (4.1) 9(2.2) 12 (2.8) 3(0.9)
3: Severe 2 (0.4) 2 (0.5) 0(0.0) 1(0.2) 2 (0.5) 1(0.3)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)
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AstraZeneca

Number (%) of Participants

Days 0-7 After Any

Days 0-7 After First

Days 0-7 After Second

Vaccination Vaccination Vaccination
AZD1222 Control AZD1222 Control AZD1222 Control
n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 533 417 532 413 429 342
Any Severity 91 (17.1) 54 (12.9) 61 (11.5) 44 (10.7) 39 (9.1) 20 (5.8)
L n (%) 1: Mild 66 (12.4) 47 (11.3) 48 (9.0) 39 (9.4) 25(5.8) 17 (5.0)
’ 2: Moderate 24 (4.5) 7(1.7) 13(2.4) 5(1.2) 13 (3.0) 3(0.9)
3: Severe 1(0.2) 0(0.0) 0(0.0) 0(0.0) 1(0.2) 0(0.0)
4: ER or hospitalisation 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
Total participants evaluated 553 437 552 432 447 360
Any Severity 109 (19.7) 53 (12.1) 74 (13.4) 44 (10.2) 49 (11.0) 17 (4.7)
s 1: Mild 92 (16.6 41 (94 64 (11.6) 34(7.9) 41 (9.2) 12 (3.3)
PARETE, n (%) 2: Moderate 17 (3.1)) 11 EZ.S; 10 (1.8) 9(2.1) 8 (1.8) 4(1.1)
3: Severe 0(0.0) 1(0.2) 0(0.0) 1(0.2) 0(0.0) 1(0.3)
4: ER or hospitalisation 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
Total participants evaluated 553 437 552 432 447 360
Any Severity 203 (36.7) 135 (30.9) 160 (29.0) 107 (24.8) 94 (21.0) 69 (19.2)
BRI, 0 (%) 1: Mild 167 (30.2) 115 (26.3) 139 (25.2) 91 (21.1) 75 (16.8) 60 (16.7)
2: Moderate 34 (6.1) 19 (4.3) 20 (3.6) 16 (3.7) 18 (4.0) 8(2.2)
3: Severe 2(0.4) 1(0.2) 1(0.2) 0(0.0) 1(0.2) 1(0.3)
4: ER or hospitalisation 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
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Number (%) of Participants

Days 0-7 After Any

Days 0-7 After First

Days 0-7 After Second

Vaccination Vaccination Vaccination
AZD1222 Control AZD1222 Control AZD1222 Control
n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 553 437 552 432 447 360
Any Severity 331(59.9) 251 (57.4) 281 (50.9) 215 (49.8) 171 (38.3) 124 (34.4)
0 (%) 1: Mild 216 (39.1) 182 (41.6) 195 (35.3) 166 (38.4) 123 (27.5) 94 (26.1)
’ 2: Moderate 109 (19.7) 67 (15.3) 83 (15.0) 48 (11.1) 45 (10.1) 29 (8.1)
3: Severe 6(1.1) 2 (0.5) 3(0.5) 1(0.2) 3(0.7) 1(0.3)
4: ER or hospitalisation 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
Total participants evaluated 553 437 552 432 447 360
Any Severity 268 (48.5) 190 (43.5) 209 (37.9) 160 (37.0) 139 (31.1) 98 (27.2)
e 1: Mild 199 (36.0) 141 (32.3) 166 (30.1) 127 (29.4) 104 (23.3) 76 (21.1)
5HY, n (%)
2: Moderate 62 (11.2) 47 (10.8) 39(7.1) 32(7.4) 32(7.2) 21 (5.8)
3: Severe 7(1.3) 2 (0.5) 4 (0.7) 1(0.2) 3(0.7) 1(0.3)
4: ER or hospitalisation 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
Total participants evaluated 533 417 532 413 429 342
Any Severity 171 (32.1) 101 (24.2) 116 (21.8) 74 (17.9) 88 (20.5) 42 (12.3)
e 0 1: Mild 116 (21.8) 76 (18.2) 79 (14.8) 61 (14.8) 65 (15.2) 29 (8.5)
fERE, n (%) 2: Moderate 51(9.6) 20 (4.8) 35 (6.6) 11(2.7) 21 (4.9) 10 (2.9)
3: Severe 4 (0.8) 4 (1.0) 2(0.4) 1(0.2) 2 (0.5) 3(0.9)
4: ER or hospitalisation 0 (0.0) 1(0.2) 0 (0.0) 1(0.2) 0 (0.0) 0(0.0)
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Number (%) of Participants
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination

AZD1222 Control AZD1222 Control AZD1222 Control
n (%) n (%) n (%) n (%) n (%) n (%)

Total participants evaluated 533 417 532 413 429 342
Any Severity 103 (19.3) 78 (18.7) 80 (15.0) 64 (15.5) 35(8.2) 23 (6.7)
b0 (%) 1: Mild 87 (16.3) 65 (15.6) 69 (13.0) 56 (13.6) 29 (6.8) 18 (5.3)
’ 2: Moderate 11(2.1) 10 (2.4) 7(1.3) 6 (1.5) 5(1.2) 4(12)
3: Severe 5(0.9) 2(0.5) 4(0.8) 1(0.2) 1(0.2) 1(0.3)
4: ER or hospitalisation 0(0.0) 1(0.2) 0(0.0) 1(0.2) 0(0.0) 0 (0.0)

Total participants evaluated 533 417 532 413 429 342
Any Severity 7(1.3) 10 (2.4) 3(0.6) 7(1.7) 4(0.9) 3(0.9)
L 0 (%) 1: Mild 1(0.2) 7(1.7) 0 (0.0) 6 (1.5) 1(0.2) 1(0.3)
2: Moderate 2(0.4) 1(0.2) 0 (0.0) 1(0.2) 2(0.5) 0 (0.0)
3: Severe 4(0.8) 2(0.5) 3(0.6) 0 (0.0) 1(0.2) 2(0.6)
4: ER or hospitalisation 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0)

a For fever, Studies COV001, COV002, and COV003 specified the use of the US FDA DMID scale for vaccine studies while Study COV005 specified the
use of the US NIH DAIDS grading scale.

Total participants evaluated was used the denominator in the percentage calculations.
If a participant reports more than one occurrence of the same event, the event of greatest intensity is included in the analysis.

Solicited AEs were assessed daily after vaccination for Day 0 to Day 6 for COV005 and to Day 7 for rest of studies via e-diary or diary card.

No grade 4 severity option for events collected in COV005. Malaise, Nausea and Vomiting were not assessed for COV005. Feverish and Chills did not include
COV005 since no severity grading collected. For Fever, severity grading was derived based on reported value.

AE = adverse events; LD = low dose.

Source: Main Safety Table 1.5.1.3.3, Module 5.3.5.3.1
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2742112 FEEHEEEEEZR

27.4211.21 Bz

R AVEMAT RIS AER T, 1 [BIE 2 Bl 28 AR OIS ER EELORRENLIT
AZD1222 B£C 37.8%, XRREET 27.9% Tho7= (3R 15) , AZDI222 BTl wIRIEFE 28 H
DIEFFER FEFEORBLEIAIL 32.1%, 2 [BIH O#FE% 28 AMOIEREAFEFLORBBAEEIL
11.2% Th o7, FERFEAFEFROBEIELORKIDITRE UIFTEFEETH Y | Grade 3 UL EDIEFF
EHEFEZORFEEGIT AZDI222 BT 1.9%., T 1.5% CTh o7z (5 5% 3.5.3.1 H
Main Safety Table 1.5.2.1.1 Zf) ., AZDI1222 #£CiX, Grade 3 LA EOIERFEA FEHEROREBIEIS
I, PIElEERE 28 HIM T 1.4%., 281 H O#fE#% 28 HIH T 0.6% Th -7,

AZDI1222 BECIE, 1 [BIXIE 2 [A1H O#EfE% 7 B R OIEFREAR FEHGOBBREIE1EL 32.2% (i
BE21.6%) . 1 [EE 2 BB OBFE% 8 B LUEOIEFEA EFRORBIEIL1X 9.4% (ofFREE
9.0%) TH-7= (5 5 #6 3.5.3.1 TH Main Safety Table 1.5.2.6.1, Table 1.52.11.1 &)

1 [BI300% 2 [B1 H OBFE 28 H ORI Y EMIZ X D IRBRIE L ORHEiMED ) & fWr S 7= FEEF
EAEZERFLORBLEGIL, AZDI1222 BT 29.7%., XHEEET 18.5% CThH»7-, AZDI222 BT, zA
BRE & OBREED &I SNV IERFE A EERORBBLEIGIX, YRR 28 HIE T 26.6%.

B B o#Ef% 28 HEIT6.7% CTH - 7=,

HERHEFEZORBEESIT AZDI222 BT 0.7%., XHREET 0.8% CTh o 7=, TRERIK & 0B
b LU ENTEEHERAEFROBBAEEIT, WTNUOEREETDH 0.1%AKHTh o7, 7 7
B b TR THEICE T2 EHE LA ERFGIT 64 (AZDI1222 B 2 i, xFHEE 4 1) 125D 5
Nz, HEHT_REXAFEFLOBBEISIL AZDI222 BT 0.8%. REET 1.1% ThH o7,

W)la] SD 22 M REAT kT G 45 [} OWW[a] LD 22 VEMRNT st REEMIZ 51T 2 IR ER EF RO
B AR BRI &2 2 A5 5 %6 3.5.3.1 TH Main Safety Table 1.5.2.1.2 } (X Table 1.5.2.1.3 |27
R
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HERTICELPIEFERTEROEERANRTERE (ZEETLMEEMTARER

AstraZeneca

Number (%) of Participants

After Any Vaccination After First Vaccination After Second Vaccination
AZD1222 Control AZD1222 Control AZD1222 Control
Participants with at least one vaccination® | (N =12021) (N =11724) (N =12021) (N=11724) (N =12021) (N=11724)
Within 28 days after any vaccination
Unsolicited AE 4539 (37.8) 3266 (27.9) 3859 (32.1) 2573 (21.9) 1351 (11.2) 1080 (9.2)
[P-related unsolicited AE 3570 (29.7) 2172 (18.5) 3193 (26.6) 1859 (15.9) 803 (6.7) 484 (4.1)
Unsolicited AE by maximum severity
> Grade 3 severity ° 234 (1.9) 178 (1.5) 170 (1.4) 117 (1.0) 67 (0.6) 64 (0.5)
From Day 0 through last dose +364 days
Any AE with outcome of death 2 (<0.1) 4 (<0.1) NC NC NC NC
Serious ¢ AE 79 (0.7) 89 (0.8) NC NC NC NC
Serious ¢ and/or > Grade 3 severity ° 330 (2.7) 299 (2.6) NC NC NC NC
[P-related serious ¢ AE 3 (<0.1) 2 (<0.1) NC NC NC NC
AESI 95 (0.8) 126 (1.1) NC NC NC NC
[P-related AESI 30(0.2) 44 (0.4) NC NC NC NC

a Participants with multiple events in the same category were counted once in that category. Participants with events in more than 1 category were counted

once in each of those categories.

b Grade 3: Severe, Grade 4: Life-threatening, Grade 5: death. Grade 5 only collected for COV005.
¢ SAE criteria: death, life-threatening, required inpatient hospitalization, prolongation of existing hospitalization, persistent or significant

disability/incapacity, important medical event, congenital anomaly/birth defect (in the offspring of the participant).
Unsolicited AEs collected from the start of each dose through 28 days. SAE and AESI were collected from first dose to 364 days after the last vaccination

were summarized.

AE = adverse event; AESI = adverse event of special interest; IP = investigational product; NC = not calculated; Related = Probably or Definitely related
according to the Investigator; SAE = serious adverse event.

Source: Main Safety Table 1.5.2.1.1, Module 5.3.5.3.1
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27421122 FHIEBTEESEZR

R M RN I T 2 IR E A FHF L 25 5 # 3.5.3.1 TH Main Safety Table
1.5.2.2.1 O Table 1.5.2.3.1 |Z/”9, L RVEMAT I GEERMIZ 51T 2 86F% 7 B & OEfE%
8 HLAREDFEBLEIG DS 2% L) EDOIEFsEAR FHHR 2 L L 5 H6 3.5.3.1 2H Main Safety Table
1.5.2.8.1 &£ TX Table 1.5.2.13.1 {275,

W)IE] SD 22 M I S M T, 1 [|IIE 2 [B B o8 28 B M O#sE BRSO T 723k
REAEFEFRIL., MK - 2HEEL LORGHAOWRE (AZD1222 1 27.8%. XA 16.5%)
BRI L OSSR E (AZD1222 B 11.3%., STHREE 5.6%) . M OWRRREE (AZDI1222
BE 12.7%., XHRRE8.6%) Tdh-o7- (5 5 %6 3.5.3.1 TH Main Safety Table 1.5.2.2.2 Z[R) , R D
HERR (ENTEMEO RTRENEN & DM FRIMEZ 5 Tr) OFEMIC OV TIL2.742.14 HE S
oz kb,

el SD LA R GAEF TliE, EdERE A HFHRIL RN Y 7 F BRI IS ILE LT
BOOLNDLERLE LTV (F16) . AZDI222 BELHBEEOWTNTY ., &b BIESN
BN - HEERIID V7 F UERRIAER Th o 1-, REEIGOBEWERIESEREEL DI
FIE I, SFRREE & el LT AZDI1222 BECEUHAINZ m o 7203, T AUTRHIRERIC I3 BR AR K IS
KA TvREBHEE LI HBRENGENLTWVDIENEEL WD EEZI LN, U T 4
EEANCEIEN RN EE X b FEL (FEAGE) [2OWT, HD AR bhvieho
Too FEENEORWERIFFFERAFFLOREIT 1 EIUL 2 B H OBFER 7 B LINIZHEL L T
BY . EOBIFFEEIED 2%LL EOFRITFRO bieno7c (5 55 3.5.3.1 1A Main Safety
Table 1.5.2.8.2, Table 1.5.2.13.2 M) , 1[0 2 [B] H OFEFE% 7 B B OREEIE D 2% A0 D
BrERERES % 5 E0 3.5.3.1 TH Main Safety Table 1.5.2.12.2 {2777,

W] LD 2 VEMRAT R AR 36 1T 2 FRRrEA HFR 45 5 &6 3.5.3.1 XH Main Safety
Table 1.5.2.2.3 & T* Table 1.5.2.3.3 (7~ ¥, A LD 22 Mt et REMC I T 2 8% 7 B M
Ui % 8 A LI DR BLEIG S 2% EOIKFEREFF R 2 LN 5 # 3.5.3.1 JH Main Safety
Table 1.5.2.8.3 K& X Table 1.5.2.13.3 |25,
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% 16 gk 28 BRIDERTEIDIEBFEREER (WITIHDEER T 2%ULFER)
DHEEREN (FE SD TLMMAT T REM)

Number (%) of Participants

AZD1222 Control
PT (MedDRA version 23.1) (N = 10069) (N =9902)
U 7 F AR LE TR 1197 (11.9) 733 (7.4)
GIEpR 1051 (10.4) 685 (6.9)
FEEL 852 (8.5) 210 (2.1)
5 AR 852 (8.5) 345 (3.5)
I I7 487 (4.8) 290 (2.9)
e 392 (3.9) 100 (1.0)
1 S 0E 262 (2.6) 123 (1.2)
(ysNR 243 (2.4) 138 (1.4)
G 211 (2.1) 117 (1.2)

a

Number (%) of participants with AEs, sorted in decreasing frequency for PT of AZD1222 group.
Participants with multiple events in the same PT were counted only once in each of those PT.
Participants with events in more than 1 PT are counted once in each of those PT.

Unsolicited AEs collected from the start of each dose through 28 days, SAE and AESI collected from first
dose to 364 days after the last vaccination were summarized.

AE = adverse event; AESI = adverse event of special interest; PT = preferred term; SAE = serious adverse
event; SD = standard dose.

Source: Main Safety Table 1.5.2.3.2, Module 5.3.5.3.1

27421123 EEEMNOIFFEAETER

PR ST R SR T, IEFFER EHG O FEIEE O K TR E X EE ThH -
72, Grade 3 & U Grade 4 DIEFFEA EFROBBE ST, AZDI1222 BETENZEIL 1.6% LY
0.3%. XHEETENETI 13% KN 02% Th o7z, avBEBIKRDFER UL EATERN O IR ER EH
GEOHEIEEITOVNT, AZDI1222 #E & X HRBEO B CARMEIIFE O bz o7 (55 5553.53.1 11
Main Safety Table 1.5.2.4.1 Z/#)

WIE] SD Z2 A MEMEAT et R K ORI LD 22 AT ot SAERIZ 38 1) 2 BIE FE R O JERFEA
HL & Z NN 5 ¥ 3.5.3.1 TH Main Safety Table 1.5.2.4.2 }2 (X Table 1.5.2.4.3 {Z7R”73,

27.4.21.2 SETC
T RTOIETEDOBEIGRIZHOWTIEE 55 3.5.3.1 HEZE2MHORGRE SO Z &,

T8Ny NATREETHTICEST-EHERAEFEFRIT 6 5] (AZD1222 #£ 2 5], XFHEE 4 1)
IZFB® Bz (5 5 #6 3.5.3.1 TH Main Safety Table 1.5.3.5.1 Z/R) , AZDI1222 #£Cl, HEMEMi%
IZE DA 1 6] GRERBAGAEEIC HIV ICEY L T D LB S - ge [ 7 A b?t“*ﬁfﬁfﬁ
WEEH ) . T—% By A T7HROBEMEFAEDIC L DTN 1 HI TR bz, KRR
WEICE - - HERAEESRIL. COVID-19 ik, HHZEMEE., B, RO Aﬁ)%lmf;!@o
77o AZDI1222 BER OSHBREICBIT A IS E o I HERAEFRITIERE Y EMIC L v Wb
TRBRIREARE & O REEMEZR L &l ST,
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274213 BELEEEZR

DEFEZ VTR R ER TIX, BEERAFFLORBEIGIL 1%A (AZD1222 # 0.7%., %f
MEEE 0.8%) Th o7 (5 5% 3.5.3.1 1H Main Safety Table 1.5.3.1.1 Z[8) , JABRIEERE & B

HY M SNT-EERAEEERERILTYSRE IV 5H) (2742131 TS
1N

COVID-19 & B4 2 HE R A EFRORBBEIEG N AZDI1222 B TR - 72 Z L ZFrE ., B
ROFER ST IEAGER O EE LA EFLORBEIEGITOVT, AZD1222 B & REEEO ] CRER I
\ZERED & 5 RBENTERD BN T2, AZD1222 BER OSKHREEIC I3 1T B 8 E BRI D 3= 73
FEEARAHEFRGIT, BYYER L O%ARGE (AZDI1222 £ 0.1% [18 ] . *HREE 0.2% [27
B] ) . MOMEE, hER I OWUEASDHE (AZD1222 B 0.1%A0 [10 #1] . <HHEEE0.1% [13
#ll ) Tholz,

AZDI1222 BECTRRD BTz, FEARGERI O LR EE R A ERGIIRER, MEFRZEH., PROJE, &
VBEBEATHY . FOMOFELORBFEIINTNE 2HLL T ThoTm (F17) . iHMERED
FHL L U TR INTCEERAEFEN 1 IR b, BEGEEIZ LV 4 FERITnikE I &
MR ST,

WIlE] SD Z MM GAE [ ) O)[E] LD MMt REEMIC B 1T 2 HERAEFRE
ZFAVE 556 3.5.3.1 IH Main Safety Table 1.5.3.1.2 & UX Table 1.5.3.1.3 |{Z/R 7,

TR OBEMESH U S SN EELRAEFEG N OV COVID-19 (IZ XD EELRAEEFROM
WRIZHOWTIX, F5H 3531 HLEMHOFRESROZ &,
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& 17 EXRFHNOEELGHEEER (WIThHDEERT 26IULRR) OHEHT (2
EETEMAETNRER)

No. (%) of participants 2

PT AZD1222 Control
(MedDRA version 23.1) (N =12021) (N =11724)
TS 6 (<0.1) 5(<0.1)
HERIHR 22 H 4 (<0.1) 0
B E 3(<0.1) 0
i B R 3 (<0.1) 0
COVID-19 2(<0.1) 11 (<0.1)
AR 2(<0.1) 2(<0.1)
i 2 (<0.1) 0
HER 2 (<0.1) 0
T NIBE 2 (<0.1) 0

5 D 2(<0.1) 0

0 i 1 (<0.1) 2 (<0.1)
COVID-19 fiti%¢ 0 2(<0.1)
B[ B - 0 2 (<0.1)
R A 0 2 (<0.1)
DR 0 2 (<0.1)
BRI 0 2(<0.1)
AR 0 2 (<0.1)

a

Number (%) of participants with AEs, sorted on decreasing frequency for PT of the AZD1222 group.
Participants with multiple events in the same PT were counted only once in each of those PT.
Participants with events in more than 1 PT were counted once in each of those PT.

SAEs collected from the first vaccination to 364 days after the last vaccination were summarised.
AE = adverse event; PT = preferred term; SAE = serious adverse event.
Source: Main Safety Table 1.5.3.3.1, Module 5.3.5.3.1

2742131 AREBREZELOBEEMEHY LHMSIN-EELEEER

AZD1222 FEIZ 31T D IEBH S RANIC X 0 IRBRIEEERE & O BN H V&l S Lo SEARER O E
BaAEEGIL, BE C-RISEREAREM, LORMERHR CH o7 (5 556 3.5.3.1 TH Main
Safety Table 1.5.3.2.1 ZfR) . XHHREEICISIT HIRBRIEEAE & OREMEDH V) L SN HERASE
HEUT, HOREMENMEE L OEBE ThHoT2, T—4 B v M 7RI C-RUSHEE Ao
RIRBIGRIZ, TRBRHE Y EARIC & 0 IGBREEAE & OB LICA TR ST,

WIE] SD 2 AT kG4 [ M OWI[E] LD 2 MMM SRR 6 1T 2 1R Y RN L v ik
BRI & OB S D LHIW SN EERAFEFERZ L NLNE 5 5 3.5.3.1 I Main Safety
Table 1.5.3.2.2 }2 TX Table 1.5.3.2.3 IZ/R 7,

TREEE L OB EMESH U EHIEr SN EE LA ERFRLEORBRIZOWTIL, 5 E63.5.3.1 HEZ M
DOFGRZ SO Z L,
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274214 FHIREZFEEZR

HANIHE L7z AZD1222 OFEH T REFEFLITIL, MR, ME R, MEFEAIRE, KO
GERDAEFRNEGENT, AZDI222 DIERTREAFEFEZO—EE 2.7472 HITRT, 1R
HEDBENMESH W LRI &7z Grade 3 DL EDEH T REFEHRLOFRIZOWTIE, &S5
3531 HEZRMORRESHOZ &,

SRR ST R RER T, HEEHITREAEFRORIES XK -7 (AZD1222 B
0.8%., XTHEE1.1%) . WTHNOERTAREHEEFEFRICONTS, BN TEEARFTER DI BLE|
BAIZEERANTE R D & 5 RFIIFRD SR> T, SRR OIEAGER OER TR & FEH
Gk 18 1TRT,

HERODAEERZRUVARENFIED AL H D HIRFEH kR

SR DA EHSR N OB TEME D ATREME N & DA AR IR D 9 b FEAGER O L/ H %
(AZD1222 BET 5 BILL EIZ3EL) 1%, 85T (AZDI1222 £ 0.3% [37 fil] . xR 0.4% [48
Bl ) | SRR (AZD1222 B 0.1% [13 #il] . *HFREE0.2% [19 6111 ) . RO IE T
(AZD1222 #£ 0.1% [7 1] . *IFEEE0.1% [9f1] ) Toh o7 (5 55 3.5.3.1 I Main Safety
Table 1.5.4.1 Z/R) . FEEERHETFB N AZDI222 BET 341 GEMIZTRBMR) . XHRBEET 34
IR BTz, XHREETIX, FEEBERSZOSERN 1 HlZFRO Hiv, RS ERIC X 2k
DN S FARARIE O ATRENVEN & D & fllr ST,

EEARHEFRS L U THE SNz 0E M EMEO AT REMEN & 2 MR Ik 3 BIICERD B,
WaRIE AZD1222 BEAS 2 651 (0.1%A0) « RHFREEDS 1 61 (0.1%AK) Tho7o (55 5583.53.11H
Main Safety Table 1.5.3.1.1 Z8) , AZDI1222 BED 2 Gl REMr TR BER K O 3 MREALIE, it PREE
D1PIIHFR|E TH -T2, ZNDHOFEROFEMEL FIORT, 2D DFEROBEIZOWNTIEE
53531 HEZeMoMRESROZ &,

BRI BT, AZD1222 B0 S ke tElc BB L7, HRE I v a— v U — - by —
295 1la BIOFIERE (REBLLOULEE) &8 LT\ e, SR 36584 77 A MR C 2 [E4HE L
Too 2 [BIH OB 2 W%, ALK OWREBIFEE  (MedDRA JEAGE : RERH) MFH L
72 MRI OFER, BT BER SUIRTERIEIE L — 80T 2IRAENGED DTz, FERIED M HE
B OFBED BB DM RI2 STz,

SIMERILREIL, AZD1222 BEO 3 il B U7z, WIEBERRRE (BERRIE 1 HOA) 10 IS
RRAEREE N RHL L, 3 IR L7, FRHER OO MR OFER, AL FHE DL J O\ s
BEHRD HAL, LRI BAFE LA, ik S TWRD > 7= S FIERHLIE & I S -,

HEEJ T, RHBRE (MenACWY) o 4 B BHEICHBL L7z, 1EBRIROFIEBERE DK 2 7 A %IC
AN TSRS 2 bk 5 FFREZ NI LT, HBRE TR D 2 B H OB Z 0 2o T,
90 F H OB D 7= ORFETIE, HEBRE ORI LT, B2 AR BEIE S BT O #%
BEEREREANTH Y . BRI L D RENTEEDO RIS O FTREVEIIR 0o 72, I B OV B
AR Tl TS/T6 (2351) B Ak B O BRSO MEBUBEMER 282530 < R Sy, 43028 13
LTz, & 0 IRFEH O JOREMED FhRC R RS 25T T IR0 bR - 72,

AZD1222 #ClE, HIBEIBERED % 4 515 7= 3 BB IRE 2338 St (7 A b 78 3 fiki
EED

o B WO 3 B A BRI VR ARSI LT, SR R M K OVE

RS THRERB L, FUEWELOAT 0 A FOJKOREIC L5 EEEZ 72, CT
A% v KOV MRI OFER FLERZSR R8O BTz, #BRE 13k CHIADE K DA
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THuA ROKRAOBGIZLDIBFEEZ T2, TO%k, HREFEITEMEFERICER LIZAHE
PRI 2 8 L 7=, MRI OFER . 5.5 mm D& MO BIEARESIENTR O v, 5
FIIVVBRE DO FERE A L T,

. A mitchk, WIEBEREOK) 80 B #&ICEE, AiEE,/ DO Y B UK, ROAEED LD
AR H LTz, CT A% v OfER, BEHENHEITRD Lo o7z, #RE ORER
EHEE L, ~ULRBL L TSN, L Ry o U MUE SN, AT uA Rk D15
D5E T, BINTziERECEE L,

. o m B, WA 2 B IS Grade 3 ORMVEAEEMMEAFB LT, YL F=Yny
I L DIRENBIMA S H, SERITE L=, 15 B H OFAH MRI OFERIZER TH Y. it
B BT R F mPUA, B~ LA 7 A LA 1gG, SARS-CoV-2 t0fE 7/ 17 U > M,
SARS-CoV-21gG, =7 AL A « N=U A LA [gG TV TN HBETH -7z,

T%ﬁf3mpww%ht%5%&ﬁﬁ MR ONFIE, SPREC B T B UV, dttE o
ﬁﬁﬁ@ﬁﬁ®%ﬁ%ﬁ?édﬂﬁ’ féﬁk%fﬁ%@@btﬁ@ﬁrﬁ&odﬁﬁ
féu&rﬁf@ot<7xr7tzﬁﬁﬁmgﬂ>
BB R

AZDI1222 BETIE., #fEf% 63 RICHFERT T 7 4 X —RIEN L RO bz (T AT
YR AAENEERD) . FGORBE, FUAEWEIC X D RIkKOIRIFREZ Ll CTh o7z, BERE TR
BROEBYINERB L, 7TRLFIURRZ LT =5 I v OGANEEIC LA IBESZ T
7o AR E X IFSKOEO IR O 5T, BiMao N 72— EH LD 6o Tz,

Amnmzﬁfi @@&SH_m FHEN 1RO LNz, FRNCHE L FER T REFESR
BINTEEN TRV, A TREIIEERANCIER T REFLTH L AN D D, A TREIT
#E%f\ﬁ:%ﬁﬁbkﬁmﬁﬁbk(71#?%*ﬁﬁﬁmﬁﬂ)o

D9 FUICEEY HEEEE (VAED)

COVID-19 DR EFEHFG L D 5 EAGTEORBE ST, e 23 41 [02%] ) &1L T
AHH&NﬁUZW[m%])Tﬁﬁ%uﬁ<\Aﬂn22%@k®%\T IO LN T2
(£ 18) . AZDI222 #ETIX COVID-19 |2 X 2 EERAHEFGN 2 HIZBD Hiv, XFHEETIX
COVID-19 |2 & 2 B2 A EHSR L COVID-19 ik 13 Bl - (55 555 3.5.3.1 18
Main Safety Table 1.5.3.1.1 &)

Wla] SD MR e GAE [ ) O)[E] LD MR et RAEIC B 1T 2R T & A EFR %
ZAIVERE 5 56 3.5.3.1 TA Main Safety Table 1.5.4.2 2 OX Table 1.5.4.3 27”5,
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*x 18 SRR UVERFNDIEITREAETEROHEHEN (ZEETEMBINRE

=)
Number (%) of Participants
Category AZD1222 Control
PT (MedDRA version 23.1) (N=12021) (N=11724)
Participants with any AESI 95 (0.8) 126 (1.1)
HRARDEEER (RENTEMEOTREMEL b HRZNIKEE &)
BT 37(0.3) 48 (0.4)
JER T SRR 13 (0.1) 19 (0.2)
i AR 7(0.1) 9 (0.1)
B R 4(<0.1) 1(<0.1)
L T SRR B 3(<0.1) 3(<0.1)
R REES 3(<0.1) 3(<0.1)
Eivalacs 3(<0.1) 6 (0.1)
PRI 2(<0.1) 1(<0.1)
R E 2(<0.1) 1(<0.1)
2R LSE 1(<0.1) 0
REWT PR 2% 1(<0.1) 0
TR 1(<0.1) 1(<0.1)
R 1(<0.1) 1(<0.1)
PR R 1(<0.1) 0
K= 2 —m F— 1(<0.1) 0
GEHIER U 1(<0.1) 0
REAEFEAE 0 1(<0.1)
FhE 0 1(<0.1)
TF747%¥—
TFT 4T —RG 1(<0.1) | 0
FENTEMED FTREMEDS & 5 Ik (MR OB EF LN
VT v I 1(<0.1) 0
it E N TS 0 2(<0.1)
7 — 0 1(<0.1)
TR HESR 1(<0.1) 0
B B B 2% 0 1(<0.1)
M E 0 1(<0.1)
Hz i 1(<0.1) 2(<0.1)
RS 1(<0.1) 1(<0.1)
M E B 1(<0.1) 0
IIRES/S 582> 0 1(<0.1)
H O PR M ME & i 0 1(<0.1)
LA —Bl5 1(<0.1) 0
S EIREK 2(<0.1) 2(<0.1)
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*x 18 SRR UVERFNDIEITREAETEROHEHEN (ZEETEMBINRE

M)
Number (%) of Participants

Category AZD1222 Control

PT (MedDRA version 23.1) (N=12021) (N=11724)
mAtE, Mmie Rtk Ok e RS

— S 0 1(<0.1)

o UL REE S 1(<0.1) 1(<0.1)

AR ER IR AR E 0 1(<0.1)

ENS 0 1(<0.1)

o LA A 2 1(<0.1) 0

AN B BRI 0 1(<0.1)

i FEARAE 1(<0.1) 0

A MR RS 0 1(<0.1)

I SE 1(<0.1) 0

— U PEN R 58 0 2(<0.1)
VAERD

COVID-19 10 (0.1) 21(0.2)

COVID-19 iz 0 2(<0.1)

COVID-19 D &g\ 2(<0.1) 0

a

Number (%) of Participants with AEs. Participants with multiple events in the same PT were counted
only once in each of those PT. Participants with events in more than 1 PT were counted once in each of
those PT.

AESI collected from first dose to 364 days after the last vaccination were summarized.

Table includes PTs from AESI categories ‘Generalized convulsions’, ‘Potential Immune Mediated Conditions
— Neuroinflammatory disorders’, and ‘Neurologic events — Other’.

AE = adverse event; AESI = adverse event of special interest; PT = preferred term; VAERD = vaccine-
associated enhanced respiratory disease.

Source: Main Safety Table 1.5.4.1, Module 5.3.5.3.1

2.7.4.2.2 BRAEEEROXEIZ K SERHA

TR L OB EMESH V SIS EERAEFRS, COVID-19 I L EELAEERS, 17k
ML OBEMEDH Y LRI E NI Grade 3 LA EDOFE R T REFEFEL PILICESTHFEFESL, &
OFETC DOFGRIZHONWTIL, 5558 3.53.1 HEZEMEORR A BB = &

2743 RIRREE D S

EERARAT D72 D DR IMIX, —BOHERE CHRERZ OFE 2 el (K 8% 3, 7. 14, X% 28
A) (23S n7-, BRBAE L5 UK T L-gira oB& 2341+ 5725, COV005 RER
(—EogERE) . COV00l B, KT COV002 3Bk D SR D s R E T — & 2088 L CHT
L7,
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2.7.4.3.1 MRFHIRE

B R B AL O TN 2 520 U 72— OB Tl MR PR A ORE R 1T AZD1222 #f & xHREET
BELCHERLL T2 (56 5 %6 3.5.3.1 T8 Main Safety Table 1.6.1.1 M) , AifERE OB, #FHER
oW KO L DWA H3F8 D & AT B E O FIG 1 3oe FEE & i L C AZD1222 #£CTho
TINTE N TDS . E OMOIMEE PRI A B THFEREF T L T\ e, AZD1222 B & kFHEEED
W TH, MR & BT 56 HFFHR KO Grade 3 LA B0 MR 7B 5 DR EBLE
A&~ 7= (5 5 %6 3.5.3.1 T8 Main Safety Table 1.5.2.2.1 )

2.743.2 mEEICFRE

BRI FR AL O TN 2 S0 U 72— O Tl MiRA L PR A ORERIE AZD1222 B & xf R
THEL THEE LTV (’% 5% 3.5.3.1 2 Main Safety Table 1.6.2.1 Z/8) , Grade 1~2 @m%@q‘t
FRRAE R E OFBIEIG T AZD1222 B & RBEO M Th T 022203580 bz, BRI
Wb HETIHRNE %x STz, Grade 3 LA ik A LS ALAE F DR BLEI & i@@%ﬁ’ﬁ
THHECTHY | MRAELFRA & BET 25 EFRRORBREIGITEr-72 (B 5H3.53.1 1
Main Safety Table 1.5.2.2.1 ZH) , [RBRIEHFH k OBHEMEDH Y LW SN EHERAEFSRLE L
T, C-RUSTERE FAHEMAY AZD1222 #£C 1 FllC@BD b7z (55 5 3.5.3.1 TH Main Safety Table
1.532.1 &)

2744 N ZILYTA Y

COV001 Bk, COV002 ik, COV003 Bk, K& TN COV005 iR TIIHLE D KR EHIN 72
INA BN A L ORNEE FhE L=, BFERNT Tl AL XA v 2RO GER & L7
Mol

2745 FAGEEEARTRETIZE TR EM

2.7.4.5.1 ARMEER

274511 FhDEE

BWERE D D B, 65 L EOWERE OEIE 1 8.9%. 70 Ll EOWERE OEIEIX 6.1%Th -
770 NOFREFREVEE R NN — 2 T A VEEOEHEIT, W TN OER O ERTH AZD1222 B
& RTHRBECARMRAITEALIL T 2, 18~64 i DHERE D 73.9%. 65 mkLh EDO#ER D 93.6%I1L A
ANTH-o7= (5 5E63.5.3.1 IH Age Safety Table 4.1.3.1.a, Table 4.1.3.1.b, Table 4.1.4.1.a,

Table 4.1.4.1.b ) |

itﬁ%%lm AZDI1222 QRIS T 0 7 7 A Tk, RO OFFER FEHGOEIEE K O
BUEIA X, 18~64 I DOHERE & Hlk LT 65 A EOWERE TR o 7o, W OF D54
SikQ %%mﬁ£$2@@§ﬁf&0§%fﬁ% 1T, WIS & i L C 2 [B] B OB TR o T2

(%5 5 %5 3.5.3.1 18 Age Safety UPD Table 4.5.1.1.2.a, UPD Table 4.5.1.1.2.b, UPD Table 4.5.1.2.2.a,
UPD Table 4.5.1.2.2.b, Table 4.5.1.3.2.a, Table4.5.1.3.2b &)

AZDI1222 OWT L OFEFE% 28 HREIOIEFFEA EFROBIEIG L. 18~64 i DHERE
(41.8%) &l LT 65 LA EOWRERE (25.1%) T -7z, FERFEREFRO K/ ITEE
NITHEETH Y, Grade 3 UL EDOIEFFERFEFLOBBEIE X 65 Wl EO#ERE (1.1%) & 18
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~64 EDOWERE (2.0%) ODWTHTHIEI -7 (55 5 ¥ 3.5.3.1 T Age Safety Table 4.5.2.1.1.a,
Table 4.5.2.1.1.b ) |

BEESAFEFLUIER TREAFEFZORBEGITONT, WTNOFROMSERTH
AZD1222 BE & XFHREEO R CRER N B O & B R HIIFEO DLz ino Tz, EERAEFRORE
ﬁﬁém\m~mﬁ@w%%fmAﬂnnnﬁmm%(@m)\ﬁ%ﬁfowéwam)\ﬁﬁ
UL EO#RE Tld AZD1222 BT 0.5% (11 61) | BT 0.3% (B fl) Tho7z (558 3.53.1
T8 Age Safety Table 4.5.3.1.1.a, Table 4.5.3.1.1.b, Table4.5.4.1.a, Table4.5.4.1.b ZM) ,

B R R A RN LA i D 3 SRR O CHERL L Tunie (B8 5 56 3.5.3.1 I Age Safety
Table 4.6.1.1.a, Table 4.6.1.1.b, Table 4.6.2.1.a, Table 4.6.2.1.b =) ,

PLEX Y. AZDI222 OEMET 1 7 7 A4 V%, 65 b FOWERE & 18~64 % DB E TR
ANZHALIL TRV | 65 L EO#ERE CILEI UL DOFBLEIS DMK - T2,

274512 VVAIVEFEZFZAONSGERKEZAEIT DA

300D 1 B2 DA (AZD1222 B 35.7%. RTHREE 36.0%) 23— A F A VIKFIZ COVID-19
DY ATRFLEEZZONDIEMEEZAE L T, EARKMRAIL, B (544%) . &iE
(17.4%) . KOMEE (16.7%) ThH-oT-, b OEMIZEIT 2 EEERBOFEMIZOWTIE, H
5 %K 3.5.3.1 T8 Comorbidity Safety Table 2.1.4.1.a & MDD Z &, AN OFFHPAHFRHERL DR —2 T A
VRO RAEIT IR B O EM O CHELEL L T (55 5 3.5.3.1 TH Comorbidity Safety
Table 2.1.3.1.a, Table2.1.3.1.b, Table2.1.4.1.b ) ,

N2 T A CRHCEERE 2 A SR WHERE L i U TR 2 AT D HRE . FERE
FROBHEIG O LT LT, w?h@%\%lf%Aﬂnmz®ﬁﬂ TRAFCTH-
oo FFEAZHFLORBIEIG L OEELIL, X—A T A VIFFIC REREZETOHBRE L HI R
WHEBRE CHRRIL L Tz (B8 5 6 3.5.3.1 IH Comorbidity Safety UPD Table 2.5.1.1.2.a, UPD Table

2.5.1.1.2.b, UPD Table2.5.1.2.2.a, UPD Table 2.5.1.2.2.b, Table2.5.1.3.2.a, Table2.5.1.3.2.b £
) .

FHRERABFEFGOEARGE, BEEIE L OEIEEIX, X—2 T A RO EMERBORRBIZ )0
SFBEL THEIL Tz, R—2 T A UIRFICHERBZ A 28RE T3, FECIIEED b
molz, BEELAFEFZUIERTNESHFEFFROEERESICONT, WTNOEMREDH S
$EHITH AZDI1222 #f & JRE O CHRRRIICE IR O & 2 AT b e~ 7o (55 5 &6
3.5.3.1 2 Comorbidity Safety Table 2.5.2.1.1.a, Table 2.5.2.1.1.b, Table 2.5.2.2.2.a, Table 2.5.2.2.2b,
Table 2.5.3.5.1a, Table 2.5.3.1.1.a, Table 2.5.3.1.1.b, Table 2.5.4.1.a, Table2.5.4.1.b &) |

i R A T EEE R B DRy SR O CHAL L Tz (56 586 3.5.3.1 IH Comorbidity Safety
Table 2.6.1.1.a, Table2.6.1.1.b, Table2.6.2.1.a, Table2.6.2.1.b Z[R) ,

PLEX V. AZDI1222 O Ta 7 7 A id, _R— AT A VR HBERE A T AW E -
S 7pORBRE CARE L CHEEL L T,

274513 AR—XS54 BOMERICDEE

IR L MR R H T, KE DOFERE (95.1%) TN— AT A REO MG UG X
MCTho7z (5 5 3.5.3.1 5 Main Safety Table 1.1.4.1 i) . AN HOFEHFERIFRHEL PR—R T A
IRFORHEIT, AFE A BRN TS OGS et O R & Bt DR O THEL THEEILL T

(%% 5 B 3.5.3.1 IH Serostatus Safety Table 5.1.3.1.a, Table 5.1.3.1.b &) , AZD1222 #Ci%, I
FOGHBIEDHERE DI IEAN (772%) Th o723, MiERISH O HERE O IG5 1%
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HA (43.0%) XIFXEAN (44.6%) ThHolo, MIGKISNBIEDHERE TV 72028 (AZD1222
RE345 6, XIBRE3TZ B)) . T— X ORICITEENLETH D EEZ LN,

RIS 7w 7 7 A /14101/ VT, N R T A RED GBS S M O ERE & B D HkERE DM
TEEIRANZER O B 5 21T O bivieino 7= (5 556 3.5.3.1 3 Serostatus Safety UPD
Table 5.5.1.1.2.a, UPD Table 5.5.1.1.2.b, UPD Table 5.5.1.2.2.a, UPD Table 5.5.1.2.2.b, Table
55.1.32.a, Table55.132bZ M) . HERTEAHFEFROT 1T 7 A b IiERISOR /LM OF T
BELCTHELL Tz (B8 5§ 3.5.3.1 I8 Serostatus Safety Table 5.5.2.1.1.a, Table 5.5.2.1.1.b, Table
552224, Table55.222b %) , AZDI1222 BHCHIT 5 Grade 3 LA EOIRFER EHGOFEBLE
FIZONT, &~z?4yﬁ@m@ﬁm#&$®%%%(m%)&%$®%%%<M%)@WT
ZIXRO e ->7- (55 5 ¥ 3.5.3.1 I8 Serostatus Safety Table 5.5.2.1.2.a, Table 5.5.2.1.2.b %
)

HERAFFZ UTER TRSAFFROBHREISIZOWVT, WTNDMIFERIEOHE M T
b AZD1222 B & HRBEO R CHRIRINICER O & 5 RMHIIERD b v o7 (555 #53.53.1 11
Serostatus Safety Table 5.5.3.1.1.a, Table 5.5.3.1.1.b, Table 5.5.4.1.a, Table 5.5.4.1.b Z}&)

M35 BB D ERIARFR A HE RV LR & LU Tuve (B8 5 3.5.3.1 I Serostatus Safety
Table 5.6.1.1.a, Table 5.6.1.1.b. Table 5.6.2.1.a, Table 5.6.2.1.b Zff) .

PLEX V. AZDI1222 OZEM T 1 7 7 A JWIZOWT LG RGN Et: O RERE & Bt O
DO TR %@%5# IROLNT ., MRS EIEDO#ERE 21T 5 AZD1222 D24
@7u774w AMORIEITEE SN o T2,

2.7.45.2 NEMEER

2.7.4.5.2.1 EDEE

Amfjhn+saaﬁ¢%r$&0«~x T A CREORFET, A A RO CEEOR T L TEEIL T
7= HEEICBIT D —ARROEHERITT F OV KROET 7 U L ik L TEnwR, RBRICS
Lf:%ﬂzn%ﬁ%@%éﬁﬁ% TIUNKOMT 7V HE L CED o7, 65 L EOREERE OFIG
%, HEET 12.6%,. 7T VN T63%, M7 7V A T01%Th-o7= (5556 3.5.3.1 T Country
Safety Table 3.1.3.1.a, Table 3.1.3.1.b, Table 3.1.3.1.c &) |

AZDI1222 DEIIET 1 7 7 A DWW T, & EO M TERIZERD & 5 AT H i
7b>o7to WO ER EHLORBEIS L OEEEIZONT Y, FEOM CTH L7 R8T
B BT (855 3.5.3.1 T2 Country Safety UPD Table 3.5.1.1.2.a, UPD Table 3.5.1.1.2.b,
UPD Table 3.5.1.1.2.c, UPD Table 3.5.1.2.2.a, UPD Table 3.5.1.2.2.b, UPD Table 3.5.1.2.2.c, Table
3.5.1.3.2.a, Table3.5.1.3.2.b, Table3.5.1.3.2.c &) ,

AZDI1222 BE T, FEFFER FEHFRORBBEG N IEE (28.0%) KOFET 7 U (269%) Ll
$)( LT = )L (52 5%) Tmb\{’ﬁmﬁ)mu ) EZ}’WZZ’)) Eﬁlﬁﬂ’j yi%@&)%);éf AN AN ”:%%_ 5
Niz, MREPETH, HFRTEAFFRORBAFSITEE 211%) KUMT 7V H (254%) &k
LT7 720 (36.1%) TrEidno7= (55 56 3.5.3.1 IH Country Safety Table 3.5.2.1.1.a, Table
3.5.2.1.1.b, Table3.5.2.1.1.c. Table3.5.2.2.1.a, Table 3.5.2.2.1b, Table 3.5.2.2.1.c &H&) .

E%&ﬁ%%%ii@ﬁﬁ&%ﬁi$%@%ﬁ% IZOWNWT, WTNDETY AZDI222 RE L
KHREED ] CHEIRAIICE IR D & B REHGILFE O Do 7= (B 556 3.5.3.1 IH Country Safety
Table 3.5.3.1.1.a, Table 3.5.3.1.1.b, Table 3.5.3.1.1.c. Table 3.5.4.1.a, Table 3.5.4.1.b, Table 3.5.4.1.c
S
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=51 D B R AR ARG R 1L R R L AL LTz (BB 536 3.5.3.1 IH Country Safety Table
3.6.1.1.a, Table3.6.1.1.b. Table3.6.1.1.c. Table3.6.2.1.a. Table 3.6.2.1.b, Table 3.6.2.1c &) .

DL EX Y., AZDI222 D7 a7 7 A4 MZHOWNWT, S EOR TEIRPIZEWD H 5 7213580
SILRo T,

274522 TFEIFI/ITJIUDEE

U7 F U EEETAREAEFRIIHTETE N ) 7 2 O PR GOEBIZOWN
T, COVO0l ABRICKIT DRERNDE SN T D (Folegatti et al 2020b) , 5 I HHRABR TH 5
cmmnﬁﬁfi 77?/%@&%@#6ﬁ%$%®)xﬁ%ﬁ@éﬁét . IRBRFE N ET
EOUGETIZEY . R 2 iR T 7 F BRI O T | RT3 /7I/®%%&5%T
L\%@&%zuﬁﬂ 6= DT v T 2 7 = 1000 mg DG AT 5 Z & AR
%ahfthTtb7‘/7I/®%%&5%T E& L7-WBRAE L. AZDI1222 B X ITeFREEIC
PR LB T S, TENT I 72 O PR EORBEIMET 57-0, %2 B
M DR ER FHFROFBEIG 2t L,

T TR 72OV & T TR X, AZD1222 BET 56 i, XfHREE T ST I TH -
72 (F19) . AZDI222 BEICHT 2980, FEEVE, BEHE, fiRJE. 5. M OMBRREOBHEIE
. 7B T2 72 OFPEEEZZ TR oo BRE LB LT T2 ) 7= DOF
B 5% 2T TR CRIEMICIR ) o 7o, RTREECH, TR NI ) 72O TR G EZ T
MO RE LB L TCT v b7 2 ) 7 = DO PR 2% 1 - 9iE CRBEOESORBEIS
DOIL TR Bz, AZDI1222 O 2 ARIOEEE # bW EAEEFRICKTLE7E b
T 72 DVERGORBELGN LR, T2 T2 7 2 O PG L0 RN
VIR, VR, EJE BiE. IR, KOBREOFHREFIGITIRE UK T L7 (Folegatti et al
2020b) . ZOOfNTRERICHE S L, TR R T I 72D G LY AZD1222 12 K BRI
IGERDSEDZ ENFREELEEZOND,
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=19 773/ 7x2 (Paracetamol) DFMxG5EDHEREIDERER 2 BERORERSE
BROFEHEE (COV001 HER)
Number (%) of Participants
AZD1222 MenACWY Control
No Paracetamol Paracetamol No Paracetamol Paracetamol
N=487 N=56 N=477 N=57

Solicited Local Adverse Events
TN 302 (62.0) 24 (42.9) 148 (31.0) 12 (21.1)
9% 382 (78.4) 42 (75.0) 243 (50.9) 20 (35.1)
Y 2(0.4) 0 (0.0) 2(0.4) 0 (0.0)
ENRL 83 (17.0) 8 (14.3) 53 (11.1) 6 (10.5)
) 7(1.4) 1(1.8) 7(1.5) 1(1.8)
MR 9 (1.8) 0 (0.0) 7(1.5) 2(3.5)
i 7(1.4) 0 (0.0) 3(0.6) 2(3.5)
Solicited Systemic Adverse Events
FEEN 84 (17.2) 9(16.1) 2(0.4) 0 (0.0)
FEENR 244 (50.1) 19 (33.9) 22 (4.6) 5(8.8)
LA 265 (54.4) 15 (26.8) 30 (6.3) 3(5.3)
B & 142 (29.2) 14 (25.0) 24 (5.0) 2(3.5)
P 283 (58.1) 24 (42.9) 74 (15.5) 10 (17.5)
% 310 (63.7) 33 (58.9) 157 (32.9) 15 (26.3)
Gt 312 (64.1) 27 (48.2) 116 (24.3) 11 (19.3)
Rk 285 (58.5) 25 (44.6) 45 (9.4) 3(5.3)
E 111 (22.8) 14 (25.0) 27 (5.7) 5(8.8)

Source: Folegatti et al 2020b

COV002 ;B K U COVOO3 SHERICE T AT b7 S/ 7 = VD FRAIRS D RIREME D AZ4T

COV002 #RBE K TN COVOO3 FBRCTIX T | h T 2 ) 7 = v DO PR GEZHSE L, PG % i
L7 A IIRE B DS BR g ARk d 52 L Lz, 2L, 2hbnF—#i, LTI
WRHEHC, TR I 72 ORIEIESFRASLTE R T 2 7= OFPEEGICET AR
Efe7 e BEWE GERICKRILTCT B N7 72V BIRA LR PR EHE LTV AE) (2
L& HZIT COD AR H D720, fRICH o> TUXEBPLETHDH EBEZ LD,

COV002 3k & T COV003 38k TlE, 20665 519 3181 1] (15.4%) THERE HEEDOT — & 345
LI, 2 B0 3181 FilH 1658 il (52%) TIET7 & R 72/ 7 = O TG OF BT R
(FPREENTI T — 2 13RI ThH 72, COV003 FRBR TIIHBRE HZED IR m < (197
Bl 195 1) . RPT—F OKRE/1E COVORR RERD L D Th o7z, T DT —& ORHAEEH
WIS TITRETH 5,

Z DOFEFR T SBIEIT D 20N AZDI1222 BRSBTS B RFT R OV DR EA EFR DI,
BT, TERNT I ) 72 OBGEZF o T-#58E (FFN 77.6% K% 10 60.7%) L ik
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LT, 7B N7 72 ORGEST MRS (NI 86.4% K% TN 77.6%) TEAEAIIZ &

{’;El_"ﬂz))wu ') %ﬂf\_o
\Z. AZDI1222 #£C

b

B DEATENO T ORFEREFRZHME LIZFER, 7 72

T OWEEZ TR E LT NT ) T2 OB AT o TR O RBES @

VY (£ 20) 1F, EMABRE . TARTOREFERLTRO b & —FH L Tz,
% 20 COV002 HER K U COVO03 SHERIZH1TH5F7 b7 =X/ 7 x> (Paracetamol) M
FHIREDEENDEEORHERETER (FIE SD TEMHETHRER)
AZD1222 Control
No Paracetamol Paracetamol No Paracetamol Paracetamol
Solicited Event N =107 N = 469 N =143 N =405
FEEN 4(3.7) 38 (8.1) 0 (0.0) 2(0.5)
B 19 (17.8) 161 (34.3) 11 (7.7) 39 (9.6)
A 15 (14.0) 136 (29.0) 3(2.1) 23 (5.7)
RA 9 21 (19.6) 114 (24.3) 8 (5.6) 22 (5.4)
P 39 (36.4) 214 (45.6) 21 (14.7) 72 (17.8)
5 44 (41.1) 254 (54.2) 50 (35.0) 135 (33.3)
FIEpE 38 (35.5) 239 (51.0) 33 (23.1) 112 (27.7)
(=93 29 (27.1) 186 (39.7) 18 (12.6) 48 (11.9)
L 8 (7.5) 104 (22.2) 6 (4.2) 39 (9.6)
Mg - 2(1.9) 4(0.9) 0 (0.0) 3(0.7)

Source: Table IEMT 10.2.3.2, Module 5.3.5.3.1

INODOHEEEZROT —Z ORIITEERLETHL EEA N, TR NI/ 720D

THi&EGHHER S TS
T2 TR Do 1128 COV002 Bk KUY COVO003 #iRIC
(3. IRFEMESFARDL & 28 LT B W]

LT, TERNTI ) 72 E B LTI E L THRESR
BILT7TENTI 7= OEH
RN H D, TN I 72 OG220 TR

THEAEFRLORBREENEN-T-2 1%, T T I 7 7 = AXERISKT D HERE L L
THEE S, ZEBEOTHRGOES

PLE. COV002 7k & T COV003 75k 12

HED T2 Z DRI N D,

DT i TcERnWEEZLND,

27453

EYHREER

BIFATERNT I ) 72D PEREIZHOWCHET

AZDI1222 LD T 7 F L OO 2, SR, OB ZIEORHMImIISEE L /e~ 72,

27454

bENR B LR F

LB D fE A

Oxford REEIZ L % 4B TIX, WL bR, &AL, SUTEIRE ALY D kbR L,
PEBR ATREZR LRI A BIPE D i I A o fikfee L TIRE 5 Z L &2 & LT,

(20204 11 H 4 H) T, ﬁ%ﬁﬂﬁﬂ%ﬂnmﬂﬁm

BT DT — 2 5 v M A T WS
IZERD H -, AZDI1222 BETIE, %%¢@ﬂ1m
5 %WJILF;:Z)) 2 ﬁ] k—mL‘ 70) ’Bj/bfx_o

Bl kf HEEE 7 51)

oo XTHHETIE, ARIRHEDS 2 B,

CONFIDENTIAL AND PROPRIETARY

61(69)
61(136)

HARIREEDS 1 BIIRER D b




274 ERRMZ 2N AstraZeneca
AZD1222

Lﬁ@%$%KMiT\ﬁéﬁ?“&N~xfmcmMEﬁﬁfﬂ%ﬁ4mLmbgﬂto;
S DOWERE I TR OBREEE 2 5] (AZD1222 BE 1 5], *IHBEE 1 #)) NEEh TR, HEF
HTH D, S%MF(Mmunﬁlm\ﬁ%ﬁlm)ﬁZWLm@%ﬂto;ﬂ6mg%i@@
PR O 4~6 WZIZRO Bz,

T ARTOFIRIZ DN T, %mz%;éméifﬁwﬁﬁ%%m¢é%mf%é HERF D4
P, PR AR U 7= etE. ORI O LRSI 5 AZD1222 Offi T — X X R 50T
éo
27455 1B =g

WEBEEOT —Z XRS5 TVWD, AZDI1222 Ol EEERE I % 2 B il 22 /8T /v, &R
FEOBIZIE, BRE 25 HMCEZE L, LEIDLN D CRHEREZ FZT & Th D,

2.7.45.6 EELA

IRt

2.7.457 BERRAE IR R U R BKIR R

IRt
274538 B EhHE h&u%m#ﬁtﬁt FENIIFEHEREDES

AZD1222 @ B B HES N OBERIEICXT T 2 R BITRIEFE LW, —H o EHES
(2.7.42.1.1.1 IHEMR) 13 H B HER N OB EE ﬁbf—ﬁm_mﬂféi EMERH D,

2.7.4.6 miRET—4

WFEAMZ BT AZD1222 O iR O X 2021 42 1 A ICBBE 7=, 2021 41 H 8 AT
1, BEMEIZB W CEBER IR BEIIR R E STV 7Zeuy,

2747 nTEH

27471 BEAEER

FFER B FROIRBRENGHEE CTHE L7 HRE R OWSRE AE CHWW-HREE £ 21 1T 7,
COVO001 Rk K& Y COV002 7k Tl %%%mﬁﬁikﬁﬁﬁa ECR—DHFEE HW -,
COV003 7Bk i, awmlﬁ%&ocmmnﬁ%@% EDRFFEE V-, COV005 iR T
1. 12 HE OFFER EFL TR —OHGEXIXRZEE AV, RBREMHEECRE L4

HEE &R, BV, BaUk, Bl M) (3B AFECIIINEE T, 18R FEMETEE CTHE
L7e o - HEE T DG 2 9B B it TW%LKO%Eﬁ$$%®ﬁA%ﬁ’a®tﬁ%%%
FERINZER 22 IR T,

CONFIDENTIAL AND PROPRIETARY 62(69)
62(136)



274 ERRMZ 2N

AstraZeneca

AZD1222
% 21 EHRICHE T OIREEEEROERERABEETHRE LERAERUVBBREBS TRV -AE
Adverse Event Clinical Study Protocol Terms Patient Diary Terms
COV001, COV002 COV003 COV005 COVv001, COV002 COV003 COV005
Pain Pa@n/ s Pajn/ . . . Pa@n/ o Pain Pain -
Pain at injection site | Injection site pain Pain at injection site
Tenderness Tenderness Sensitivity Tenderness Tenderness Sensitivity Tenderness
Redness Eizthema atinjection E;gggzsn/ site erythema Redness Redness Redness Redness
Warmth Warmth Heat Warmth Warmth Local heat -
Itch Itch Itching Itch Itching Itch Itching
Swelling Swelling Swelling Swelling Swelling Swelling Swelling
Induration Induration Local hardening Induration Hardness Local hardening Hardness
Fever Fever Fever Fever Temperature Temperature Temperature
Feverishness Feverishness Feeling feverish Feverishness Feverishness Feeling feverish Feeling feverishness
Chills Chills Chills Chills Chills Chills Rigors
Joint pain Joint pains Joint pain Joint pains Joint pain Joint pain Joint pain
Fatigue Fatigue Fatigue Fatigue More tired than usual Fatigue Weakness/Tiredness

Muscle pain

Muscle pains

Muscle ache

Muscle pain

Aching muscles

Muscle pain

Muscle pain

Headache Headache Headache Headache Headache Headache Headache

Malaise Malaise Malaise Malaise Generally unwell Malaise -

Nausea Nausea Nausea Nausea Nausea Nausea -

Vomiting Vomiting Vomiting - Vomiting Vomiting -

Bruising - - Bruising - - Bruising
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Data included in the pooling by study

COV001 | COV002 | COV003 | COV005

Comments

Solicited local adverse events

Pain X X X NA Grade based upon Studies COV001/COV002 grading criteria. No data from Study COV005.

Tenderness X X X X Grade based upon Studies COV001/COV002 grading criteria. Study COV005 scale lacks
Grade 4

Redness X X X X Grade based upon common objective grading criteria (diameter)

Warmth X X X NA Grade based upon Studies COV001/COV002 grading criteria. No data from Study COV005.

Iich X X X X Grade based upon Studies COV001/COV002 grading criteria. Study COV005 scale lacks
Grade 4

Swelling X X X X Grade based upon common objective grading criteria (diameter)

Induration X X X i Grade based upon the common objective grading criteria. Study COV005 grading scale not
compatible.

Bruising NA NA NA X Included despite recorded in only one study so that all available data are included.

Solicited systemic adverse events

Fever X X X X Grade based upon Studies COV001/COV002/COV003 grading criteria.

Feverishness X X X i Grads: based upon Studies COV001/COV002 grading criteria. Study COV005 has no
severity grading

Chills X X X i Grads: based upon Studies COV001/COV002 grading criteria. Study COV005 has no
severity grading.

Joint pain X X X X Grade based upon Studies COV001/COV002 grading criteria. Study COV005 scale lacks
Grade 4

Muscle pain X X X X Grade based upon Studies COV001/COV002 grading criteria. Study COV005 scale lacks
Grade 4

Fatigue X X X X Grade based upon Studies COV001/COV002 grading criteria. Study COV005 scale lacks
Grade 4

Headache X X X X Grade based upon Studies COV001/COV002 grading criteria. Study COV005 scale lacks

Grade 4
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Data included in the pooling by study
Comments
COV001 | COV002 | COV003 | COV005
Malaise X X X NA Grade based upon Studies COV001/COV002 grading criteria. No data from Study COV005.
Nausea X X X NA Grade based upon Studies COV001/COV002 grading criteria. No data from Study COV005.
Vomiting X X X NA Grade based upon Studies COV001/COV002 grading criteria. No data from Study COV005.

NA = not available.
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AESI Medical Concept

Neurologic Generalized convulsion: Seizures are episodes of neuronal hyperactivity most commonly
resulting in sudden, involuntary muscular contractions. They may also manifest as sensory
disturbances, autonomic dysfunction and behavioral abnormalities, and impairment or loss of
consciousness.

Other neurologic events: These events would include new onset event (acute or
subacute) motor and sensory disturbances (eg, weakness, numbness, paresthesias,
hypoesthesia, hyperesthesia, dysesthesias), bowel/bladder dysfunction, gait
impairment, or visual disturbance, or other sudden neurological deficit.

Vascular Thrombotic, thromboembolic, and neurovascular events: These are events that can
manifest as transient or permanent vision problems, dizziness, trouble understanding,
facial droop, slurred speech, unilateral weakness, deep vein thrombosis with swollen,

warm or painful leg, pulmonary embolism with shortness of breath, chest pain or irregular
heart rate

Hematologic | Thrombocytopenia: Thrombocytopenia is a disorder in which there is an abnormally low
platelet count; a normal platelet count ranges from 150 000 to 450 000 platelets per uL.

Immunologic | Vasculitides: Vasculitides are a group of related disorders characterized by
inflammation of blood vessels (vasculitis) leading to tissue or end-organ injury.

Anaphylaxis: Anaphylaxis an acute hypersensitivity reaction with multi-organ-system
involvement that can present as, or rapidly progress to, a severe life-threatening reaction
requiring immediate medical attention.

Vaccine-associated enhanced respiratory disease: The pathogenicity of VAERD has
been linked to a vaccine immune response characterized by induction of
non-neutralizing antibodies, and a T-cell response of the Th2 type with
hypereosinophilia (Lambert et al 2020). VAERD may manifest as a severe form of

respiratory disease with prolonged fever, and diverse clinical manifestations of disease
severity and pathological changes marked by increased areas of lung consolidation, broncho-
interstitial pneumonia, and necrotizing bronchiolitis (Rajao et al 2016).

Potential immune-mediated conditions: These conditions are a group of autoimmune
inflammatory disorders characterized by an alteration in cellular homeostasis, which

may or may not have an autoimmune aetiology. A list of events is provided below

e  Gastrointestinal disorders
o Celiac disease
o Crohn’s disease

o Ulcerative colitis

o Ulcerative proctitis
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e Liver disorders
o Autoimmune cholangitis
o Autoimmune hepatitis
o Primary biliary cirrhosis
o Primary sclerosing cholangitis
e  Metabolic diseases
o Addison’s disease
o Autoimmune thyroiditis (including Hashimoto thyroiditis)
o Diabetes mellitus type I
o Grave's or Basedow’s disease
e  Musculoskeletal disorders
o Antisynthetase syndrome
o Dermatomyositis
o Juvenile chronic arthritis (including Still’s disease)
o Mixed connective tissue disorder
o Polymyalgia rheumatic
o Polymyositis
o Psoriatic arthropathy
o Relapsing polychondritis
o Rheumatoid arthritis
o  Scleroderma, including diffuse systemic form and CREST syndrome
o Spondyloarthritis, including ankylosing spondylitis, reactive arthritis
o (Reiter's Syndrome) and undifferentiated spondyloarthritis
o Systemic lupus erythematosus
o Systemic sclerosis
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e  Neuroinflammatory disorders

o Acute disseminated encephalomyelitis, including site specific variants (eg,
non-infectious encephalitis, encephalomyelitis, myelitis, radiculomyelitis)

o Cranial nerve disorders, including paralyses/paresis (eg, Bell’s palsy)

o Guillain-Barré syndrome, including Miller Fisher syndrome and other
variants

o Immune-mediated peripheral neuropathies and plexopathies, including
chronic inflammatory demyelinating polyneuropathy, multifocal motor
neuropathy and polyneuropathies associated with monoclonal gammopathy

o  Multiple sclerosis

o Neuromyelitis optica spectrum disorder
o Narcolepsy

o Optic neuritis

o Transverse myelitis

o Moyasthenia gravis, including Eaton-Lambert syndrome

e  Skin disorders
o Alopecia areata

o Autoimmune bullous skin diseases, including pemphigus, pemphigoid and
dermatitis herpetiformis

o Cutaneous lupus erythematosus
o Erythema nodosum

o Morphoea

o Lichen planus

o Psoriasis

o Rosacea

o Sweet’s syndrome

o Vitiligo
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e  Vasculitides

o Large vessels vasculitis including: giant cell arteritis such as Takayasu's
arteritis and temporal arteritis

o Medium sized and/or small vessels vasculitis including: polyarteritis nodosa,
Kawasaki's disease, microscopic polyangiitis, Wegener's granulomatosis,
Churg— Strauss syndrome (allergic granulomatous angiitis), Buerger’s
disease, thromboangiitis obliterans, necrotizing vasculitis and anti-
neutrophil cytoplasmic antibody (ANCA) positive vasculitis (type
unspecified), Henoch-Schonlein purpura, Behcet's syndrome,
leukocytoclastic vasculitis

o Antiphospholipid syndrome
o Autoimmune hemolytic anemia

o Autoimmune glomerulonephritis (including IgA nephropathy,
glomerulonephritis rapidly progressive, membranous glomerulonephritis,
membranoproliferative glomerulonephritis, and mesangioproliferative
glomerulonephritis)

o Autoimmune myocarditis/cardiomyopathy
o Autoimmune thrombocytopenia

o Goodpasture syndrome

o Idiopathic pulmonary fibrosis

o Pernicious anemia

o Raynaud’s phenomenon

o Sarcoidosis

o Sjogren’s syndrome

o Stevens-Johnson syndrome

o Uveitis

AESI = adverse event of special interest; VAERD = vaccine-associated enhanced respiratory disease.
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BMI body mass index : {KFGFEEL

ChAd63 chimpanzee adenovirus 63

ChAdOx1 chimpanzee adenovirus ox1 (also known as AdvY25)
chimpanzee adenovirus ox1 with MERS spike antigen : MERS ¥ A /L A (D A

ChAdOx] MERS A D G R ChAdOX] <7 5= 77 T2

ChAdOx] nCoV-19 ;elljniez ;; ?)ZIIH)%?Z when initially developed by the University of Oxford : A

COVID-19 coronavirus disease 2019 : Fi = = F 7 A )L 2 JEYLE

CT computed tomography : = > & = — X W@k 1k

DCO1 Data cut-off 1, 04 November 2020 : 1 [BIH DT —% 5 v b4 7 (2020 4 11
H4R)

DCO2 Data cut-off 2, 07 December 2020 : 2 [A|H DT — 4 7 v b4 7 (2020 4 12
H7H)

FDA Food and Drug Administration : >K[E £ i =34 R

FIH first-in-human : & MZAIO THREGT 5 GUER)

HIV human immunodeficiency virus : & k%% K/\ A IR

ICH international council for harmonisation : [% 3£, il 5 Fn[E FR ik

IgG immunoglobulin G : %% 7 17V G

LD low dose : 1K &

MedDRA Medical Dictionary for Regulatory Activities : ICH [ 5 [% 3 FH 5

MenACWY meningococcal group a, ¢, w-135, and y conjugate vaccine : 4 flifEIE % B &
Mo 7 F

MERS Middle East respiratory syndrome : H BRI SR JE BERE

MERS-CoV Middle East respiratory syndrome coronavirus : H BRI SRAE A = v - w7
A IVA

MRI magnetic resonance imaging : f#%5 LR {5

SARS-CoV-2 severe acute respiratory syndrome coronavirus-2 : EJE UL RFIL SHE AT =
2T A)NVA2

SD standard dose : 57 &

VAED vaccine-associated enhanced disease : 7 7 F |2 B9 A K AR HE IR

AREDREDT

ARHFETIRHT D TR

GRS

efE2) & RN TIRE Le TERRe et (EZAT) | 1k

SEERR LT, FHMEEEICTH D BARABERE & x5 & L7z D8111C00002 7k D5 7 o OV

AP DRE R

D8111C00002 7Bk K ONESMIFS AT & D LLighl S O E X

fERHlfE) 220 &,

2.5 FRARIZBET 28
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T AT ERAIT. COVID-19 DFiDi-bDU 7 F L LT, AZDI222 #BFEFTH 5,
AZD1222 (%, SARS-CoV-2 A/XA 7 W& /37 w383 5 IEHERGE R T 2 TR o—
TT ) IJANARG Z—DT 7 F L Thb,

R 7o AR E EOBRABFERICBWNT, VI F U 2FHMREE T 57202 T 7 F o D
HKEBRRERLIEL IND—FHT, f2WREEEZEL 2OV 7 F L OREEROFEIED
M 31T 2 BRIR M O D itk 72 BAVE A MERF T 2 BN B D, FEMEH D AZD1222 DFEER
DEFRERIZ 1T DA, 2o, RORERMEONEGT — & O FEMITIZ LD | BUEDOLAR

f/E EOBRBFRIZE T 2R B RIRED T, AR, Lt KOG O 7R F
A3 ATRE & 72 D

PFET —2 OmEfElr QA RIEOT—%%4 > 47 [DCO1] : 2020411 A 4 H) ([ZBITH%
DPEORERITERA L M 2.7.4 TIZEER Lz, AMEE 2 TiE, IFET7 —2 o2 QREIHEO
T—X 7w hAT7 [DCO2] :2020412 H 7 ) BT D ERLEEMEOERELONBEERT,
GFEFRIT OFERITE 5 86 3.53 2 THIZ R, ZRMEDOHET — % O LEMAT OFEFRIT, ARFEICE
i} %5 AZD1222 D ZEVEORILZBINT 5 D TH D, AZDI222 DML LT, Bo ik -
FE N OEBOR R A7l L, COVID-19 (2 L 2K OEIELD Y 27 @R (FilE &
OEMRIEBEZ T T HAN) IO T HEME L7z,
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2.7.4.1 EELNDIREE
2.7.4.1.1 BIENREMTETE R URE RO Gt

274111 wE

AEIHFET 5 AZD1222 1%, 18 L EOHEEFEE 2% % COVID-19 O 5D 7= 8 OHEBh 0.2 D
S A2AME LT T ThD, AZDI222 L LT, 0.5mL (5x 100 vp [Frfl] ) #4~1238
MR T 2 FIfRNERET 5,

AMELTIL, AZDI222 O T a7 7 A VA T#T 5, KHFEIZBIT H08T —Z DX EfE
WroF—2T7 > hA7RIZ20204E 12 H7 ATHS,

274112 AZD1222

AZDI1222 (IH# ChAdOx1 nCoV-19) (X, SARS-CoV-2 A/3A 7 KHEREL L /B a— R4 5
JEHEFETE G T F LR =T F ) A NART B —T 7 F o Thb, AZDI222 (%, AN
47*}*5//\7 TOHRKBUZ LV . SARS-CoV-2 7 A VA ZxET A Bt K s A kE4 5 = L

T, IREAZRETAZEDNHFIN TS, AZDI222 OFEFEIL, Oxford KT L - CRHB X
N, TOH%OBERIIT A b7 EBRIIICBE Sz,

AZD1222 DAEELZ VS5 ChAdOX] WA IV ANRT X —X, F oo P—TF ) 7 A LA
Y25 IZHR LT\ 5, ChAdOx1 X7 ¥ —|E, U A NVADHEEIIVEATH D El BlaTE2KRIK LT
WA=, B NORHN ORI CIEHI5E L7V, ChAdOx1 X7 # —|%. B3 Bz FH K& TV
%, B3BIETIX. U7 F ATk T D REINE 2 i3 2 itk & v "7 xa— LT
%, F72. ChAdOxl X7 ¥ —ZZ L, Y25 KD B4 fEIkOFlca—RRasnbr 4 —7 U —
TATTL—LD4, 6, KN6/TEBIGTEZE NTT /) UANASHEOLOLERT L LT,
WRZUE L, Bl Eafa2msed 2Nt 2 v A v A DMREICFI T2 ~F%F Y D3
B8 % ESH7-, ChAdOx] X7 ¥ —|%, HEK293 #ilfa & O T-REx-293 ® X 9 72k EHln%, El
BAGFZ2 BT 5 CORBET 5, AZD1222 U 7 F U RRORERR O FEIC SV T, AR
LB N OB 5002 0 271121 HESRO Z &,

ChAdOX1 7T v K74 —AFA VI N fikE, ~T VT, FI v 7=7, V7,
MERS-CoV, B HIfFZc, KOULTERE B BEIERE O T D 7 F ot 3 QN RN ARE & OV HIV O
WBIRT 7 F OB THOWONTWSD, BUE, ZAbDY 7 F TN s BRI B IC
HDH, AZDI222 DZEMNEFTFFTHT7—X & LT, ZiH ChAdOx]l X7 X —T 7 F > DGR
KT T T RMIBTHAESNRENFIHTRETHD (2.741.134ESM]R)

274113 ZEHFEICAWV-RBREUVHESHETOHME

2741131 AZD1222 OEGKRAE T OY 5 A

COVID-19 O FBiD 7O D AZD1222 DAZME, 2, KOG R A2 7Hm 3 2 BRI 7 =
7T MIFEfEF O 9 iBR (Oxford KEFIZ LD 5BR, 7 A TR HEIC KD 33 Bk, Serum
Institute of India & " Indian Council of Medical Research (2 & 5 1 #BR) THEEL ST\ A,

BAEDOARMEE L OBRZERE (ZHeE R - ERERLEEET (MHRA) | &MEKMV
(EMA) . ,&U%®m®ﬁ%éﬁk@m RNR & ZE L, Fh T o ig KRR OO fRATIC
<\AﬂM22®ﬁ%$\ﬁéﬁ\&Uﬁfﬁﬁ@ﬂ%#Oﬁ%ﬁ%ﬁﬁ&##ﬁéﬂto
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Z OFEIX. AZD1222 OFFKRBFRE 7 1 7T MBI DRI OERRE 4 3Bk (COV001 Rk
(%5 VILFA] . COVO002 #BR [ I/ AH] . COVO003 Bk [ NI FH] . XY COV005 #tBr [45
VL] ) OF—2%20F53T5HDThH5S, ZHNHORERITIWNTILE Oxford KENEEH Th
V. FMIE E R OGEE FEIIRBRECEE L TWA D, BeMTF — 20 iEm S s E 2 50
7=,

. COV001 & (FEE, % VIIF [NCT04324606] ) : AFABRIL. 18~55 I DMEREALA
1077 Bl 5t & Li-HER, FEEIB, b Moo TS5 35 (FIH) RBRThd, B
BRETEIGTI2HE > T AZDI1222 U3 MenACWY % 1~2 &S 5, HEROEIKH
FOlE. AZDI1222 O, Rabh, RORERIEZ T 2 2 & Th D,

e COVO002 7B (RE, % I/ [NCT04400838] ) : ARABRIL, 18 5Ll LD AK)
12390 iz x5 & LI H gk, RIEFHERTHY | BUEETH TH D5, HBRAIL 18~
557, 56~69 ik, KUN 70 kbl EOFEMRTHIAAAN T, AT, ERIEHFEHE LD
SARS-CoV-2 [ZHEHE S LT U5 AIREMEANES 2 DI DR % BRI ML A LT, R
FIFEISFITHE - T AZDI1222 i MenACWY % 1~2 [Hl#EfEd %, K ORI H
. AZDI222 DA, TAME, R OSIERIE R T 5 2 & Th b,

. COV003 RB (7F7 /v, B IAE [ISRCTN89951424] ) : AikbriL. SARS-CoV-2 (Z
WREE S AL TV D ATREMED BV 18 5k LA E DR AKT 10300 il 2 x5 & L7 e, F23Ext
B CchH v, BIEERY TH D, WA IXEIFITHE > T AZDI1222 Xit MenACWY

(FED) AEBEKICE DT TR QEIEH) & 1~2BEHEMET S, EEXORIRED
L. AZDI1222 OF M, etk KOEREEZFIT 52 & Th 5,

. COV005 B (FE7 7V A, F I [NCT04444674] ) : AABRIL. 18~65 D
HIV B AT IERG A 2070 il xt5 & Lis “EHER, 7788 (FEAHEK) xf
B Cch Yy, BEET TH D, #BRE LB - TAZDI222 I 78R %A
1~2 BT 5, FEEORIKHIL, HIV OIFEGE 2B 5 AZD1222 OFZhMH:,
Ve, ROERMEZFHMET 5 2 &, DD ak— FThH D HIV OEGH

(100 1) 28T D AZD1222 OZEVER O FMEZ 325 2 & TH D,

AMEE TR L7z AZD1222 DL AVEDOIRHL L 72 % Oxford KT L 5 RBROME A 5 1 IR T,
FEARIC OV T, BRRRER R 52 HE O 55 3.5.1 HORREMGmEL RO Z &,
COVID-19 O T D 7= D AZD1222 OEFIRBA%E 7 v 7T MIE £ 5H E OMOBRERIZ OV TIE,
FEEEROA I 2 00 2.7.3.1.1.3 THIZ R T,
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2.7.4 BERNZEAME 2 AstraZeneca
AZD1222
= 1 REMOHEBITICEO-HBOME
HER4 COV001 i Bx COV002 & && COV003 & && COVO005 & &
Hhis; (NCT04324606) (NCT04400838) (ISRCTN89951424) (NCT04444674)
ZE ZE IZTL m7I79Uh
TRER RS Oxford X2 Oxford X% Oxford X% Oxford X%
ABRBA 4R B FE Rk 2020 44 H /Sl 2020 45 H /S 2020 4 6 H /S 2020 4 6 H /Fhu
P /11 TI/111 111 /11
FHA WERFE B, EIELAb, | REEMR, BIEAL, | RESEMR. BIEAL, B, EERL, Xt
Pagilel Pagilel Pagilel ]

BERRBRE B (RERO PR
%)

#11090 1 (1077 1)

#912390 5] (10812 1))

#310300 51 (10414 1)

#2070 B (2125 B1)

BEB AT IS E D T- B & DA 18~55 7% 18 LA | 18 me LA | 18~65 7%
BRI (HAN) 1~2 [=] 1~2 [A]
GRER 7 N—F 2 HS (GRER T N— |2 HS 2 [H] 2 |
<) <)
AZDI1222 D& SD : 5x10%vp SD : 5x10%vp SD : 5x10%vp
SD : 5 x 10 vp
LD : 2.5x 10" vp LD :22x 10" vp LD : 2 x 10" yp®
PITICE MenACWY MenACWY MenACWY (#JED) KOY | 7 Z &R (ABREIEK)
7T v (EEAEK)
(2[E1H)
T E B [ R 4~8 ] 4~6 K] 4~12 JE R 4 58
JiE IR 715 Z ZEN K OVREENY) G 1 Z Y ZEN K OREEN ) (CleBt
[F1D & M2 VN (2 & 2 & <N S
SARS-CoV-2 @ PCR) #%. SARS-CoV-2 ®
PCR)
T E BB B pEfE RS 364 H R pEfE R 364 H B pEfE RS 364 H W)l EEfE 4 364 H

2021 4E 2 A Wi

a

b

AstraZeneca assay of reference, Section P.2.2 of Module 3.2 for additional details.

Estimated administered dose, see Section 2.7.4.1.1.3.2 for additional information.

vp = viral particles; MenACWY = meningococcal group a, ¢, w-135, and y conjugate vaccine.
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274 ERRMZEME2 AstraZeneca
AZD1222

2741132 R&E-HRAE

HEMNTIZE D T- Oxford KFHIZ L D 4B CTliE, 4L FotpfE (v A, 7=y b, 7
A e FEEHE) HOBEEINZAR (Lietal 2017) WONI R 58 A E G T2 3BT 5
ChAdOx1 X7 ¥ —U 7 F o KOO O T T ) 7 A WA X —T 7 F > (ChAd63 72 &) O
BERARBRIZ LS WCHEE - HEZRE L. COV002 X 0 # 0ibr Cliieir+ 25 covool RBRIZEH
7% AZD1222 @ 2 [EHEfdEIR D22 M e Oy JiME T — & (Barrett et al 2020, Folegatti et al
2020b) =ZE L LT,

B O 4R TR, 1 [BIUE 2 [BHEEREOFHE 2 345 L7=, AZD1222 OH&EE LT, EEH &
(SD) DI 5100 vp LOMEAE (LD) @ 2.2 x 10 vp X% 2.5 x 10" vp Z 5F4f L 7=,

2741133 (&

AZDI1222 OZEMEOFAMIL, Oxford KEFENFEMET D 4 35 (COV001 R, COV002 55k,
COV003 &k, COV005 iER) DOFET — & OFEHFNTHERIZE SN TND, T ORBR TV
TG BIELLPATREEBR CTH 0 . WBRE O BRAMENE, ZRMFMEE . K ORHliO4E
FIXEELL TV D T2, JREITIER Y Th o L& 2 b7, TR T 2B CEP LT
W5 (273 BRIRESAZINE 2 OffEk 6.1 TSI T X TORERT 18~55 D A Z A AT
BY . FIZCOV002 ikBr (GRE, % I/IAH) &KUCOV003 R (77U, EIFH) TiE, &
i OBEFERE & LT 56~69 mk DOHIRE KON 70 5% LA EOBIERE & kA N7z, COVO001 3R Tl
TREHERL A DI A MBI NIV D5, F DM OFRER TII MR B A A T H R E ORANZ TR L
(EEXZ=2 br— AV ARROEBRB A AT 2 . SUBR O FEHE LB R OfIR 2 151
LABEMED B 3K 2 H L TV AT 2#Br<) . ARBRICBW T, (R UL O Ltk
o OV M) TS0 AR ARRE DB 1XBRAN LTz (HIV RGO il #l 2 5 LT b
WEBRE IXBRAN L72) ., COV002 3R KON COVO005 7k CTIIFBREAAIGIZ HIV I L TV D &2
Wr SNTEBRE N EZTENTWVDA, 2D OEBREIIOFEIT RS LTz (2.7.4.1.1.6 S
M) LIRS CIIEMOBEEET — 2 1IR 5T\ 5 28, COV0ol Bk, COV002 #t
Br, COV003 &R, KT COVO005 iR ClIHfE% | M £ TOREMENEZ TE L T\ 5,

PEEMATICR T D6 IEETIE, EILTH D MenACWY (COVO001 35 & N COV002 3Rk D

HIElEEfE & 2 [B H OFEfE, I ONT COV003 BBRDOP)alEEfE i) S AFRE KIS 7T R
(COV003 #RBRD 2 [5] H OFEFE, WO COV005 SABROFIalEERE & 2 [ B OB CEH) 205
L7,

2.7.41.1.34 ChAdOx1 XU 2 —T 9 F U DERKEER

ChAdOx1 X7 X —T I F L, A VTN FI7 o7 =7 k%, KO MERS 2084
DI JFARF ONZ BINT AR 2> & DS i A& x5 & L 7= Oxford K2 X B AR ABRIZBUV T, 240 B
T2 HDIEER NI SN TV 5, £72, ChAdOxl X7 ¥ —U 7 F & AWT, RS
Gl Li-~7 U7, MIEREBBEIRKE., 0. KO BARIFR DB OGS R ORI )N
HIV &Y 2%kl 4e & Ui HIV ORIE D 7 F o OERRR 2 BN £t Th b, ZnbnvU s F
AATONT, TSI D BRGSO 22 M ORI RE 3TV, ChAdOx1 LA D FEHE
LT R =TT ) UANAT 7 F L OEEREER Tl HIV EYE 28517 D5 ChAd63 X7
X =T F U DEFMIIRIFTHD Z EN/RET- (Fidler et al 2018, Fidler et al 2020, Mothe et
al 2019) .

LERMET — 2 BN I N TV D Oxford RFIZ & - TBIEHF D AZD1222 LIS @ ChAdOx1 X7
2 —0 7 F o OFFRREBRZ 2 2 1R, 2D ORBROZEMEDOR R LI FITRT,
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274 ERRMZEME2 AstraZeneca
AZD1222

Antrobus et al 2014 (Flu004 &£E&. NCT01623518)

FH OISR R T 2 T o U —T 5 ) A LA TH D ChAdOx1 & W=7 X —
T F L OFHRBE LT, AR U7V o WHIRZ BT 5D ChAdOxl X7 X —TU 7 F D
BERRF O A FEFRORBIEIE L OFHEIR TG Sz, ABEBRTIL, 18~50 ik O HBRF 12
CmMKklNPﬂdl%3+3¢ﬁﬁ%ﬁﬁ%ﬁi(5X1WVp[3ﬁﬂ C5x10%vp [34] . 2.5%10%vp [3
Bl . 5x100%vp [661] ) Tk VBRI, RkmAELZER L7 6 4 3 HITRE (382~
38.5°C) O HIL, ZNHD 3 BIF 2 HITITEEDORFTMR NEH OFEFELZ LD LIz, W
THOHETS 3 EML EOFEMFICEERAEFRIIRO AT, AFEFROKE S ITE
EThotr, KRBRIZBIT A2V 7 F U EREOBENES Y LR SNT-FEEZOS L, [T
HEFERTIS M, EHOFEFEZLTIHETH -, RETOFEEFELRITIL. K., ¥R, EIR.
%5%\&Uﬁ@ﬁﬁthoz&éﬁmﬁ%$2m\ﬁ%<m%)\@E@(%%)\&@ﬁ
i (58%) Thole, BEHOFEFRD S5%ITHMY A IBRIZREL LT, 2HOFEFRD
T1%1% 48 BFFLANICIEIE Lz, mmHEDOATRD b B EZRE, HEEAEFLOEEE
SUFRBENE & ORI S 2B XERD e o7,

Coughlan et al 2018 (Flu005 §£8&. NCT01818362)

ChAdOx-1 NP+M1 D22 5+ 2 726, 18~46 kD HkBRE 48 4] 2 O 50 kUL _E o wBr
24 iz )k G & L7228 THERRBR AN s STz, B 72 Bl 2.5 x 10" vp @ ChAdOx-1 NP+M1
ZZ1IEEEREL, 2095 60 il ChAdOx-1 NP+M1 OFEFERT TR I A v 7L T 7 F
>~ MVA-NP+M1 % 1 [E§EFE L7z, AEFZOFHEHMIL 50 A ORE CldnE 18 T A,
50 LA EORERE CldlE 6 W H Th o7z, WINOHEMIETH, RFTAOEFOFEEROK
BRI ST EETH Y . 1~2 HUNICELE CHARETE Lz, 72, RBREEhicy 7 5
VHERE L OB ESH O LRI SN EERAERGIIRO b o T, HIEE Z DR WEET

EHOFEFRORBEIGIT, 18~46 i OWERE & Il LT 50 L EO#ERE T
7=,
Folegatti et al 2019 (CHIK001 &k, NCT03590392)

AFRBRClE, 18~45 DR N 24 Bl 5tBR L LT, F7 7 =T 7 A LA 5 ChAdOx]

N?&~7??V?%éGmakMMk%3%£®Mﬁ&(SHWwawﬁ] 2.5x10"%vp [9
] . 5x10%vp [96] ) ICKVER L, FEAEFRORIBIITRE (70.3%) XIFHEEE
(243%) THY ., WFRY 1~7 BUNICELE CHREE Uiz, FE/FTEAEFRSE LT, BRIE
SEEFE L RIRE, KOMEARO O, WIihd 3 BUWNICEIE Lz, EERAEEFRS GElR
BA) 2% 1 58 B, 1RBRIE L OB U S &7z, 5% 101 vp O H & CRIBUL O R BLE|
ENRED o T=03, ChAdOx1 Chik DM K OB RIEIL B AT & st 57,

Wilkie et al 2020 (TB034 3{B&. NCT01829490)

TR BID =80 D BCG ORI A2 H 5 20~54 ik ODFEFERR A 42 fila k5L LT, A an
77 U 7 HUR 85A Z3HL9 % ChAdOx1 85A M O MVASSA DR akBR A Tl 7=, 9XTD
WEBRE L 5 x 10° vp IE 2.5 x 10" vp @ ChAdOx1 85A # 1 B L7z, Z D955 12 BilixZ Dk
MVASSA % 1 [A[#FE L. %o 12 f5]i% ChAdOx1 85A @ 2 [a] H O HEEFE K TN MVASSA @ 1 [al4fE %
Fhe U=, BEMIRIX 24, 32, X 41 TH -7z, RO OEERLTIHTL Tl
SNDHHDOTHY, BEXITIFEE TH-o T, RFTOFRRELOEIROBBIRITINTHhoD 7 F
PTHHEBLTEBY, MU F U EORICKEIRETRBO NN oT-, BEEOEHFOHESR
G0N 4 (ST, FEVE, KOSHRAE 1], FEEUE L OYETT 25 161 IO B, Wit 1
H H @ ChAdOx1 85A OHEFEAZITHIL L=, &k 119 BB QBB I 26 OFEROFHEIX
BOOLNIRoT=, U7 F R E OBENED Y LW SRR ER EHS (IIREIRAEE
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Baate) L LT, BEORRE Y L oRBUEN 1], BED Y L oRERBED 3 B, #5RE T
HRAEE O AF R ERIB/DE DS 2 B, 4R O [ ifn BRIBDIE DS 1451 @ﬁ@%%ﬁ%%ﬁﬂlm\%ﬁ®
MR EDS 1 FlZERD Bz, ZHHOFERINTNLE mE L=, S6 HH (28 A H
® ChAdOx1 85A #:fi#% 28 H) qm®ﬁ%ﬁm%@ﬁ@1m_%w%ntﬂ FEHLREH] K OYp
JE GHANOEAERNZ 2 thORIEB Z3B) o U 7 F o8 & OREEZ L &l <z,
BRI P ICEE A EFZIIRDO N o7,

Cappuccini et al 2020 (VANCE #8&. NCT02390063)

53~77 ik D BVERERE 39 il kiS5 & LT, BN ISR 5T4 242/ & -5 ChAdOx1-MVA
5T4 U 7 F o OEEMEEZFHNT 5 5 TAHRER N I S vz, X CoOMBRE X 0 B2 2.5 x 101
vp @ ChAdOx1.5T4 Z#fd L7, Z D%, #8134 KOV I H XX 13 HIZ MVA.ST4 % Hefd
L7z, BEMOFMYIFIZ4HEA ThH o7z, WThOU 7 F U BERMIIRFTHD LSS
oo DI FUHREORBEMESH Y LHE SN EEFRORE MTIRETHY, ZNHORY
H—T 7 F  OMOEGRARRER & B LTz, 8RR R S O SR 389 50% D HEERE
IO LTz, EEOFEFRZORTIIRETHY . FFGuIRBUE (59%) . fHRE
(70%) . KOS (12%) Thole, DI/ F U HfEEOMENESH ) LS EERAESR
LITBO N2 h oz, BEELAFEFRT 24 (Hific L5 ABELK O BT REINREIC X 5 KER
Fifr) BOBIL, WIS U7 F U E OREM L &l S v,

Folegatti et al 2020a (MERS001 i#E&. NCT03399578)

MERS-CoV D A/SA 7 ¥R 7 D a R i ieiifl S - Rl 2 3 545 ChAdOx1
MERS O &M% 7HMli§ 5, 3 A&, AEWHE, JEER. FEEIMEAL, FERIIR, 5 TR E
fE iz, 5x10°vp (661) . 2.5x100vp (9O f]) . XL 5x10"vp (94l) ¢ ChAdOx1 MERS
Z 1 [AlERE L 72D 2 — b CTd HEEEERL A 24 B OFE RN HE SN TV D, BB
TOWHRETe I AULETHY, 12 W HFS TS (5x 107 vp BE 16, 2.5x 10" vp BE1 f51], 5
x 1010 vp BE 3 f51) AMBBIRRECTH o 72, ARBRTIL, 5x 10 vp O E T?D ChAdOx1 MERS ®
| [FEOLZEMIIRFTHY ., U7 F o HEfE OREMH 0 Lfk SN BEREEFHLITR
DN T, EERAEEFEGIT 1 HFEO 5L, ChAdOx1 MERS #FE & O BE M 72 L & | X
N7z, BEAZEEFRI 124458001, 2D 5 T4%IFRE, 25%ITFEETHY . Wi
WLE T HARIEIE Uc, #EfET% 28 AMICHELL . GmwﬂMmm%@kﬁﬁaéﬁ%bh@w
BEOLLSBEED Y T G NCEED VD &l ST IERFER FHL ORI FITRETH Y |
T 12 4 A OBHRIF T E@Lto¢ RN OV O EFGORBEIE L, wxmm
vp REL LB L C 5 x 100 vp BECHEICE o 72 (p<0.0001) , U7 F U8 L OREEMESH Y L f)
Wr SRR A EO A EFRIIMAE CHARRIE L, KESIFRETCH-72, WTNOHET
#, ChAdOx1 MERS D Z2 2 K OB BT BAF & fEimft i Bz,

Tuthill et al 2020 (ADVANCE 8%, NCT03815942)

L~ THI O FINZIRIE 269D ChAdOXx] X7 X —U 7 F L DK b Eih Th D, %
MO R AL =R TARSINIFERTIX, 54~82 mOYERFE 23 F123 16 BRI A1) T 2.5 x
10" vp ® ChAdOx1.5T4 @ 2 [FIEEFEK N7 A VAT X —% W IRET 7 F o Th D
MVA.5T4 O 2 B2 52T 1=, B EFRORE iGm@lXiZT%ot@ka3®ﬁ$$
GUIMEREGe 1 DB TH Y . U7 F oM L O E M L LS, ERAEEERSIT
SO, DN, AT, &U@ﬂ%4m<n%)f@otwmm4Xi5®ﬁ£$% 7
DO Te, T OMEITHIESREUERT B B E OHEFEREIC 1T 5 ChAdOx1-MVA.5T4 D%
AL O B AT & T b,
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FTEDH

FROBERBRONERT —4 (F25H) Tk, iHMli L7297 X TOHET AZDI222 LIS D
ChAdOx1 X7 ¥ —U 7 F o ORFREILBGFTHY, V7 F U EOEESH Y Ll Sz
HERAERRIIGRD LN -T2, 26 ORERO KER 7 CILBHRAR A 24 R % Elal> T
W, RFTR VR OFERFLO I /T ILE THAREE L, RelifnEno7z, Zhbo
T 7 F % EERER  CE R e R R VR R T e 7 s AV ER L, U T U
OREMH ) LW SN EBERAEEFERIIRD LN o7, ZHHDOFEENS, EH OB
A% D ChAdOxl RXT X—T 7 F Lo DERET a7 7 A VBRI THD EEZBND,
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AstraZeneca

AZD1222
=2 Oxford K2 & % AZD1222 L4+ @D ChAdOx1 N9 32— F o DEGRAER
Study Sponsor/ Vaccine Age ChAdOx1 Treatments N Follow-up Duration
Country (disease)
Published Studies
University ChAdOx1 NP+M1 (5 x 10® vp) 3
Antrobus et al 2014 of Oxford/ | ChAdOx! NP+MI1 ChAdOx1 NP+MI1 (5 x 10° vp) 3
FLUOO; United (Influenza) 18-50 ChAdOx1 NP+M1 (2.5 x 10" vp) 3 | 3 weeks
(NCT01623518) Kingdom ChAdOx1 NP+MI1 (5 x 10 vp) 6
5145 | WO:ChAOXINPHMI 25 10%vp) | |
W8: MVA-NP+M1 d (1.5 x 108 pfu)
19239 WO0: ChAdOx1 NP+M1 (2.5x10' vp) 12
Coughlan et al 2018 University W52: MVA-NP+M1 (1.5 x 108 pfu) 78 weeks
Fi’[‘}%o 53“ eta of Oxford/ | ChAdOXINP+M1 | o .\ WO0: MVA-NP+MI (1.5 x 10° pfu) 13
(NCT01818362) United (Influenza) W8: ChAdOx1 NP+M1 (2.5 x 10'°vp)
Kingdom 20-46 WO0: MVA-NP M1 (1.5 x 108 pfu) 12
- W52: ChAdOx1 NP+M1 (2.5 x 10" vp)
5272 | WO: ChAdOxI NP+MI (2.5 x 100vp) | 12
50-78 WO0: ChAdOx1 NP+M1 (2.5 x 100 vp) |26 weeks
W8: MVA-NP+MI (1.5 x 10°pfu)
Folegatti et al 2019 University ChAdOx1 Chik (5 x 10° vp) 6
CHIKO001 of Oxford/ ChAdOx1 Chik - m
(NCT03590392) United | (Chikangunya virus) | 185 ChAdOx1 Chik (2.5 x 10 vp) 9 | 26 weeks
22-54 DO: ChAdOx1 85A (5 x 10° vp) 6
20-47 DO: ChAdOX1 85A (2.5 % 10" vp) g | 24 weeks
Wilkie et al 2020 University : : P
TB034 of Oxford/ ChAdOx1 85 A 20-51 DO: ChAdOx1 85A (2.5 x 810 vp) 12° | 32 weeks
(NCT01829490) United (Tuberculosis) D56: MVASSA (1 x 10° pfu)
Kingdom DO0: ChAdOx1 85A (5 x 10° vp)
20-47 D28: ChAdOx1 85A (5 x 10° vp) 12 | 41 weeks
D119: MVASSA (1 x 10° pfu)
CONFIDENTIAL AND PROPRIETARY 14(67)
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AstraZeneca

AZD1222
=2 Oxford RZIZ &k % AZD1222 LS+ ChAdOx1 X9 2 —T 49 F > DEGRER
Study Sponsor/ Vaccine Age ChAdOx1 Treatments N Follow-up Duration
Country (disease)
University WO: ChAdOx1.5T4 (2.5 x 10"° vp)
_ . 8
Cappuccini et al 2020 of Oxford/ ChAdOx1.5T4¢ 53-73 Wi M\%ng\}izs; 410 pit) 40 48 wecks
VANCE United (Prostate cancer) - y 10
(NCT02390063) Kingdom 50.77 WO: ChAdOx1.5T4 (2.5 x 10° vp) 16
W1: MVA.5T4 (1.2 x 108 pfu) 299
19-37 WO: ChAdOx1 MERS (5 x 10° vp) 6
23-4 : ChA 1 MERS (2. 10"
Folegatti et al 2020a University 3-43 | WO:ChAdOx S (2.5 x 107 vp) ’
_ . 10
(hﬁ]é}}%ggg oo ofOxtord’ | Chadoxi MERS | 20-47 WO: ChAdOx1 MERS (5 x 10! vp) 9 —_—
2017_003472_3{) United (MERS-CoV) WO0: ChAdOx1 MERS (2.5 x 10'° vp) 6-12
Kingdom W26: ChAdOx1 MERS (2.5 x 10'° vp)
18-50
WO: ChAdOxI MERS (2.5 < 10 vp) |
W4: ChAdOx1 MERS (2.5 x 10 vp) -
. WO: ChAdOx1.5T4 (2.5 x 10'° vp)
zl]l)t{l/lAll 1\?:: ;1 2020 University W1: MVA.5T4 (1.2 x 108 pfu)
(NCT03815942, "f[?’?tfoéd/ (gm‘i?excléige‘i) >18 WO: ChAdOX1.5T4 (2.5 x 10" vp) 36 | 52 wecks
2017-001992-22) - n de W4: MVA.5T4 (1.2 x 10° pfu)
ingdom W12: ChAdOx1.5T4 (2.5 x 10! vp)

W16: MVA.5T4 (1.2 x 108 pfu)

a
b
c

d

One participant withdrew soon after receiving the first vaccination.
One of which was from the previous group and had received ChAdOx1 85A at a dose of 2.5 x 10'° vp.
A comparator group received only MVA.5T4 vaccine, at W0, W4, and W8.

One participant did not receive allocated intervention.

MERS-CoV = Middle East respiratory syndrome coronavirus; MVA-NP+M1 = modified vaccinia Ankara influenza vaccine; MVAS85A = modified vaccinia
Ankara tuberculosis vaccine; MVA.5T4 = modified vaccinia Ankara tumor-associated antigen 5T4 vaccine; pfu = plaque-forming units; vp = viral particles.
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274114 PD9S5AITT7xV bk

2741141 {ERA#FICEDIKEE

AZDI1222 OVEFIREFE > 6 Pl S D ZEEDORIEIZ 2 (2.7.4.1.12 THSMR) . AZDI1222 LISt
D ChAdOx1 X7 X —T 7 F o OFIKREERICOWTIZ 2741134 HES RO Z L,

2741142 GZFESHZEFESURY
T 0 F R OEFNC BT D R REMEN H DR D Y A 7 & LU IR T,
SEST AL R

JRET OESHBALEOS QEFTERALE R, A, BU&k, #LBE ER] © T OFEE [ O8]« kU
FEAR) 13, AANIERRICEBEICED S, L TREIHHEE T, SUETHREIE TS
ZEBTHEND,

— RV E £ IR

—ixr e asE (B, ELD. FiAdE. BIERE. R, RN, BN RUVESESE) 13 U
JFUBROER AT 27 FTHY WIS BRI BELE T HAEIE T D
Bod, TWHDYAZIIHEETHL I LATHISH., BRI EBIIRENTH 5,

EETBEYE (774 53F—RIE)

WEUED U A 7 1 IRERIREMEE ZEZ2 D, Z<DOU I F U LEE LTS, U7 F U 2fkoh:
Tl t% DO SNEOMBBEUESG OBERE 1K< 7oA, EERGMED T 7 4 7% v — IS T EHE 2
FEVED T HIBNTENE D 2B VEROE OB 138D TRV (7 7 F 2 2T 100 J7[RIOBEFE% O 7 5
T4 TF =DV A7 131 [95%EHEXM : 0.90~1.84] LHEESNTWD) . £7-, WHEUER
IS DI X IEALE T HREIE T 5 RO HFEHFLTH S (McNeil et al 2018) , WHPGED U A 7
IXEBEEF A BMSNTERY . AR 722 T B O SEHi 1 T3 C o BEEE OB BUE
SO DEBIFENERIEENTWD, LIz2i-> T, AZDI222 %808 L /- 9B (20T 2 8 BUE »
BRI LV FEICRE T 2 L EMHITRWEB 2 6D, £, Y SUIRMPIZ3HT 5 8
JEOEEZH T HEAICKTT 5 AZD1222 ORI TH H 720, BZEREWVEANZE T 5
WHEIES D Y A7 1 35/MESNTWbH EE 2 b,

2741143 BEWYIYRY
RENEEDHIEFHIIIE

T 7 F G DM R ORISS O BEA R 2 FH T 2 720 O AW IR ORGSR
EEXNTREY, ZOKENTIEIHECREL Y 7 F o OGERIISIERIC X 2 8w 72005 KOs 73 B
HLTWALEEZHNTWDS (Stratton etal 1994) , U 7 F o L BRI BE R % &AM o g
L OB, SEIERMEROHEMEORE CIHMESN TR, 20 ) bXEICRITS
#6400 HEIDOD 7 F ol & kb5 & U2 EF_—ADOW5EClE, #EliERRERE Y 7 T 0
HYENH D56, BEEIGITHRIEZ Y 7 F o kO mElbA v 7 Y 7 F 2 TiE 100 FlE
OFEREHT- 0 2R, OO T 7 F 2 TlE 100 HRIOEEREH 7= 0 1 R0 Ll < Tun b
(Baxteretal 2016) . F7-. MBIV 7 F B LD LEYYE L & IR T 2560145
VY (Miravalle et al 2010) . LA EL Y U7 F o8 & RN EL L - O DR R & OB
M ISTRE S AU T2V (Principi and Esposito 2020, Mouchet et al 2018, Phillips et al 2018)
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D0 FUICEET HEEER (VAED)

SARS-CoV-2 & VAED OBHEIVEII AR TH VD | FERFRFER CI3E B0 — B L 7oy 33
P S 2 R TR RUTRE O B AL7e o T2 LA ST 5 (Haynes et al 2020) . SARS-CoV-2 (2%}
25U 7 F BRI K D VAED & LT, COVID-19 A EJE(LT 2 mTREME A G R a ST
%, VAED i, FERZREIK T A VAR DRIE T A VADFRN~ Y U ARNERT 7 F o 2T
¢'km@5hi_mwmwmumm SARS-CoV & TN MERS-CoV Ji&HYLE T /L O NG | R
TEDFIMETIZET % VAED O R[REMENRIE ST % (FDA 2020)

274115 EELGIEBRKAR

AZD1222 OEGKERIZI 1T 2 LM 2 %2 KT T IERGIRAT IS SIBEER Y A 7 1378
U,

AZDI1222 OIERGIRBAR 7 10 7T AOFEHIIOWTIEIE 4 2o Z &,

274116 ZTE2MOFMIER R UEEMEA %

LERMEDMRAT L. EBICHE L7-1853E (AZD1222 XUTxIHRER) (2% | iz Ml
KIGEEF K OW)a] SD ZZaVEMNT R REM 23t E i L= (F3) . HiE - HEOFFEMICI OV
TiX2741132E 25ROz &,

KIDEREWTZLIEEETH, UTORMICEEY TR R L —7 R OWERE X, T3ToD
AT SRR D S BRI LT,

. COV001 # Bk & TN COVO002 iBRIZ I 1T 2 IEAE AL S LTV RWERRER 7L — 7 O R

. COV002 FRERIZF1T D ChAdOx1 X7 X —T 7 F L OHFEE A AT AR L — T Dk
B

. COV002 35k K& O COV005 FRBRIZI51T B BRBALAREIC HIV (TG L T\ D L2 sz
HKER T L — T DR

. 18 Ik A O Y BRE
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x3 FRHT X R EH
= 35 B2l
IR R A ) == 7T e T N TOYPERE, AEMITPERE ONRE A7 ) —

(All Participants
Analysis Set)

= 7 DR TV,

DR VERRNT
*SLEM (Any
Dose for Safety)

MEVEZ BT S, TREREE (AZD1222 XITxRER) o#ifdz 1 [mIL B35z i) 7
TR T OB,

RSN OFRE Z e L= giE cik, RBHPIEREToTr—2 2507, #
FEIERE (B : JRBRR A ICIEVEA BT S0, EBICIZIREK B 2 )

D> T-PERF T, EERITHRE L7 IRBRERIZEE SV TR L7z, AZD1222 @
BefE A 1 [BLL B2 T - R 1L, AZD1222 558 & U CHEEF LT-, AEMIT
RO CTHW =,

#E] SD 22 A fif
Bt 4EH] (Dose
1 SD for Safety)

PR EMERNT G O 5 B WIEHER T AZD1222 @ SD T Z it
IS B R HRSR OFERR & 52 T To BT, HERRREAOIR D 43 (T I X AR e RV fRT
KGR & RRED T 1ETEM LT,
AT LM DT T,

SD = standard dose.

AR |2 F51F B2

VR B OB E 2 £ 4 1577,

CONFIDENTIAL AND PROPRIETARY 18(67)

87(136)



274 ERRMZEME2 AstraZeneca
AZD1222

x4 ZEMEHiEE OBE

COV001, COV002, COV003, COV005

All Participants Any Dose for Safety | Dose 1 SD for Safety
Safety parameters Analysis Set Analysis Set Analysis Set

Participant Disposition X

Participant Randomization

Demographics

Baseline Characteristics

Exposure
Solicited AEs *
Unsolicited AEs
SAEs

AESI?

Deaths

BRI

o

Clinical Laboratory Results®

R R R R e R R R i Bl el el

o

Subgroups
a Solicited AEs are defined in 2.7.4.7.1. AESIs are defined in Section 2.7.4.7.2.

> Clinical laboratory results will be pooled for Studies COV001, COV002, and COV005 (Group 1 and 3
only) only.

AE = adverse event; AESI = adverse events of special interest; [P = investigational product; SAE = Serious
adverse event; SD = standard dose.

WTFNOREBRTH, REMORMBEEE & LT, V7 F UL —ROICBEET 28 EAES
G TR ERESR, BEELAEES L2 Eh) . KOERTRNEEEES LM L7,
COV001 Bk, COV002 iR, MY COV005 7k D —H DOHERHE & XS MR A (k£ b
ZLRRAE K LG AR A OFE S 32 L-, MO HikoMEL DL FIoRd, T
FRAT TR SRt RO FERIC S\ TIEES 5 8 3.5.3.2 HRciHmbratmiE s | s smo - &

27.41.1.6.1 #REHFEHIRS
T RTCOEFGATIIFLRF & (B, VM, EEFEZE, PRE, R/OME, KOs KHE) %=
HAWTER LT, #7506, /AMER OB KB EM & [/ UHrE, SFE, KON S i i)
EELD 1 DU, BEERZEITHEE LY 2 220 cRR LT,
BEBEECUI 7 TV —BHIZHOWTTEIS (%) 2R LR, 5D 0 O5AI3FE R L
MoTz, EERIZEBITDPESOIRAMEZ, SEZI2GS T T TRHEI (Missing) | OIEHBIZERF L
7=,

—ERDOWERE IV DR 1 ] (COV005 RBRTIZ0 HEDH 6 HH T, ZFofhoikbR
TIX0OAENLSTHRBET) ICRBELEZEREFTA O DR EAERS (U7 F o8 L BEET 5
TENHLNTWADHEESRS) 2Ea A CINE L=, SBEME% 0~7 HIE. glREEmE%E 0~7
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A& O 2 [8] H R % 0~7 B OMIMICREL LR A B HR AR Z S ICEFH Lz, 72
B, PFEMHTICA W 4 RBROIRBREM G & CI3pEEEA %2 0 HH (Day0) & L. AAA
PR 2 kb5 & L7z D8111C00002 7R DIRER Efi s E & CI3fIEHEfER 2 1 BH (Dayl) &L
77

FEEA EFHROINE S 15K OVEER i 518 CHLUE U 72 B OHE HIEO KERE., Tt
Gl L7 4 BROBCTHEEIL TWA R, FHERBIFET S, COV00l R Y COV002 7k ¢
I, VBBRIFEMERTHEE CHE LT EAEFLROERITFA —-TH D, COV003 Rk TIL, FEAE
FLOHFEIZ COV001 3R OV COV002 iR D HFEDFIFEREZ H =, COV005 Bk Cik, 1218
HOMEAEFL TR —OHBEIIAZEEZ AW, BEEEFESOHZEORBREOLEIZ OV
TIEER 20 22Ho = L, RREIOREAEFROMFEOIEFIEOFHEMICONTIX, F 55
3.53.2 EREHrbTatE s D B B0z b,

Al L 7R EA EHROMGEOEVC LV | IGBRERGHEE THE LR EA EFROEIEKE
DHEFELHRRE THO TN R R > TS, I LEEROERELE L2 ITHET S0, &
WO ERERE DHESTIEZIER L, TN TOREAEFROEIEE OHE THWE (555 #3.53.2
TR DR B 22 ) . EEEOWEFEOEO AR E VBT, %45
HOPFE TN BRI Lz, FrER EREROIFEMITICE O 1oz HFRINICE 21 1TR T,

T RCOMERE BT D LM% 28 BHE (A LOZOFALKED 28 H) (TR L=k
EAERGOLER L, EREAEFGIT, SR 28 ARICKE L frERESFRLSN 0T
RCOFEFRG L L, &% 7 B R OSEFE% 8 H LIRICHEL L IR EA F 55 b &R
L7,

TRTOHRF BT 2B (% 364 BET) OEERAEHFGLNEA T
SHEFREEH Lz, BEMEOOFEHITICE T D AZDI1222 OB T XSG EHGZ FANIH
ET57=%, £, Brighton Collaboration case definitions (SPEAC 2020), FEFEREER, K OF2A0EE
DMZHEES X COVID-19 Z#HEH LT 5T 7 F AT 2 EEREFZOBEZF7E Lz, BIRLZ
EFIE S LR SITRT, 20%, HHTRXREAEFEFROFFEICHNL 2D, 2 DEFRI
BT EN D MedDRA DFEAFEZ RN L2, T XTOEARFED EIZHOWTIL2.7472HE
SOz L,

EERL VM BERIC BT 2 FrEA HFS, I EAESS, ERERAFEL, KO
HIRESHEEFREZO L7, 20 OLZEMEFHIEEIZOWT, BIELBIS TR OFE, [E,
R—=2A T A VRO E, LOR—R T A VOGS (f 5 AIC L % 5L SARS-CoV-2
IgG PUROAFEHE) 12X DEERBIOFEAR b 25 L 7=,

a5 - FEISHINT 8T & UC. flE] SD Z2 MMl SR4EM (WIE3EFE T AZD1222 O
SD XU ZFHAUTHIGT D xR O PR 2 52 1 7= E) 1B I 2 REA EFL M O ER EEF
Gt L, BREEIREEH LT,

&5 FEIREHEEFEFRE L TR EEFHIER
TI74 7% v— SePESITEPED WIRENEIN & 2 R S M PR
R TSI TENED ATREVEDS & % P R P
Z O OFRRE R IR SeFEIAEPED WIRENES & 2 M8 KRR
TS TEMED FTREVEDS & 2 M Z D OGFEITEMED FTREMEAN & 2 Ik
oS AENED FTREVEDS B D T I i MRAE
oS TENED ATREVEDS & 2 AR IR ke, mARTERRTE, R OVt B R
SePENAENED WTRENEDS & 2 i b b U 7 F AP L RGO
CONFIDENTIAL AND PROPRIETARY 20(67)

89(136)



274 ERRMZEME2 AstraZeneca
AZD1222

T

TR Z RO NT R COECEEEF LT, T X TORE DRI DUV TIEE 5 45 3.5.3.2 L4
PEDORGR 2 ZHO Z L,

FRERREIER

EERFRAAEIZ DU TIL, FDA @ Toxicity grading scale 2 N CTT_XTOT — ¥ O EIEE 2 ) E
L(%sﬁawzﬁﬁﬂﬁﬁ%EE%IWHﬁBiﬁ)\%@%%H%®%%Eﬁﬁﬁ%w%
RAEGH LT, W XSRS LR RIS S 425 L7, 7235, COVO003 3Bk (36 I
FB) TIXEM R BRI E A FE Lo 7220, BFEITICE Do T2,

ER oy SE M R4

R L 72 Z M OFHMEE B IZOW T, LU RO HEN 2 & IEE LT,

. AP Y == TREOF R (18~64 5%, 65 LA L)

. R AT A UHREOIMERE (BMI A 30 kg/m? LB, DR PRREREE R, XITHER

DD bR Eh 1) OFE
. [E (F£FE [CoV0o0l 7k & N COVo2 iBR] . 7Z L [COV003 ikBr] . M7 7 Uk
[COV005 3&ER] )

. NR—2 T A RO MGG (S HREIC X DT SARS-CoV-2 IgG Hiik DA M| E |2 FS
<)

274117 ZEMUFHEICAW-EL<DOHERD R

LMD PEEINTIZE ¥ 7= Oxford KT L AR OFIRITHOWTIL., FREERIA RN 2 @
273114 HEZZWHOZ L,

2.7.4.1.2 RN BREIKR

274121 #HEREDAR

AT — 2 DFEMNTOT — 2 v MA T (2020 4 12 H 7 H) Tik. & 24257 Bl
Oxford KZFEIZ X D 4B GEE, 7720, MOMT 7V B TE) OV CTEIESSEIL T
SN, ZDH L, E 24244 5] (AZD1222 BE 12282 5], %FHREE 11962 5]) 23 1E8BRE0FME 4 1 1]
PL BT, SRR ST R REE IS N, T —F B v b A 7 WS TR MR kT
GHEM D 99.2% (AZD1222 #f 12190 fil, xHHEEE 11870 f51]) 235k - fikfi L T iz,

AZDI1222 OZEVEORMETIL, SRR EMEMAT S SREM O 5 B, #IEEEE T AZD1222 O
SD (UFZ It d 2 BREK) DORFE 252 1T 7= R LM TdH 2 ¥l SD 22 MM xR 4E
i (FF 20458 f5]) & . WIEHEERE T AZD1222 @ LD (UTZFHUTHET 25 HBER) oEfd a2 %177~
el LR (BF 3780 1) A B & (RN LT,

MO ORI REN (EFRITE I W) BT H28EBEONRER 1, K2, KOEFES

6 3.5.3.2 IH Main Safety Table 1.1.1.1 (27”39, SEHT G RERIZ I 1T 2 #ERE OFNIG K OSRMT
LAEFD S OBRAFEHI1E AZD1222 B & %R TR L Tuv,
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1 HEBTORMRERIZE 1T HEBREDRR

l Pooled Analysis, Eligible Adult Participants, 24435 ]

ﬁxcluded, 178 \

* Not randomized, 20 «
- Previously vaccinated with
ChAdOx1-vectored vaccine, s

10
* With HIV, 158 [ Any Dose Safety, 24244 ]
Participants randomized but not |
Vaccinated, 13 v v
AZD1222,12282 Control, 11962

COvo001, 534 COovo001, 533
COV002, 5529 COv002,5211
COV003, 5207 COV003, 5209
COVO005, 1012 COV005, 1009

Eligible participants included participants who signed informed consent and were not screen failures.
ChAdOx1 = chimpanzee adenovirus ox1; HIV = human immunodeficiency virus.
Source: Main Safety Tables 1.1.1.1 and 1.1.2.1, Module 5.3.5.3.2.

2 HERTOREUBMAREICE TN HHEBREDAR

Any Dose Safety, 24244
AZD1222, 12282; Control, 11962

[Excluded, 20464

(AZD1222,10323; Control, 10141)

* First dose not LD, 20463

——>|  (AZD1222,10322; Control,
10141)

* Received Control as first dose, 6

\ _(AZD1222,6; Control, 0}

[Excluded, 3786 \

(AZD1222, 1965; Control, 1821)

* Firstdose not SD, 3781
(AZD1222, 1960; Control, 1821)

* Received Control as first dose, 6

\ (AZD1222, 6; Control, 0) )

\

Dose 1 D Safety, 20458 Dose 1 LD Safety, 3780
AZD1222, 10317; Control, 10141 AZD1222, 1959; Control, 1821

\

Reasons for exclusion may not be mutually exclusive.
LD = low dose; SD = standard dose.
Source: Main Safety Table 1.1.1.1, Module 5.3.5.3.2.
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274122 AREOEZKRR

BT NN SRR RN 1T 2 TRBRIE OIRFR IR 2 55 5 1 3.5.3.2 TH Main Safety
Table 1.2.1.1 {Z/”7, HRlBRICB T2 HE, 7y M ROEGETTOFEMIZ DUV T AZ Assay of
Reference (% 3 #52.P221H) #&MDZ &,

F—H g M TR TREy O#ERE (AZD1222 Bf 85.1%. X HAEE 85.3%) 2MEERIKD 2 [A]
B A T2, £, WEERERET, 70.0%% 8 % 595 )% SDSD O 2 [Al4#fE (AZD1222 #F
70.9%. XFHREE 71.9%) . XIX SD D 1 [alDFH (AZD1222 BE 12.7%., *IHREE 12.6%) OB:FEE 21}
TWie (F6) , MEEFERET, B 6 AR O OFIE 138 50%, 6~11 R TIX
#928%. 12 BEILLETIER 22.0% TH - 7=,

DEFEZ OYEMAT RN RER T, YRl Z OBBIIFE (A) OHRfiiX AZD1222 # 140.0
H. XHRREE 139.0 A, 2 [BIH OBFEZ OBBIK (H) oIl AZD1222 #£ 80 H., *IHEHE 79
HTdh-o7e, #ElSD LMt G Cld, #EHEER%Z OBHHE (F) oFJEx
AZDI1222 B£ 119 H, xfHEHE 118 H. 2 [BIH OBFERZ OBHMIM (B) O RfElX AZD1222 # 74

H., *IFREE74 HTH-o7= (5 5 & 3.5.3.2 T8 Supplemental Table IEMT 204.1.1a, Table IEMT

204.1.2a )

*=6 HEBITICE T HAREDCRBRR (EEETEUHERNRER)
AZD1222 Control
Parameter
(N= 12282) (N= 11962)
LD/SD 1561 (12.7) 1496 (12.5)
LD/LD 127 (1.0) 69 (0.6)
| spssD 8705 (70.9) 8599 (71.9)
E‘(’Os/f)level > | sD/LD 55 (0.4) 36 (0.3)
LD 272 (2.2) 256 (2.1)
SD 1562 (12.7) 1506 (12.6)
Total 12282 11962
1 1834 (14.9) 1762 (14.7)
Numberof 75 10448 (85.1) 10200 (85.3)
doses Total 12282 11962
< 6 weeks 5292 (50.7) 5122 (50.2)
6 — 8 weeks 1321 (12.6) 1180 (11.6)
]SDC"I: ule 9 11 weeks 1583 (15.2) 1650 (16.2)
12+ weeks 2252 (21.6) 2248 (22.0)
Total 10448 10200

a

Dose level of control group was decided by the dose level of corresponding vaccine group.

Total row included the number of Participants with non-missing data for the corresponding characteristic and

was used as the denominator for calculating percentages for all categories.
LD = Low dose; SD = Standard dose
Source: Main Safety Table 1.2.1.1, Module 5.3.5.3.2.
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2.7.4.1.31

ENEO RN REM T, HERE ORI

%@ﬂ 1% 9.
ANDEIEIT 9.
HoTm (5

AstraZeneca

RN REFAD A OREHFMRFIER VO Z DO KT

NS E g b

18~64 1% (90.6%) TH V. 65wl Loy
1% 55.7%. BHEOEIGIL 44.3%, AANDEIEIL 75.6%, £
1% 3.5%, DD ANFEOEIGTX 6.5%T

o NEOEFHZFRRHEIT AZD1222 B & %t

4% ThoTz, KHEOEE
9%. RIMOEIEIL 44%. 7T NOEIE
5 B 3.5.3.2 TH Main Safety Table 1.1.3.1 £ i)

FEECHILTEELL TV (R

=7 HAERmIcHE TS5 AORET2HE T (2EEREMETTRER)
AZD1222 Control
Characteristic Statistics (N=12282) (N=11962)
Age (years) at n 12282 11962
Screening Mean 42.29 41.79
SD 14.86 14.35
Median 40.00 40.00
Min 18.0 18.0
Max 88.0 88.0
Age group at 18 to 64 years 11026 (89.8) 10944 (91.5)
Screening, n (%) > 65 years 1256 (10.2) 1018 (8.5)
18 to 55 years 9924 (80.8) 9889 (82.7)
56 to 69 years 1486 (12.1) 1386 (11.6)
>70 years 872 (7.1) 687 (5.7)
Sex, n (%) Female 6850 (55.8) 6664 (55.7)
Male 5432 (44.2) 5298 (44.3)
Transgender 0 0
Race %, n (%) White 9275 (75.5) 9064 (75.8)
Asian 449 (3.7) 391 (3.3)
Black 1201 (9.8) 1203 (10.1)
Other 807 (6.6) 757 (6.3)
Mixed 533 (4.3) 528 (4.4)
Unknown 16 (0.1) 16 (0.1)
Missing 1 (<0.1) 3 (<0.1)

a

Max = maximum; Min = minimum; SD = standard deviation
Source: Main Safety Table 1.1.3.1, Module 5.3.5.3.2.

2.7.4.13.2

N—R 54 VDT

Each race category counted participants who selected that category. Arab is counted under white.

BMI O ¥ 1T AZD1222 £ T 26.28 kg/m?,

DYERAE DEIS

xtHREE T 26.42 kg/m®> TH ¥ . BMI 28 30 kg/m? LJL
% AZD1222 B£ T 19.9%., *HREET 20.6% CTH -7, 0 B H OILTE SIS IE KGR

PR Clhatt (MEEAERE T 95%LL L) Th o7,

D 1 HZHHERE (AZD1222 #f 36.5%.

HLTHY,

CONFIDENTIAL AND PROPRIETARY

SHBEE 36.7%) D3 N— R T A RIS R B A

DMAERREE, FERaRE, KOWERIFEZ AT 5 RE 0%I& 1%, SEEFETEnE
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NHI 13%. K1 10%. KOOI 3% T o7z, BEE OB SIS B TR 8%, JTMEE DOE|A T4
BEFERE TR 15% CTh - 7=,

R—=R T A HEFEOFRPEIT AZD1222 BEE XHIREECHE L CHELELL T2 (3E8) o
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x8 HEBMICHBITERA—Z54 VEORE (ERERERVNEREZEL) (£
BREMRmTIRER)
AZD1222 Control
Characteristic Statistics (N=12282) | (N=11962)
BMI (kg/m?) n 12218 11897
Mean 26.28 26.42
SD 4.966 5.067
Median 25.50 25.50
BMI category, n (%) <30 kg/m? 9779 (79.6) 9438 (78.9)
> 30 kg/m? 2439 (19.9) 2459 (20.6)
Missing 64 (0.5) 65 (0.5)
Serostatus at Day 0, n (%) Negative 11779 (95.9) 11475 (95.9)
Positive 366 (3.0) 387 (3.2)
Missing 137 (1.1) 100 (0.8)
Comorbidity at baseline % n (%) Yes 4477 (36.5) 4393 (36.7)
No 7328 (59.7) 7102 (59.4)
Missing 477 (3.9) 467 (3.9)
Cardiovascular disorders, n (%) Yes 1609 (13.1) 1517 (12.7)
No 10670 (86.9) 10442 (87.3)
Missing 3 (<0.1) 3 (<0.1)
Chronic heart failure Yes 2 (<0.1) 2 (<0.1)
Ischaemic heart disease (including angina) Yes 41 (0.3) 32(0.3)
Atrial fibrillation Yes 26 (0.2) 33(0.3)
Peripheral vascular disease Yes 15 (0.1) 13 (0.1)
Valvular heart disease Yes 21(0.2) 33(0.3)
Hypertension Yes 1141 (9.3) 1063 (8.9)
Myocardial infarction Yes 18 (0.1) 15 (0.1)
Other Yes 325(2.6) 298 (2.5)
Cardiovascular disorder with missing subcategory 4 (<0.1) 3 (<0.1)
Cardiovascular disorder subcategory not collected ® 16 (0.1) 25(0.2)
Respiratory disease; n (%) Yes 1288 (10.5) 1245 (10.4)
No 10994 (89.5) 10717 (89.6)
COPD (including chronic bronchitis and emphysema) Yes 21(0.2) 25(0.2)
Bronchiectasis Yes 12 (0.1) 10 (0.1)
Asthma Yes 842 (6.9) 851 (7.1)
Other Yes 359 (2.9) 308 (2.6)
Respiratory disease with missing subcategory 4 (<0.1) 1 (<0.1)
Respiratory disease subcategory not collected ® 50 (0.4) 50 (0.4)
Diabetes *; n (%) Yes 369 (3.0) 310 (2.6)
No 11379 (92.6) 11119 (93.0)
Not 534 (4.3) 533 (4.5)
collected
Type 1 diabetes Yes 27(0.2) 23(0.2)
Type 2 diabetes not using insulin Yes 243 (2.0) 178 (1.5)
Type 2 diabetes using insulin Yes 24 (0.2) 28(0.2)
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=8 HEBITICETEA—RF4 VEOHYE (ERERERVNLERGEZEL) (28
BEReMBTREH)
AZD1222 Control
Characteristic Statistics (N=12282) | (N=11962)
Other Yes 75 (0.6) 81 (0.7)
Current smoker; n (%) Yes 1017 (8.3) 1058 (8.8)
No 11265 (91.7) 10904 (91.2)
Former smoker ®<; n (%) Yes 1963 (16.0) 1856 (15.5)
No 8238 (67.1) 7968 (66.6)
Not 1546 (12.6) 1542 (12.9)
collected
Missing 535 (4.4) 596 (5.0)

@ Co-morbidities at baseline = Yes if any comorbidity (BMI > 30 kg/m? at baseline, cardiovascular
disorder, respiratory disease, or diabetes) is Yes.

b COVO001 does not collect this information; participants were counted in the category of “Not collected”.

¢ COV005 does not collect this information; participants were counted in category “Not collected”.

BMI = body mass index; COPD = Chronic obstructive pulmonary disease; Max = maximum; Min = minimum
Source: Main Safety Table 1.1.4.1, Module 5.3.5.3.2.

2742 FEER

SRR ST R RERCBIT 25 ERA EHE. IfFEAERSG, EERAERS,. OV
HIREFEFREZM L7, 2O OLZEMEFHMIE B oW T, BIELEIM T REOFH, E.,
R 2T A VBEOIEBIRER, L OR—2 T A VO MIE ST & 5 £ MBI O R & F20E L
7=,

L « RIS T 580 & L C. #lE] SD 22 M e B4 (WIEIBEFE T AZD1222 D
SD XFZ ATk T 2 xR OBEFR 252 1T 72908 ) 128 DR EA EFR L IR ER EF
SR L, BEHEEZHET L,

2.7.4.2.1 BEEERDOEMN
274211 LR LK RONDEEER
2742111 HBEEEEZ GEIRWD)

27421111 Bz

AR L RN RN BT DR E A FHHE R ORI BRI A 5 5 ¥ 3.5.3.2 7 Main
Safety Table 1.5.1.1.1 (Z/” 7§, REERRZ MM RECI T 2 A O /TR OVES OREf
HLOFREBURDIL % 55 5 56 3.5.3.2 TH Safety Table 1.5.1.4.1 & T Table 1.5.1.5.1 (27”7,

WIIE] SD 22 MEfRAT R REER (AZD1222 £ 2725 fil, *HHEEE 2573 #1) (2815 1B 2 A1 H
OHEFE% 7 BROREREFREZTME L7z, 1[830% 2 [BIH OBEE% 7 BB ORFT GESHERAL)
FOEH O ERERRZOBEIEIT. AZDI222 FETIZFN I 73.5% K ) 73.1%., <HHREE I
TNEN483% KT 602% ThH-7- (£9) .
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AZDI1222 BEIZ BT 2 Rt M OV DR EA EFHG O T I TR E X EETH Y . Grade 3
ui®ﬁ%&0 O EREFRORBIENEIXZENZTIN 1.9% LD 84% Th 7=, AZDI1222
B2 RITROEE OREAEEFROBIEGIT., PIREMEE (221 69.3%M% T 69.5%)

k%@bf2@ﬁ@§@&(%h%ﬁAﬂM&U&M%)Tﬁ#ot( 5 %5 3.5.3.2 T8 Main
Safety Table 1.5.1.1.2 2 [8) , RIS O BEIEE L O BLEIG 1L, #IEHERE & bl LT 2 [B1H O#z
Fit% TR - T2,

AZDI1222 BEIZRIT 25 1 I X% 2 [ B O#:FE% 7 B M ORIIGORBES ilﬁﬁﬁm%m<
JRET EFHTAL) M OEE OREAEFROBIEEIT 1 B BRZNZI 63.4%% D 60.8%.,

A E2RENEI 53.8% K% TN 38.7% T o7 (55 56 3.5.3.2 I Safety Table 1.5.1.4.2 KT}

Table 1.5.1.52 ZfR) . 7 H B ORFT K VR QR ER FEHGOIHBEIGIL, %h%ﬂsw&o
13.9% T o7, R GEHENL) KOEH ORFERE RGO EAGEN ORBEEIA L, KDy
~7THHETIZ2% U FIET L, 25 OHESTMAE CHIREIE L, ﬁm%ﬁiﬁﬁot_&
RS NT-, 7 B BIZERD I HROEIEE O K/ ITRE TP EETH - 72,
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AstraZeneca

AZD1222
=9 HEMMICLSEER 7 BEOREAETEROXTINER (#WE SD R MBTIREH)
Days 0 to 7 After Any Days 0 to 7 After First Days 0 to 7 After Second
Vaccination Vaccination Vaccination
AZD1222 Control AZD1222 Control AZD1222 Control
(N=10317) (N =10141) (N=10317) (N =10141) (N=10317) (N =10141)

Evaluated for solicited AEs, n 2725 2573 2664 2503 1926 1799
Any solicited AE, n (%) 2332 (85.6) 1835 (71.3) 2199 (82.5) 1642 (65.6) 1177 (61.1) 847 (47.1)
Any solicited local AE, n (%) 2002 (73.5) 1244 (48.3) 1845 (69.3) 1094 (43.7) 886 (46.0) 498 (27.7)
Any > Grade 3 severity solicited local 52 (1.9) 19 (0.7) 38 (1.4) 14 (0.6) 18 (0.9) 7(0.4)
AE, n (%)
Any solicited systemic AE, n (%) 1991 (73.1) 1548 (60.2) 1851 (69.5) 1342 (53.6) 855 (44.4) 648 (36.0)
Any > Grade 3 severity solicited systemic 229 (8.4) 67 (2.6) 197 (7.4) 41 (1.6) 40 (2.1) 32 (1.8)
AE, n (%)

Participants with multiple events in the same category were counted once in that category. Participants with events in more than 1 category were counted once

in each of those categories. Denominators used in the percentage calculations were the number of participants “evaluated for solicited AEs”.
Solicited AEs were assessed daily after vaccination for Day 0 to Day 6 for COV005 and to Day 7 for rest of studies via e-diary or diary card.

No Grade 4 severity option for events collected in COV005. Pain and Warmth, Malaise, Nausea and Vomiting were not assessed for COV005. Induration did
not include COV005 as the grading scale was not compatible. Feverishness and Chills did not include COV005 since no severity grading collected. For

Redness, Swelling and Fever severity grading was derived based on reported value. Bruising only collected for COV005.
AE = adverse event; NC = not calculated; SD = standard dose

Source: Main Safety Table 1.5.1.1.2, Module 5.3.5.3.2.
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27421112 EEENORBFORERSTER

R MR QLN 1 D EAEFE R O [Pt DR E A E R A G 5 H 3.5.3.2 TH Main
Safety Table 1.5.1.2.1 {2/~ 7,

WIIE] SD 22 MEfRMT R REEF Tl AZDI1222 BEIZEBIT 5 1 [mI30% 2 [alH o 7 RO 7%
JET GESEAT) ORER ERERITIER (63.8%. XITHEREE 40.1%) M OYER (54.3%. IR
37.5%) THY ., ZOMD AZD1222 B THREEIG D 10%LL EORPT (EFEAL) OREA HFH 4%
BV (17.9%., STHRRE 152%) . T HFE (13.1%. *THREE 7.8%) M OWEE (17.9%. %IHEREE
6.7%) To-o7= (2 10) . Grade 3 DFATOFFER EFRORBEIEG I 72, Grade 4 DJFFT
DRFEREFRITRD DN o7,

AZDI1222 BETIE, WINDORFTORER EFGORBIES b WEIHER% & ek LT 2 [alH 0#
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7=,
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AstraZeneca

AZD1222
* 10 HER7 BROEEEINORBOBEETEROHEMAN (FE SD K& MMBITHREM)
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
Solicited Local AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 2725 2571 2656 2496 1922 1796
Any Severity 2002 (73.5) 1244 (48.4) 1845 (69.5) 1094 (43.8) 886 (46.1) 498 (27.7)
Participants with - ™7y 1562 (57.3) 1071 (41.7) 1460 (55.0) 969 (38.8) 774 (40.3) 434 (24.2)
any solicited
local AE, n (%) 2: Moderate 388 (14.2) 154 (6.0) 347 (13.1) 111 (4.4) 94 (4.9) 57 (3.2)
3: Severe 52(1.9) 19 (0.7) 38(1.4) 14 (0.6) 18 (0.9) 7(0.4)
4: ER or hospitalisation 0 0 0 0 0 0
Total participants evaluated 1762 1614 1745 1593 1011 895
Any Severity 957 (54.3) 605 (37.5) 893 (51.2) 521 (32.7) 273 (27.0) 190 (21.2)
PR 1 (%) 1: Mild 792 (44.9) 540 (33.5) 735 (42.1) 471 (29.6) 261 (25.8) 171 (19.1)
2: Moderate 156 (8.9) 62 (3.8) 149 (8.5) 48 (3.0) 12 (1.2) 18 (2.0)
3: Severe 9(0.5) 3(0.2) 9(0.5) 2(0.1) 0 1(0.1)
4: ER or hospitalisation 0 0 0 0 0 0
Total participants evaluated 2725 2571 2655 2496 1920 1794
Any Severity 1739 (63.8) 1030 (40.1) 1587 (59.8) 892 (35.7) 732 (38.1) 411 (22.9)
FER . 1 (%) 1: Mild 1437 (52.7) 943 (36.7) 1334 (50.2) 834 (33.4) 646 (33.6) 375 (20.9)
’ 2: Moderate 266 (9.8) 80 (3.1) 228 (8.6) 54 (2.2) 72 (3.8) 32(1.8)
3: Severe 36 (1.3) 7(0.3) 25(0.9) 4(0.2) 14 (0.7) 4(0.2)
4: ER or hospitalisation 0 0 0 0 0 0
Total participants evaluated 2704 2555 2623 2466 1877 1744
Any Severity 84 (3.1) 35(11.4) 63 (2.4) 30(1.2) 23(1.2) 6(0.3)
1:2.5-5cm 66 (2.4) 18 (0.7) 48 (1.8) 14 (0.6) 20 (1.1) 5(0.3)
FEIR, n (%)
2:51-10cm 16 (0.6) 14 (0.5) 13 (0.5) 14 (0.6) 3(0.2) 0
3:>10 cm 2(0.1) 3(0.1) 2(0.1) 2(0.1) 0 1(0.1)
4: Necrosis or ED 0 0 0 0 0 0
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AZD1222

& 10 EER7 BROEEEMNORFOBEREEROHEREN (710 SD ZEMARTHRER)

Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
Solicited Local AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 1762 1614 1745 1593 1011 895
Any Severity 315(17.9) 245 (15.2) 274 (15.7) 207 (13.0) 78 (7.7) 75 (8.4)
B, n (%) 1: Mild 308 (17.5) 236 (14.6) 268 (15.4) 201 (12.6) 77 (7.6) 72 (8.0)
R 2: Moderate 7(0.4) 9 (0.6) 6(0.3) 6(0.4) 1(0.1) 3(0.3)
3: Severe 0 0 0 0 0 0
4: ER or hospitalisation 0 0 0 0 0 0
Total participants evaluated 2725 2571 2655 2495 1920 1794
Any Severity 356 (13.1) 201 (7.8) 278 (10.5) 150 (6.0) 161 (8.4) 78 (4.3)
2 55,0 (%) 1: Mild 288 (10.6) 168 (6.5) 229 (8.6) 128 (5.1) 131 (6.8) 65 (3.6)
’ 2: Moderate 55(2.0) 27 (1.1) 41 (1.5) 17 (0.7) 23 (1.2) 12 (0.7)
3: Severe 13 (0.5) 6(0.2) 8(0.3) 5(0.2) 7(0.4) 1(0.1)
4: ER or hospitalisation 0 0 0 0 0 0
Total participants evaluated 2704 2556 2622 2466 1876 1745
Any Severity 93 (3.4) 41 (1.6) 73 (2.8) 34(1.4) 27(1.4) 10 (0.6)
IEHE, n (%) 1: 2.5 -5 cm and no IwA 74 (2.7) 25 (1.0) 55(2.1) 21(0.9) 26 (1.4) 6 (0.3)
’ 2:5.1 -10 cm or IWA 17 (0.6) 16 (0.6) 16 (0.6) 13 (0.5) 1(0.1) 4(0.2)
3:>10 cm or PDA 2(0.1) 0 2(0.1) 0 0 0
4: Necrosis 0 0 0 0 0 0
Total participants evaluated 1762 1614 1745 1593 1011 895
Any Severity 51(2.9) 35(2.2) 45 (2.6) 28 (1.8) 7(0.7) 12 (1.3)
WS n (%) 1: 2.5 -5 cm and no IwA 43 (2.4) 27 (1.7) 37 (2.1) 21 (1.3) 7(0.7) 10 (1.1)
’ 2:5.1 -10 cm or IWA 6 (0.3) 8(0.5) 6 (0.3) 7(0.4) 0 2(0.2)
3:>10 cm or PDA 2(0.1) 0 2(0.1) 0 0 0
4: Necrosis 0 0 0 0 0 0
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AstraZeneca

AZD1222
% 10 EEZ7BROEEERNORFHAOBERESEROHEHEN (FIE SD R MBI RERH)
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
Solicited Local AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 963 957 910 902 909 899
Any Severity 172 (17.9) 64 (6.7) 124 (13.6) 41 (4.5) 85 (9.4) 33(3.7)
P, 0 (%) 1: <10 mm 131 (13.6) 51(5.3) 94 (10.3) 32(3.5) 66 (7.3) 28 (3.1)
2:10-25 mm 33(3.4) 9 (0.9) 26 (2.9) 5(0.6) 15 (1.7) 4(0.4)
3:>25mm 8 (0.8) 4(0.4) 4(0.4) 4(0.4) 4(0.4) 1(0.1)

Total participants used was used as the denominator in the percentage calculations.
If a participant reported more than one occurrence of the same event, the event of greatest intensity was included in the analysis.

Solicited AEs were assessed daily after vaccination for Day 0 to Day 6 for COV005 and to Day 7 for rest of studies via e-diary or diary card.

No Grade 4 severity option for events collected in COV005. Pain and Warmth were not assessed for COV005. Induration did not include events from

COVO005 as the grading scale was not compatible.
For Redness and Swelling, severity grading was derived based on reported value. Bruising only collected for COV005.

AE = adverse event; ED = exfoliative dermatitis; ER = emergency department; IwA = interfere with activity; PDA = prevent daily activity; SD = standard

dose

Source: Main Safety Table 1.5.1.2.2, Module 5.3.5.3.2.
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27421113 EEENDEEDHREEESER

BREFRL AVEMANT M SRR T D BIEER O 25 OFFER EFL %5 5 55 3.5.3.2 TA Main
Safety Table 1.5.1.3.1 {2777,

WIIE] SD 22 MEfRMT R REEF Tl AZDI1222 BEIZEBIT 5 1 [mI30% 2 [alH o 7 RO 7%
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B (3.9%) . FEUK (3.6%) . HEFE (3.6%) . FEF (3.3%) . KOEEH (28%) Thol-,
Grade 4 D25 DR EA EFHRIIYEHEFEL 1 AZDI222 BT 1] (R ([2@RD STz,

AZDI1222 BETIE, WINDOLE DR EREFRGORBIES YRR % & bk LT 2 8 H 0#E
flif% KD o 77, 2B HOBER%Z T, BEEOLT O EEEELORBFEEPH L TET L
7=,
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AZD1222

& 11 EER7BROEEENOEEOREREEROHEREN (#)E SD XEMMARTHREH)

AstraZeneca

Number (%) of Participants

Days 0-7 After Any

Days 0-7 After First

Days 0-7 After Second

Vaccination Vaccination Vaccination
Solicited Systemic AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 2725 2573 2664 2502 1925 1799
Participants Any Severity 1991 (73.1) 1548 (60.2) 1851 (69.5) 1342 (53.6) 855 (44.4) 648 (36.0)
:Vl;?ezz 1: Mild 999 (36.7) 1057 (41.1) 978 (36.7) 965 (38.6) 611 (31.7) 462 (25.7)
szlicite dAE.n | 2:Moderate 763 (28.0) 424 (16.5) 676 (25.4) 336 (13.4) 204 (10.6) 154 (8.6)
(%) 3: Severe 228 (8.4) 67 (2.6) 196 (7.4) 41 (1.6) 40 (2.1) 32(1.8)
4: ER or hospitalisation 1 (0.0) 0 1 (0.0) 0 0 0
Total participants evaluated 2695 2533 2588 2422 1873 1765
Any Severity 205 (7.6) 37 (1.5) 184 (7.1) 22(0.9) 23(1.2) 19 (1.1)
80 (%) 1: 38.0 - 38.4°C 121 (4.5) 22 (0.9) 110 (4.3) 13 (0.5) 13 (0.7) 12 (0.7)
’ 2:38.5-38.9°C 65 (2.4) 8(0.3) 57 (2.2) 5(0.2) 8(0.4) 4(0.2)
3:39.0 - 40°C 18 (0.7) 7(0.3) 16 (0.6) 4(0.2) 2(0.1) 3(0.2)
4:>40°C 1 (0.0) 0 1 (0.0) 0 0 0
Total participants evaluated 1762 1614 1745 1593 1011 895
Any Severity 591 (33.5) 177 (11.0) 546 (31.3) 141 (8.9) 94 (9.3) 46 (5.1)
FEE 1 %) 1: Mild 275 (15.6) 157 (9.7) 244 (14.0) 128 (8.0) 75 (7.4) 38 (4.2)
2: Moderate 253 (14.4) 18 (1.1) 241 (13.8) 12 (0.8) 17 (1.7) 7(0.8)
3: Severe 63 (3.6) 2(0.1) 61 (3.5) 1(0.1) 2(0.2) 1(0.1)
4: ER or hospitalisation 0 0 0 0 0 0
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AZD1222

& 11 EER7BROEEENOEEOREREEROHEREN (#)E SD XEMMARTHREH)

Number (%) of Participants
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
Solicited Systemic AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 1762 1614 1745 1593 1011 895
Any Severity 568 (32.2) 135 (8.4) 544 (31.2) 107 (6.7) 54 (5.3) 37 (4.1)
HIE n (%) 1: Mild 286 (16.2) 117 (7.2) 269 (15.4) 94 (5.9) 43 (4.3) 30(3.4)
’ 2: Moderate 219 (12.4) 18 (1.1) 214 (12.3) 13 (0.8) 9(0.9) 7(0.8)
3: Severe 63 (3.6) 0 61 (3.5) 0 2(0.2) 0
4: ER or hospitalisation 0 0 0 0 0 0
Total participants evaluated 2725 2570 2655 2494 1921 1794
Any Severity 724 (26.6) 335 (13.0) 634 (23.9) 242 (9.7) 195 (10.2) 134 (7.5)
.y 1: Mild 506 (18.6 271 (10.5 449 (16.9 198 (7.9) 144 (7.5) 110 (6.1)
PARETE, n (%) 2: Moderate 184 (6.8)) 51 (2.0)) 157 (5.9)) 37 (1.5) 44 (2.3) 17 (0.9)
3: Severe 34 (1.2) 13 (0.5) 28 (1.1) 7(0.3) 7(0.4) 7(0.4)
4: ER or hospitalisation 0 0 0 0 0 0
Total participants evaluated 2725 2570 2655 2495 1921 1794
Any Severity 1197 (43.9) 574 (22.3) 1071 (40.3) 463 (18.6) 364 (18.9) 193 (10.8)
BRI, 0 (%) 1: Mild 814 (29.9) 482 (18.8) 744 (28.0) 402 (16.1) 288 (15.0) 158 (8.8)
2: Moderate 330 (12.1) 82 (3.2) 284 (10.7) 55(2.2) 66 (3.4) 30 (1.7)
3: Severe 53 (1.9) 10 (0.4) 43 (1.6) 6(0.2) 10 (0.5) 5(0.3)
4: ER or hospitalisation 0 0 0 0 0 0
CONFIDENTIAL AND PROPRIETARY 36(67)

105(136)



274 ERRMZEME2

AstraZeneca

AZD1222
x 11 HER7 BROEEENDELEDREASTEROHEHEN (F)E SD ZEMMAETIRER)
Number (%) of Participants
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
Solicited Systemic AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 2725 2571 2655 2496 1922 1796
Any Severity 1445 (53.0) 992 (38.6) 1317 (49.6) 834 (33.4) 515 (26.8) 360 (20.0)
0 (%) 1: Mild 879 (32.3) 730 (28.4) 826 (31.1) 626 (25.1) 381 (19.8) 277 (15.4)
’ 2: Moderate 477 (17.5) 234 (9.1) 420 (15.8) 190 (7.6) 114 (5.9) 72 (4.0)
3: Severe 89 (3.3) 28 (1.1) 71 (2.7) 18 (0.7) 20 (1.0) 11 (0.6)
4: ER or hospitalisation 0 0 0 0 0 0
Total participants evaluated 2725 2571 2655 2496 1922 1796
Any Severity 1435 (52.7) 1024 (39.8) 1291 (48.6) 844 (33.8) 514 (26.7) 381 (21.2)
HE . n (%) 1: Mild 923 (33.9) 779 (30.3) 854 (32.2) 680 (27.2) 399 (20.8) 280 (15.6)
’ 2: Moderate 437 (16.0) 218 (8.5) 374 (14.1) 149 (6.0) 99 (5.2) 85(4.7)
3: Severe 75 (2.8) 27(1.1) 63 (2.4) 15 (0.6) 16 (0.8) 16 (0.9)
4: ER or hospitalisation 0 0 0 0 0 0
Total participants evaluated 1762 1614 1745 1593 1011 895
Any Severity 783 (44.4) 339 (21.0) 711 (40.7) 267 (16.8) 172 (17.0) 100 (11.2)
1B 1 (%) 1: Mild 425 (24.1) 265 (16.4) 379 (21.7) 217 (13.6) 129 (12.8) 74 (8.3)
’ 2: Moderate 290 (16.5) 67 (4.2) 270 (15.5) 46 (2.9) 36 (3.6) 23 (2.6)
3: Severe 68 (3.9) 7(0.4) 62 (3.6) 4 (0.3) 7(0.7) 3(0.3)
4: ER or hospitalisation 0 0 0 0 0 0
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AstraZeneca

AZD1222
x 11 HER7 AROEEEINOESOREESTEROHEMAN (F)E SD K& MMBITHREM)
Number (%) of Participants
Days 0-7 After Any Days 0-7 After First Days 0-7 After Second
Vaccination Vaccination Vaccination
Solicited Systemic AEs/ AZD1222 Control AZD1222 Control AZD1222 Control
Severity n (%) n (%) n (%) n (%) n (%) n (%)
Total participants evaluated 1762 1614 1745 1593 1011 895
Any Severity 391 (22.2) 216 (13.4) 353 (20.2) 176 (11.0) 83 (8.2) 64 (7.2)
b n (%) 1: Mild 300 (17.0) 179 (11.1) 267 (15.3) 152 (9.5) 74 (7.3) 51(5.7)
’ 2: Moderate 76 (4.3) 35(2.2) 74 (4.2) 23 (1.4) 6 (0.6) 12 (1.3)
3: Severe 15 (0.9) 2(0.1) 12 (0.7) 1(0.1) 3(0.3) 1(0.1)
4: ER or hospitalisation 0 0 0 0 0 0
Total participants evaluated 1762 1614 1745 1593 1011 895
Any Severity 31(1.8) 15 (0.9) 24 (1.4) 13 (0.8) 7(0.7) 3(0.3)
WL, 1 (%) 1: Mild 15 (0.9) 9 (0.6) 10 (0.6) 8 (0.5) 5(0.5) 2(0.2)
2: Moderate 10 (0.6) 4(0.2) 10 (0.6) 4(0.3) 0 0
3: Severe 6 (0.3) 2(0.1) 4(0.2) 1(0.1) 2(0.2) 1(0.1)
4: ER or hospitalisation 0 0 0 0 0 0

a

use of the US NIH DAIDS grading scale.

Total participants evaluated was used the denominator in the percentage calculations.

For fever, Studies COV001, COV002, and COV003 specified the use of the US FDA DMID scale for vaccine studies while Study COV005 specified the

If a participant reported more than one occurrence of the same event, the event of greatest intensity was included in the analysis.
Solicited AEs were assessed daily after vaccination for Day 0 to Day 6 for COV005 and to Day 7 for rest of studies via e-diary or diary card.

No Grade 4 severity option for events collected in COV005. Malaise, Nausea and Vomiting were not assessed for COV005. Feverish and Chills did not
include COV005 since no severity grading collected. For Fever, severity grading was derived based on reported value.

AE = adverse events; ER = emergency department; SD = standard dose

Source: Main Safety Table 1.5.1.3.2, Module 5.3.5.3.2.
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2742112 FEEHEEEEEZR

27.4211.21 Bz
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10.9%) ToH 7= (55 5 #53.5.3.2 T8 Main Safety Table 1.5.2.6.1, Table 1.5.2.11.1 &)

1 [BI300% 2 [B1 H OBFE 28 H ORI Y EMIZ X D IRBRIE L ORHEiMED ) & fWr S 7= FEEF
EAERFRORBEEGIL. AZDI222 BT 33.1%. *HEEET 21.1% TH 7=, AZDI222 BE T, zA
BRIE & OBEED V&I SNV IERFEAR FEERORBBLEIGIX, YRR 28 HIE T 29.4%.

[B] B DREFER% 28 HIFT 8.1% Th 7=,

EERHEFEZORBEESIT AZDI222 BT 0.9%., SREET 1.1% Th o712, 1RBRIK L o BN
b LU ENTEEHERAEFROBRENEIT, WTHUOERETH 0.1%AKHTh o7, 7 7
By bATREETTHEICE T2 EHERAERGIT 7H (AZDI1222 B 2 i, xFHEE S 1) 1Z58D 5
N, HEET_NEXAFEFRLOBBEISIL AZDI222 BT 0.9%., REET 1.3% Th o7,

TR L OB EMESH V CHr SN EERAESRS, COVID-19 I L2 EELAERS, 17k
e OBEMEDH Y LRI STz Grade 3 LA EDFEH T REFEFL, FILICE-T2HFEFL, &
OFETC DOFGRIZHONWTIL, 555 3.532 HEZEMEORR A BB Z &

] SD 22 MMM T RN 61T 5 IR EA FH H R O BRI BRI 2 £ E i 5 5
3.5.3.2 I Main Safety Table 1.5.2.1.2 |Z/”77,
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AstraZeneca

AZDI1222
*x 12 HEBINIZL SEREREETEROEEFRPFRFRRE (EEETEMBRTTIRER)
Number (%) of Participants
After Any Vaccination After First Vaccination After Second Vaccination
Participants with at least one AZD1222 Control AZD1222 Control AZD1222 Control
vaccination @ (N =12282) (N =11962) (N =12282) (N =11962) (N =12282) (N =11962)
Within 28 days after any vaccination
Unsolicited AE 5137 (41.8) 3778 (31.6) 4315 (35.1) 2937 (24.6) 1694 (13.8) 1364 (11.4)
[P-related unsolicited AE 4060 (33.1) 2527 (21.1) 3609 (29.4) 2123 (17.7) 997 (8.1) 629 (5.3)
Unsolicited AE by maximum severity
> Grade 3 severity ° 259 (2.1) 200 (1.7) ‘ 183 (1.5) 130 (1.1) 79 (0.6) 73 (0.6)
From Day 0 through last dose +364 days
Any AE with outcome of death 2 (<0.1) 5(<0.1) NC NC NC NC
Serious ¢ AE 108 (0.9) 127 (1.1) NC NC NC NC
Serious ¢ and/or > Grade 3 severity 408 (3.3) 392 (3.3) NC NC NC NC
[P-related serious ¢ AE 2 (<0.1) 2 (<0.1) NC NC NC NC
AESI 115(0.9) 155(1.3) NC NC NC NC
[P-related AESI 34 (0.3) 50 (0.4) NC NC NC NC

a Participants with multiple events in the same category were counted once in that category. Participants with events in more than 1 category were counted

once in each of those categories.

b Grade 3: Severe, Grade 4: Life-threatening, Grade 5: death. Grade 5 only collected for COV005.

¢ SAE criteria: death, life-threatening, required inpatient hospitalization, prolongation of existing hospitalization, persistent or significant
disability/incapacity, important medical event, congenital anomaly/birth defect (in the offspring of the participant).

Unsolicited AEs collected from the start of each dose through 28 days. SAE and AESI were collected from first dose to 364 days after the last vaccination

were summarized.

AE = adverse event; AESI = adverse event of special interest; IP = investigational product; NC = not calculated; Related = Probably or Definitely related
according to the Investigator; SAE = serious adverse event; SD = standard dose

Source: Main Safety Table 1.5.2.1.1, Module 5.3.5.3.2.

CONFIDENTIAL AND PROPRIETARY

40(67)
109(136)



274 ERRMZEME2 AstraZeneca
AZD1222

27421122 FHIEBTEESEZR

R L AT RN I T D IR E A FHF L 25 5 H 3.5.3.2 TH Main Safety Table
1.5.2.2.1 %O Table 1.5.2.3.1 |Z/R" 7,

W]la] SD ZZ A PEfRAT s REEM TIE, 1181 31E 2 [BIH OBEFE% 28 B OE BIKFER D £ 723k
REAEFRIL., MK - 2HEERL LORGHAORE (AZD1222 £ 31.2%. XA 18.6%)
R R 3 L O MMRIE S (AZD1222 B 13.2%., XTHREE 6.6%) . MO ZARESE (AZD1222
BE 14.9%, XFHRRE 10.6%) T 7= (5 5 &6 3.5.3.2 T8 Main Safety Table 1.5.2.2.2 /) , #fe%
DAEEEG (GEMEMED ATREME N B 2RIk 2 G de) ORI OV TIX 274214 1H%
SO L,

HE] SD Z MM X GAEF TlEL, FARIERER HEHFRIT R D 7 F o R IC Il LT
RBOLNDLESHRLE -H LTV (F13) , AZDI2Q2 BELEHMBREOWT R TH, kb REIEAN
B T ERERITT 7 F U BEREEAER Ch o2, FEREEGOEWERIFFEREFR OIS
FIAIE, RFRREE & bhle U C AZD1222 BECEIERINC R o 7oy, Z AU BRI T AE B A IEK IS
KDTTEREER LI WRENEENTNDL I ENREEL TCWD EBX LN, M%7 BIM
Je OB 8 H LA OIERFEA EF 545 S 45 3.5.3.2 IH Main Safety Table 1.5.2.6.1, Table
1.5.2.7.1, Table 1.5.2.11.1, Table 1.5.2.12.1 |{Z/~7,

*x 13 gk 28 HRIDERTEIDIEBFEREER (WITIHDEER T 2% U LRER)
DHEEREN (FE SD TLMMATTREM)

Number (%) of Participants 2

AZD1222 Control
PT (MedDRA version 23.1) (N =10317) (N =10141)
U 7 F RN TR 1471 (14.3) 902 (8.9)
FIEER 1278 (12.4) 872 (8.6)
P 1031 (10.0) 425 (4.2)
FEEN 982 (9.5) 246 (2.4)
W I7 565 (5.5) 352 (3.5)
A 470 (4.6) 119 (1.2)
1 S 0E 315 (3.1) 172 (1.7)
(ysNR 302 (2.9) 167 (1.6)
HEL[ 236 (2.3) 149 (1.5)

a

Number (%) of participants with AEs, sorted in decreasing frequency for PT of AZD1222 group.
Participants with multiple events in the same PT were counted only once in each of those PT.
Participants with events in more than 1 PT are counted once in each of those PT.

Unsolicited AEs collected from the start of each dose through 28 days, SAE and AESI collected from first
dose to 364 days after the last vaccination were summarized.

AE = adverse event; AESI = adverse event of special interest; PT = preferred term; SAE = serious adverse
event; SD = standard dose.

Source: Main Safety Table 1.5.2.3.2, Module 5.3.5.3.2.

WV OEEFERE T 2% BB LR EA FFSR (£ 13) [TA T, WRRBROFET —
HRR R OIKBE DT — 2 ZHD X AZDI222 LEET L RREMN B D LB 2 b B 2R
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L7z (F14) ., ZNOOFELORBFESIIREEEL ik LT AZDI1222 BETEWD, RN C
FIFRE T Y . FEEENS DB CRIFRE OIS Lk REE T L 7~ MenACWY D EII S &
EZzonlz QI46HLBROZL) |

*x 14 AZD1222 LEEET HRIREMEA H LB EERDOHEEN (#)[ SD TR MR

£H)
Number (%) of Participants 2
PT AZD1222 Control
(N =10317) (N =10141)
IR bed 31 (1.8) 15 (0.9)
THI be 160 (1.6) 148 (1.5)
DO © 131 (1.3) 86 (0.8)
AT PRER R 109 (1.1) 71 (0.7)
RN E L be 77 (0.7) 72(0.7)
iz 66 (0.6) 39 (0.4)
fEAR be 47 (0.5) 35 (0.3)
ZITIE 42 (0.4) 20 (0.2)
Z 5 PESE be 35 (0.3) 33 (0.3)
U o SEE 29 (0.3) 28 (0.3)
695 be 25(0.2) 33 (0.3)
E TR 7(0.1) 6(0.1)

Number (%) of participants with AEs sorted in decreasing frequency for PT of AZD1222 group.
b Listed in Menveo (EU SmPC)
¢ Listed in Nimenrix (EU SmPC)

d Incidence for PT of Vomiting presented from Main Safety Table 1.5.1.3.2, Module 5.3.5.3.2 (Summary of
Systemic Solicited Adverse Events)

Source: Main Safety Tables 1.5.1.3.2 and 1.5.2.2.2. Module 5.3.5.3.2.

274211221 HBEMNKDEOMRREZTICHOESNIFEBRERETER

wila] SD ZE M fRAT R REER TIX. 2B BIRDEOMIREEIZ SN IR EA EFL T
BROLEBREENE -T2 bDOIXHER (AZD1222 & 1278 41 [12.4%] . XHHREE 872 5] [8.6%] )
ThY, 5RO ITIRRAY EMIC L VIRRIE L OBEMESH V LTz (B 5583.53.2
’H Main Safety Table 1.5.2.2.2, Table 1.5.2.5.2 Z) . FEHEIG DY 0.1%48 O ZEHIR I OHHRER
BEEIZ SN D EOMOIERFEREFRIT, FEMED E VY (AZD1222 BE 77 61 [0.7%] . IR
BE72 01 [0.7%] . LATFREIE) | wgiR (33 451 [0.3%] . 2261 [0.2%] ) . JrEdsm (35
[0.3%] . 28 #41 [0.3%] ) . MR (47 f5 [0.5%] . 3561 [03%] ) . 88 (27 fi
[0.3%] . 30 %1 [03%] ) . BREIEEL G161 [03%] . 3561 [03%] ) . MOERT (28 f
[0.3%] . 3161 [03%] ) Thotc, TNHOEGLOFREEIGIL AZD1222 #E & X HREECTHEL T
AL L T,
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% 7 BEMOBERNASEOBEREEICAES WS EHEEAESR
4T

HARR 7 AR OB BIRSEOMRRET ISP SN D IRPER EHS GEHBIE O BRI
DENBIFILULE) OS5 EMFEFR TREEIGOENPRE Do L HRITER, FEMEDEN, &
MHIRTH 7= (F15) ,

& 15 EER7 BROKRENKRDEOHBRREZTICHESNLIFREREER (RRHIK
DEBHBOEN 3 FILUL) OHERENT (REEREMERTNRER)

System Organ Class Number of Participants 2
Preferred Term (MedDRA AZD1222 Control
version 23.1) (N = 12282) (N = 11962)

TR TR 1413 (11.5) 888 (7.4)
SHmA 1180 ( 9.6) 716 ( 6.0)
FEEMED E 0 69 ( 0.6) 47 (0.4)
fEH AR 48 (0.4) 29 (0.2)
IE R 42(0.3) 24(0.2)
Fram 31(0.3) 19 (0.2)
BERLTE 24(0.2) 28 (0.2)
R A4 7(0.1) 12 (0.1)
G NVRR 7(0.1) 2(<0.1)
Pk 13 (0.1) 3(<0.1)
JER T SRR 6 (<0.1) 14 (0.1)
MRS B R 4 (<0.1) 1(<0.1)
VG ITORN: (S 4(<0.1) 8(0.1)

AE = adverse event

a

Number (%) of participants with AEs, sorted on international order for system organ class and alphabetical
order for preferred term. Participants with multiple events in the same preferred term are counted only once
in each of those preferred term. Participants with events in more than | preferred term are counted once in
each of those preferred term.

Source: Main Safety Table 1.5.2.7.1, Module 5.3.5.3.2.

EER 8 HURDREHNKRDEOMBEREZTICABSINIERERETER

Pefst% 8 H LM DA E BRSO R EIC B SN DI ER FHFRORBBREIS (T Wi
BEEBHIC26% ThHoTz (BB S5EE3.532H Main Safety Table 1.5.2.12.1 ZMR) , #EfE% 8 ALIKED
FEDRSEOMRRIEE I N L IFFER EFR BB OHEREER D #2203 4 HILL 1)
%2% 16 \—Tﬁ_o
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% 16 EER 8 HURDKREAHNKRDEOMBEREZTICABSNIERERTER (REH
HOEBHEOEN 4 6IUL) OHEENT (ZEBRREMRTHNRER)

System Organ Class Number of Participants 2
Preferred Term (MedDRA AZD1222 Control
version 23.1) (N =12282) (N =11962)

P R 323 (2.6) 312 (2.6)
TEENE D E U 21(0.2) 30(0.3)
FIEb 216 ( 1.8) 226 (1.9)
JEXTE SRR 6 (<0.1) 2(<0.1)
FrEEsE 14 (0.1) 18 (0.2)
Sl 12 (0.1) 8(0.1)
fE R 1(<0.1) 7(0.1)

Number (%) of participants with AEs, sorted on international order for system organ class and alphabetical
order for preferred term. Participants with multiple events in the same preferred term are counted only once
in each of those preferred term. Participants with events in more than | preferred term are counted once in
each of those preferred term.

Source: Main Safety Table 1.5.2.12.1, Module 5.3.5.3.2.

27421123 EEENDOEFEREER

R ST R SER T, FEFFER EHG O FEIEE O K TR E X EE ThH -
72, Grade 3 & U Grade 4 DIEFFEAEFROBBE ST, AZDI1222 BETENZIL 1.7% LY

0.4%., XHEETENETI 14% KN 03% Th o7z, avBEBIKGFER SUTEATERN O IR ER EH
GEOHEIEEITONT, AZDI1222 #E & X HREEO B CARMEIIFE O bz o7 (B 5553.53.2 10
Main Safety Table 1.5.2.4.1 Z/f)

W] SD 22 MMM T RN B 1T 2 BAE LRI OIERFE A FF G 2 5 5 40 3.5.3.2 I Main Safety
Table 1.5.2.4.2 |2/~ 7,

274.21.2 SETC
T RTOETEDOFIRIZOWTITE 555 3.5.32 HLZEMOFRESBHROZ L,

T—E Ny NATREETHRTCICEST-EHERAEFEFRIT 76 (AZD1222 # 2 5], xHREE S 1)
IZFB® Bz (5 5 66 3.5.3.2 TH Main Safety Table 1.5.3.5.1 Z8) , AZDI1222 # Clx, K& XM
FE (EAGE : HEMEIERYY) (2L DN 1 GRERBIAATEIC HIV IS L TV 5 &2l &
NI [7 A R TR UAAENERL] ) | EmREEE A FrAEMIC L DTN 1 HI TR L
Nz, SHHREE S BRI DTS E - - EERA EFESLIL. COVID-19 fifiZk, :E%H‘Lxﬁ%{ﬁ #
. A, ROUMIRFAEMRBERE 1 I Th o7, AZDI1222 BER OSHBEEIC BT A TICE S
T EERAEESRITIRR Y EANIC X0 WIS IRBREEEE & o R rﬁzf;L&#IJLﬁé%Lto

274213 BELEEEZR

DR NN RER Tl EERAEFEFRORBEIG 1T 2% A0 (AZD1222 #£ 0.9%. *f
MERE 1.1%) Toh o7 (5 5% 3.5.3.2 1H Main Safety Table 1.5.3.1.1 Z[8) , JABRIEERE & B

HY M SNT-EERAEERERERILTYSRE IV @) (2742131 5HE
H\E\) o
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72 COVID-19 ¥ COVID-19 ik DFREEIS S AZD1222 BE TR - 72 Z L 2R B
BRI SUTEAGENN O BEE A EFEFRORHRENEITOVT, AZDI1222 #f & kFHEEO [ TERR
AN EIRED & 5 RIEHITERD N Do T, AZDI222 BEICBIT D e B BRSO F /e EE A
EEGT, BYYER LOFARIE (AZD1222 B£ 0.2% [23 6] . *FHEEE0.3% [4161] ) . BiE
P (AZD1222 B 0.1% [15 1] . *FHEREE0.1% [13 61 ) . MOMEE, 1k L OWEADHE

(AZD1222 £ 0.1% [15 %] | xfHEHEE 0.1% [17 1] ) Thot-,

AZDI1222 BETRD BTz, FEAGERNO EREELRAERRIIRER, HERX, MOFERTH
0. ZOMOESOREHIIINTNE 20U T ThHhoz (F17)

HIIE] SD 22 AT R R B 1T 2 BE A FHHF LR 25 5 #0 3.5.3.2 TH Main Safety Table
1.53.1.2 12”7,

TR & OB EMESH U S SN EELRAEEFEG N O COVID-19 (IZ L5 EELRAEEFROM
WRIZHOWTIE, B 53532 HELEHOMRESROZ &,
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AstraZeneca

& 17 EXRFHNOEELGHEEER (WIThHDEERT 26IULRR) OHEHT (2

EEREMMTARER)

No. (%) of participants 2

PT AZD1222 Control
(MedDRA version 23.1) (N = 12282) (N =11962)
TS 6 (<0.1) 7 (<0.1)
R 3(<0.1) 0
e 3(<0.1) 0

T E AT R AR IREA 2(<0.1) 0
BelsiE 2 (<0.1) 0
T NIBE 2 (<0.1) 0
SRTIR PR3] 2(<0.1) 0
HERIHR 22 H 2 (<0.1) 0
A ARE S 2 (<0.1) 0
i B R 2 (<0.1) 0
FEEL 2 (<0.1) 0

15 D i baniis 2(<0.1) 0
iz 2 (<0.1) 1 (<0.1)
H R e 2 (<0.1) 1 (<0.1)
SR ¥R 2 (<0.1) 2 (<0.1)
COVID-19 2 (<0.1) 17 (0.1)
G A E 1(<0.1) 2(<0.1)
D% 1 (<0.1) 2(<0.1)
UL DY 0 2 (<0.1)
HEATE 0 2 (<0.1)
1 [X] B B 5 0 2 (<0.1)
FE I 0 2 (<0.1)
AR 0 2(<0.1)
JE gk 0 2(<0.1)
NI 0 2 (<0.1)
< BT H i 0 2 (<0.1)
JAp 0 2(<0.1)
eE 0 2 (<0.1)
PRAEHE A9 0 2 (<0.1)
FE BEE 0 2 (<0.1)
— U PEN R 58 0 3(<0.1)
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& 17 EXRFHNOEELGHEEER (WIThHDEERT 26IULRR) OHEHT (2
EETEMAETNRER)

No. (%) of participants 2
PT AZD1222 Control
(MedDRA version 23.1) (N =12282) (N =11962)
COVID-19 iti%¢ 0 4(<0.1)

a Number (%) of participants with AEs, sorted on decreasing frequency for PT of the AZD1222 group.
Participants with multiple events in the same PT were counted only once in each of those PT.
Participants with events in more than 1 PT were counted once in each of those PT.

SAEs collected from the first vaccination to 364 days after the last vaccination were summarised.

AE = adverse event; PT = preferred term; SAE = serious adverse event; SD = standard dose; SOC = system
organ class

Source: Main Safety Table 1.5.3.3.1, Module 5.3.5.3.2.

2742131 RREEBLOEEMRHY LHSINEEEGRAEERR

R MR G AEH Tl AZD1222 BRI 1T 2 IRBRFY AN X 0 1RBREREAE & o B8
Ped VD Lk SN EATENOEE LA EFRIT, BEAKOHMMEEER CH 72 (58 5#
3.5.3.2 I Main Safety Table 1.5.3.2.1 &) , xtHHEICIS T 2 VRERIEHAE & OBEMED V & Hlr
NI EBREEFRIT, A CAEMERITEE R OERR Th -7,

HIE] SD 2 A MEMRHT R RAEFC 3517 D VRIS EERHIC L 0 VRBRIE & OBEMEH v &l <7z
HELAEELZE S EB 3.5.3.2 1 Main Safety Table 1.5.3.2.2 12”7,

TRERIE L OBEMESH » LI SN EE LA EFEROBERIOW T, F 5 H3.53.2 M
DOEGRZ SO Z L,

274214 FHIREZFEEZR

FRANCHE L7z AZDI1222 OF B T _NEAEFRGITIL, MR, MER, MEFIHRAE, KO
RERDAEFRNEENT, AZDI222 DIEATAREAEFEFEZO—EE 2.7472 HITRT, 1R
HEDOBENMESH U LRI &7z Grade 3 L EDOEH T REFEHRLOFRICOWTIE, &S5
3532 HERMORRESHOZ &,

PR AVEMAT I GEER TIX, HEE T REAEFROBBE G XK -72 (AZD1222 Bf
0.9%. XFHAEE 1.3%) , WITNOEHTAREFEERGICONTS, oFRI IFEEAGER D7 5|
BT EERANTE R D B 5 RFIIFRD o T, SRR OFEAGER OER TR & FEH
Gk 18 1T T,

HIERDAEERZRUVRENFIED AL H D HIEFH kR

Wﬁﬁmﬁ%$ﬁﬁwﬁﬁﬁﬁﬁmﬂ%@ﬂ%é%ﬁ%%%ﬁ@5%\%K%%@i&%%
(AZD1222 BET 5 BILL B2 1%, S5 (AZDI1222 B 0.3% [42 5] | xREEE 0.4% [51
Bl ) . R SRR mﬂnnzﬁowemsm] RHHREE 0.2% [20 6] ) . ROWHMET
(AZD1222 #£ 0.1% [7 1] . *IFEEE0.1% [9f1] ) Toh o7 (5 55 3.5.3.2 I Main Safety
Table 1.5.4.1 Z/R) . FEEERBEFFE S AZD1222 BT 4 6] GEHMII TS M) . HREET 3 4
RO BT,
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REARAAERR L LTS SN BN TEEO aTREMED B D2k (BiBEMEREB) 233
BNZERD Bz (85 5 E6 3.5.3.2 T8 Main Safety Table 1.5.3.1.1 28) . AZD1222 BED 2 FlI AW
TR K O LRI LIE, SHREED 1 fIEFHR ChoTo, 2D DOFERZOFEMA LU FICRT,
TN DFEROFERIZOWTIELE 58 3.5.3.2 IHZEMEORRE SO Z &,

BRI BT, AZD1222 B0 S kbl BB L7, HREIE S v a— v U — - by —
A9 la BIOFIERE (REBLLOULEE) &8 LT\ e, SR 36584 77 A MR T 2 [E4HE L
Too 2 [B1H OB 2 W, ALK OWRUEBIFEE  (MedDRA JEAGE : RERH) MFH L
72 MRI OFER, B BER SUIRTERIEIE L — 809 2IRAENGRD vz, FPRIED ML HE
[EOFREO BBEOZMIAS R S iz,

SIMERILREIL, AZD1222 BEO 3 Ml B U7z, WIEBERRR (BRI 1 HOA) 10 IS
T REENSEE L, 3 BEERHE L7z, BHEL QWM MRI OFER., SVEOHFHEDOIRE K O O ikiF
BAFRD B, DHIABIFIE LT3, Bk STV ad- 1= IR & I S -,

HEEJ T, SR (MenACWY) o 4 B BHEICHBL L7z, 1RBRIROFIEBEREOK 2 7 A #%IC
HAAME D TSR & 0k 5 FREA S REL LT, BRI TIRBRIED 2 M H OB 220 72 h o 7=,
90 [ H OIBBFFHE O 7= OKBETIE, BBRE OIRITIEY LT 7, BRI R ARSI 0T O #
BULERFINTH 0 | YT K D RENTEMEOFRBE% O ATREMEITIRA > 7o, I B OO R
HH LTI, TS/T6 (23517 B AMED B O B RS MEBUBEMERT 28 2350 < 308 X Av, 428 13 4%
LTz, & 0 IRFEIH O JOREMED FhR iR R 2R T T IR0 bR in- 72,

PRI RN AZD1222 BET 4 5], XHREET 3 HIZERD HivT-, AZDI1222 BED 4 i 3 (I ClEw)
FEEAED A ZZ T T2 RICERDZRHR L, 1 BICITyREEREOR 51 A% (2 B H OREFER% 21 H)
WA VBRE AR LT (T A R T B HAENERD o 260 4 FloGRZ2 L FIZRT,

o I WIEBEFEOR 3 B A BRI VIR A R LT, SR R M K OV E
PEYRHRERE L, FUEDWERRAT oA ROKAORGIZ X H1EEELZT7-, CT
A%y OV MRI OFER, FLARZER A NGB Hiviz, W 134k ThiAEWE L DA
TuA FOROBGICLDEREZ T2, Z0%, #BRE X2 BRI LA
AR 2 J8 50 L 72, MRI OFEH. 5.5 mm OB PO RTEEMREIE RO Si-, w5
TNV O FIERE A LT,

o st WIEMEREOR 80 HICER, AEE, O Y YK, ROESEED LT
FURZEFEH L=, CT A% v v OfE R, BENRLITRD bhehot, W ok
L. VBRSBTS, T RSy nr ML ST, AT a4 RICL DIk
DFET %, BANFIFFELEICEE L,

o o sEBM WIEEEER 2 FIC Grade 3 OARM/SBERIEA RBL L, 7L F=Yny
(o & B IGEABA S L, ERITEEE L=, 15 B H OB MRI OFRIZES Cb -1,

o T)EEBI WIEEEFEOK S A% (2 EIH OB 21 B) (S VERELA REL L7, DU
WA, B RECUTEGT OB ATERIERD /R0 o 1o, B IXEE OEEIED E
VN (Grade 3) 12, BLOKOIRESLREBLL, Y07 aAXT7 0 V7 U VUil i bk
WA, SRR U, BB Lo 7, R AR OB AT
JEHRIZ & B EEM O FOVOEENRH 728, CTHREDOHERIZIER TH-o7-,

SHHREE (MenACWY) T 3 fill238% bivi= sk BB RS E AR O NI, S|atticisiy 2~
BRI, LM O S BRI O BETE 29 % 4l sl 351 2 AL T B ARIEIE L 7= A5 i R
1 O A Bt c B T 2 DRI T o 72 (7 A~ T B R IAAENERD) .
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HEHT_NEEEFRE UTH 6 IR A AZD1222 T 1 FlICiBD Hiv, IR EANIC
FVEELRAEFZ LM INT (T A T EBXIHAAENERD

o Akt WIEEERED S ALILLE QEIEOBEEOK 3 1 AK) ICEERE 6 ik
R (Grade 3) Z7BlL7-, #BRF IXMIREGA IR BLL, IRBIOREIC LY A5
6 MR IR & oW S 7o, MU ZRAIR BSOS B I 2 BT DT, AHER
TEUINIAE M & HEE S 47, @RS MR CTIIANSEE O SHWERZ T RERE 513380 5
N, MAeMEERO 27 ) —=2 7 OE CHUAD MiE A Of BIZIER Th o7, AT
BEERERE LRO LN, HFREOHKELIIET TH Y, FEETHREOHERIIER
ThHoT-,
RERIG
AZDI1222 BECIE, B 63 BICHEEERT 7 4 TR —RIGHN LR bz (TA T
PR AHANER) . HLRREBE, FUAEWEIC LD RIEOIBEE Efih Ch - 7-, BRI
BROBYINAERB L, 7TRLF IV RO a7 =5 I OfANESIC L A1EEEY ST
7o ARIME X ITKGEOEITERD T, BmMiao Y 72 —80 ER LB biLeiroT,

AZD1222 BT, Tﬁifﬁi& HIZIAEFIEDS 1 380 bz, FRNIHE LR T REFESF
BIITEEN TRV, A TREIIEERANCIER T REFLTH LA EEN D 5, A TREIT
#Eﬁ-%fx BB BRI BICRBE L (7 A M7 BN ERD

D9 FUICEES HEEEE (VAED)

COVID-19 OFEFHG L EHEO H 5 HAFEORBEIGI1X, sHHREE Q6 #1] [03%] ) LT
AZDI1222 # (1541 [0.1%] ) TEERIZEL AZD1222 PEfl & OBEMEIIERD S o T2
(32 18) . AZDI222 BECIZEE COVID 19 23 2 BNZERD B, kHREETIXEE 72 COVID-19

2317 ], EFE7e COVID-19 figkhs 4 FlICiBD bz (55 5 3.5.3.2 X Main Safety Table 1.5.3.1.1
ZH)

] SD “Z2 MM R RN BT D1ER T _REAFFL L 5 4 3.5.3.2 H Main Safety
Table 1.5.4.2 (27”37,
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*x 18 SRR UVERFNDIEITREAETEROHEHEN (ZEETEMBINRE

=)
Number (%) of Participants 2
Category AZD1222 Control
PT (MedDRA version 23.1) (N=12282) (N=11962)
Participants with any AESI 115 (0.9) 155 (1.3)
HRRDOBEEFS (GENTEEO RN B D2 IKEE S T)
PR 42 (0.3) 51 (0.4)
TR TE SRR 15(0.1) 20 (0.2)
i AR 7(0.1) 9 (0.1)
B R 4(<0.1) 1(<0.1)
L T SRR B 4(<0.1) 3(<0.1)
R REES 3(<0.1) 4(<0.1)
B E 3(<0.1) 7(0.1)
LB R 2(<0.1) 2(<0.1)
eI 2(<0.1) 1(<0.1)
T 2(<0.1) 1(<0.1)
K= 2 —r F— 2(<0.1)
SR MERLIE 1(<0.1)
REWT PR 2% 1(<0.1)
AT E 1(<0.1) 1(<0.1)
PR R 1(<0.1) 0
IR 1(<0.1) 0
55 6 N AR R 1 (<0.1) 0
REAEFEA 0 1(<0.1)
FhE 0 1(<0.1)
TF747%¥—
7747 F R | 1(<0.1) | 0
FEMTEMED FREED & 5 Ik IE (HREROFEFELLSN)
vUT v IR 2(<0.1) 1(<0.1)
BB RIG2 2(<0.1)
7 a— R 1(<0.1)
TV R 1(<0.1)
SRIEPEHHESE 1(<0.1)
A EHESE S 0 1(<0.1)
U v~ TR 1 (<0.1) 0
ML EE 0 1(<0.1)
i 1(<0.1) 2(<0.1)
s 1(<0.1) 1(<0.1)
=M A BE 1(<0.1) 0
K=/ 582> 0 1(<0.1)
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*x 18 SRR UVERFNDIEITREAETEROHEHEN (ZEETEMBINRE

=)
Number (%) of Participants 2

Category AZD1222 Control
PT (MedDRA version 23.1) (N=12282) (N=11962)
H O PRV M ME & i 0 1(<0.1)
LA ) —Bi% 1(<0.1) 0
5SE DR 2(<0.1) 2(<0.1)
mAetE, mARZERM K ORI e RS

—E MR 1(<0.1) 1(<0.1)
kAR IE 0 2 (<0.1)
— i PE R 0 1 (<0.1)
o UL REE S 1(<0.1) 1(<0.1)
RS IR AR E 0 2(<0.1)
AN R 0 1(<0.1)
o L A 2 1(<0.1) 0
15 TR R G 0 1 (<0.1)
AN B BRI 0 1(<0.1)
TN R 1(<0.1) 1(<0.1)
fiti AR SiE 1(<0.1) 1(<0.1)
A MR RS 0 2(<0.1)
FEAENE AR M ER RS 0 1(<0.1)
I SE 1(<0.1) 0
— AN TSR 1(<0.1) 4(<0.1)
VAERD

COVID-19 13 (0.1) 32(0.3)
COVID-19 Jiti%¢ 0 4(<0.1)
COVID-19 D &g\ 2(<0.1) 0

a

Number (%) of Participants with AEs. Participants with multiple events in the same PT were counted only
once in each of those PT. Participants with events in more than 1 PT were counted once in each of those PT.
AESI were collected from first dose to 364 days after the last vaccination were summarized.

Table includes PTs from AESI categories ‘Generalized convulsions’, ‘Potential Immune Mediated Conditions —
Neuroinflammatory disorders’, and ‘Neurologic events — Other’.

AE = adverse event; AESI = adverse event of special interest; PT = preferred term; VAERD = vaccine-associated
enhanced respiratory disease

Source: Main Safety Table 1.5.4.1, Module 5.3.5.3.2.

ek, WEAMERFFRIRRICHRE SNER T AREAEFLEE OB T — X IZOW T,
2.7.4.6 TEHIZE#H LT,
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2743 B PR 1% & B 0D 5T

EERARAT D72 D OFRIMIX, —BOHERE CHRERZ OFE 2 Re il (K 8FE% 3, 7. 14, X% 28

A) (23S N7, BRBRAEES L5 UK T L-gira oB& 231+ 5725, COV005 RER
(—EogERE) . COV00l B, KT COV002 3Bk D SR D s KA T — & 2088 L CHT
L7,

2.7.4.3.1 MRFHIRE

B AR R AL O TN 2 520 U 72— O#EBRE Tl MR PR A ORE R 1 AZD1222 #f & xHREET
BELCHERLL T2 (56 5 %6 3.5.3.2 T8 Main Safety Table 1.6.1.1 M) , AfERE OB, #FHER
oW KO L DWA H3F8 D & AT B E O FIG 1 3oe FEE & ik L C AZD1222 #ECTh
TINTE Mo TeDS, E OO IMEE FHIRR A THEFEREF T L T\ e, AZD1222 B & kFHEEED
W T, MR & BT 56 FFHR KO Grade 3 LA B0 MR 7B AR 2 5 DR BLE
AlXE - 7= (5 5 6 3.5.3.2 T8 Main Safety Table 1.5.2.2.1 )

2.743.2 mEEICFRE

BRI FR AL O TN 2 S0 L 72— O Tl MiRA L PR A ORERIE AZD1222 B & xf R
THEL THEE LTV ("’* 5 3.5.3.2 TH Main Safety Table 1.6.2.1 Z#) , Grade 1~2 @m%@q‘t
FRRAE R E OFBIEIG 2 AZD1222 B & RBEO M Th T 022203580 bz s, BRI
%@%5#Ti&wk%x%ﬂt&m@sui@mMEM%&Eﬁﬂ%®%ﬁ% i@@ﬁﬁ
THHECTHY | MRAELFRA & BET 25 EFRORBREIGITEr-72 (B 5H3.53.2H
Main Safety Table 1.5.2.2.1 &)

2744 N BT A
COV001 Bk, COV002 ik, COV003 iR, K& TN COV005 FRER TIIHLE D KEERFIZ EHIN 72

INA B A DRNE ZFEHE LT, DFE N CldAg vt A v 2 ZeMEORMBEE & L
Mmootz

2.7.4.5 BAGEEERARVIKRETIZBITA2REEH
2.7.4.5.1 ARMEER

274511 FhDEE

BWERE D D B, 65 L EOWERE OEIE1X 9.4%. 70 Ll EOWERE OEIE1X 6.4% Th -
oo NOFEEHFIRFE L DN — R T A VIREORHEIL, WT N OFRROEH 2 ERTH AZD1222 B
& RHHRBECARMRAITELIL T 2, 18~64 i DHERTE D 73.8%. 65 mkLh EDOHER D 93.4%I1L A
NToho7- (5 5% 3.5.3.2 18 Age Safety Table 4.1.3.1.a, Table4.1.3.1.b ZH) |

itﬁ%%lm AZDI1222 QRIS T 0 7 7 A NV TlE, RO EE OFFER EHEHG O EIEE K O
BUEIA T, 18~64 I DOHERE & i LT 65 LA L OWERE TR o 7o, W OF D54
SikQ %%mﬁ£$2@@§ﬁf&0§%fﬁ% 1T, WIS & i L C 2 [B] B OB TR o T2

(%5 5% 3.5.3.2 18 Age Safety Table 4.5.1.1.2.a, Table 4.5.1.1.2.b, Table 4.5.1.2.2.a,

Table 4.5.1.2.2.b, Table4.5.1.3.2.a, Table 4.5.1.3.2b ) |
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AZD1222 DWT N OEFE 28 HIFOIERFEA FEFRORBLEIG S, 18~64 sk OHERE
(43.3%) &l LT 65 Ll LowiRE (29.1%) T -T2, FERFER EFHLRO KR 1T E
NITHEETH Y, Grade 3 UL EOIEFFERFEFLOBBEFIE 1L 65 il EO#ERE (1.7%) & 18
~64 EOYERE (22%) OWTHNTHIKD -7 (55 5 3.5.3.2 T Age Safety Table 4.5.2.1.1.a,
Table 4.5.2.1.1.b ) ,

BEESAEFLUIER T REAFEFZORBEEEGITONT, WTNOFROMSERTH
AZD1222 BE & X HBEE DO R TREIRHNZ B D B D NI S o=, EEREE %%@%
ﬁﬁém\m~mﬁ@wﬁﬁfmAﬂan¢CM%<%m)\T%HTLmsumm)\
ﬁuimﬁ%%fmAmnnzﬁfLweusm)\ﬁ%ﬁf1y403m)f&ot(%sﬁ
3.5.3.2 I8 Age Safety Table 4.5.3.1.1.a, Table4.5.3.1.1.b, Table4.5.4.1.a, Table4.5.4.1.b Z[R)

LIEX Y AZDI1222 DRZEMET 1 7 7 A NME, 65 LA EOBERFE & 18~64 i DHERE TR
FICHEL L TRV . 65 L EOPERHE TIFRIBUS O FEBLEI G MK > 72,

274512 VVAIVEFEZFZAONDGERKEZAEIT DA

D1 HBX HHERE (AZD1222 B 36.5%. xHHREE 36.7%) 13— AT A LKEZ COVID-19
DY RATHRFEEZEZHNHIEBEHEREZH LTV (55535 3.5.3.2 IH Main Safety Table 1.1.4.1 £
M) o "R T A URHCHEMER B AT DHBRE T D EA MR R, B (54.5%) . =
ME (25.5%) . KOWHEE (18.8%) Thol-, T DEMIZKIT 2 EBERBEOFEMIZONT
1. %5 5 %6 3.5.3.2 TH Comorbidity Safety Table 2.1.4.1.a & MD Z £, A QFFHAHIRE KL AR —
AT A RFOREIT IR B O EMOM THEELL Tz (55 55 3.5.3.2 5 Comorbidity
Safety Table 2.1.3.1.a, Table 2.1.3.1.b, Table2.1.4.1.a, Table2.1.4.1.b ZH) |

NR— 25 A | %ﬁ BEH I OB L L CRBSRR A AT D HBRE C. REARE
FHORBE GO LFITRD 5T, w#m@m\%lf%Amnmz®fﬁ EZRAFCToH -
to%mﬁ$$%®%ﬁ%A&UErfi N—=R T A VR IR B A G T o9ERE L S
WHRBRE CHEL L Tne (58 %3&uENMmmmw&mymmzsu2@1mmz5m2h
Table 2.5.1.2.2.a, Table 2.5.1.2.2.b, Table2.5.1.3.2.a, Table2.5.1.3.2.b &) ,

FHRERABFEFLOEARGE, BEFE L OEIEEIX, N—2 T A RO EMERBORRBIZ DD
LML THELL TWe, "= F 1 UIRHCERREZ AT 288E T, ETITR D LR
molz, BEELAFEFZUIERTNESHFEFFROEERESICONT, WTNOEMRE DTS
$EHITH AZDI1222 #f & HRE O CRRRRIICE IR O & 2 AT I3 b e~ 7o (55 5 &6
3.5.3.2 5 Comorbidity Safety Table 2.5.2.1.1.a, Table 2.5.2.1.1.b, Table 2.5.2.2.1.a, Table
2.52.2.1.b, Table2.53.1.1.a, Table2.5.3.1.1.b, Table 2.5.4.1.a, Table2.5.4.1.b &) |

PLEXY . AZDI222 OLZEMET a7 7 A MT, _—RF A VI AT HHBRE & fH
S 7R BRE CARE L CHEEL L T,

274513 AR—XS54 BOMERICDEE

BRI S R Tl 95.9%DHIRE TX—A T A VIO MIGINIIEMETH - 7=
(% 50 3.5.3.2 T Main Safety Table 1.1.4.1 /) . AR FHIRHER OAN— R T A RO R
E, AFEZ BR TG RS S 2P OBERE & (I E OB ORI THE L THEELL T GBS
3.5.3.2 I Serostatus Safety Table 5.1.3.1.a, Table 5.1.3.1.b Z[f) , AZD1222 #ECiX, MG D3E
PEDOWERE O KETTAN (764%) T o723, MGG OWEERE O KE /7T A A
(45.4%) SUTBAN (39.9%) ThoTo, MIERISHEMHEOPEREEIT D722 (AZD1222 #F
366 Bil, XIREE 387 #) . T — X ORICITEENLETH D LB b,
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RIBUS T 2 7 7 A WZDNWT, N2 T A RO MIE RS D EME O PERE & G O #RE O F
THERIIZERDO & 5 21380 bivie o 7- (5F 556 3.5.3.2 TH Serostatus Safety Table 5.5.1.1.1.a
. Table 5.5.1.1.1.b, Table 5.5.1.1.2.a, Table 5.5.1.1.2.b, Table 5.5.1.2.2.a, Table 5.5.1.2.2.b, Table
5.5.1.3.2.a, Table5.5.1.3.2.b, Table5.5.1.4.2.a, Table5.5.1.4.2.b, Table 5.5.1.5.2.a, Table 5.5.1.5.2.b
Z) , FFEAEFEFROT 0 7 7 A Vb MIERISOEEFI OB TEE L TEELL Tz (8
#1 3.5.3.2 IH Serostatus Safety Table 5.5.2.1.1.a, Table 5.5.2.1.1.b, | Table 5.5.2.1.2.a, Table
5.5.2.1.2.b, Table5.5.2.2.1.a, Table5.5.2.2.1.b, Table 5.5.2.2.2.a, Table 5.5.2.2.2.b Z:#) |
AZD1222 BHIZ 851 % Grade 3 DL EOIRFEAEHRORIATIGICONT, ~—2 T A VIO
BOSHEIEOHERE (2.1%) & BtEOwERE (1.4%) OB TEITRD ko7 (555
3.5.3.2 I Serostatus Safety Table 5.5.2.1.1.a, Table 5.5.2.1.1.b &) |

HERHTRE 75%%%&0‘\5%@%%%%@%@%% IZDONWT, R—=RA T A RFD MLIFH RIS DS
Sy O M TERIRAIIZ R D & 5 R IHITFE O Hivienr o 72 (5 5 3.5.3.2 I Serostatus Safety
Table 5.5.4.2.a, Table 5.5.4.2.b, Table 5.5.3.1.1.a, Table 5.5.3.1.1.b Zi&) , AZDI1222 BEIZH1T H1F

HIREFEFRLOEERAFTFEZORBEIGIL, N—R T A VRO MGG &M O #ERE

TEWFNDL 0.9%, N—RA T A VRO MRS EMEDOHERE TITThZH 0.5% K% T 0.3% T
&Ho7- (5535 3.5.3.2 I8 Serostatus Safety Table 5.5.2.1.1.a, Table 5.5.2.1.1.b &)

DL EX V. AZDI222 DL T v 7 7 A4 M2 HOW T, MIER G EMEO#EERE L Btk D #hEr
@ﬁf%ﬁ%’ﬁ%@%5# IROLNT ., MRS EIEDO#ERE IZE 1T 5 AZD1222 D24
M a7 7 A NWCEEMEOREITEE SN o T,

27452 NEMEER

2.7.4.5.2.1 EDEE

N A ERHROR I R — R T o ORI, i M VAT & RO T E o CE L TR
LTz, HEEICET 2 —EREOVFERMITT 7 OV KM T 7 U B L L TEWV, R
(BN U TR OSSOV RO T 7 U 1 L L TEh o7z, 65wl Lok
DEIGIX, RET126%, 77N T63%, M7 7 HTO01% Thole (555 3.53.21H
Country Safety Table 3.1.3.1.a, Table 3.1.3.1.b, Table 3.1.3.1.c /) , FE KT 7 P TIERED
DOWERENEAN (ENZFI 922%M N 69.1%) Tho7oi, M7 7 U B TIERE D OWERE M
2A (703%) THoiz,

AZD1222 DEISIET 7 7 7 A WZHOWT, BE ORI TERIRINZERD & 5 A 5113380 Eﬂiﬁ
Mol FEREFEFROFEBEIG L OBEEEIZOW T, B EOR TH LR AR RO
7o (55 56 3.5.3.2 I Country Safety Table 3.5.1.1.2.a, Table 3.5.1.1.2.b, Table 3.5.1.1.2.c, Table

3.5.1.2.2.a, Table3.5.1.2.2.b, Table 3.5.1.2.2.c, Table 3.5.1.3.2.a, Table 3.5.1.3.2.b, Table 3.5.1.3.2.c
S

Wila] SD ZE A MEfRMT R EEF Tl AZDI1222 BEICK T DR ER BEF G ORBIEIGIIMT 7 U A
(68.8%) &Ml L CHE (94.9%) KT TV (92.0%) Twa<l . REYERZRD SN, BT
7V B OFRERTIX, #RE HEEICELEk LR E A FH G ORE L R EA FEHG OINE B s 2
T T (8 5 #53.5.3.2 HEstaHmpbr ahmi s | itk B 228) |

SHBEEIC BT 2 RN ST OB EREEELORTEESIL. M7 7V h (FREFN25%K )
43.5%) L L CHE (R 63.9%KL TN 704%) M OT T2 (LR 60%M O 65%)
TR - T, AZDI1222 BEIZET 5 Grade 3 UL LD AT DR ER HHLOFKBEIGIL, J[EH
(0.8%) KOTZ72L (1.0%) LT 7Y H (3.9%) TrEdroi-, Grade3 Ll EDEE
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DR EAEFEFROBHRFNEGITEEOM THLELL Tz (85 55 3.5.3.2 I Country Safety Table
3.5.1.1.2.a, Table 3.5.1.1.2.b, Table 3.5.1.1.2.c. Table 3.5.1.2.2.a, Table 3.5.1.2.2.b, Table
3.5.1.2.2.c. Table3.5.1.3.2.a, Table3.5.1.3.2.b, Table3.5.1.3.2.c &) .

AZDI1222 B ClE, A EFRORRENENEE (28.0%) MOHET 7 UH (27.8%) Lt
LT 7Y (60.7%) TrEWEHADBFED S22, BRMICEROH 572 TIERneEE 26
iz, MEECH, IEFFEAHEFGORBEEIGIIRE (21.6%) KOMT 7V (26.8%) & kg
LCT 7Y (43.5%) Trnr-o7- (5 510 3.5.3.2 I Country Safety Table 3.5.2.1.1.a, Table
3.5.2.1.1.b, Table3.5.2.1.1.c, Table3.5.2.2.1.a, Table3.5.2.2.1.b, Table3.5.2.2.1.c ZR) ,

BELAFFZUIER T ARAESAFTELORBESIZTONT, WTNDOETY AZDI222 # &
KTFRREO R CHERRBIICEIR O & 2 RHII8» b/ o7 (5 5 i 3.5.3.2 IH Country Safety
Table 3.5.3.1.1.a, Table 3.5.3.1.1.b, Table 3.5.3.1.1.c. Table 3.5.4.1.a, Table 3.5.4.1.b, Table 3.5.4.1.c
S

Pl EX Y., AZDI222 D70 7 7 A4 MZHOWT, S EOR TEIRIZEWD H 5 7213580
SR o T,

274522 TFEIFI/ITIUDEE

U FUoEREBEETAREAEFRLICT AT R /71/@%%&5®%@L0w
f\cmmnﬁﬁuxwé%%ﬁ%%hfwé(Rmymammmw BHIRRABRTH S
COV001 #BRTIL, TRBRFERFTHEZEDWETIC P2 CY 7 FUoEMRIOTE T
2 ) 7 = DTG % ATHE &LKOT?bT /71/@%%&5@%%%&ﬁ#5t®\@
ffit% 2 B OREA EHGORBEIG 27 L7,

T N7 )T 2 DFREEZT T RERE L. AZD1222 #ET 56 il kIHREEC ST HITH -
= (F£19) . AZDI222 BE L SBEEOWNTHICB W T S, Rtk VS O EA EFEL DR E
BlE. TERNT ) 72 OG22 TR lRE B LTI T ) 720 DF
B¢ 5% 52 1 F 1- g B CEUERIIT R D > 720 AZD1222 D% 2 A IO BREE bW Es
EHQIKT DT NT I ) 72 O TR G OB LR, 78 NI ) 72007
BHPE 51 X 0 RO R, U, BEIE B, SR, K OEREORIEIS ik%<ﬁ?b
7z@m%mwmum%)o:@%ﬁ%%ﬁ%d<&\7tb7\/71/@%%&5
Amnmzmié@ﬁm(%%\%ﬁ@\%ﬁ\%ﬁﬁ\ﬁﬁ\&w%ﬁﬂ)mﬁwbko
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=19 7t 72/ 7z (Paracetamol) DFREGEDHEREIDERER 2 BHRORERE
BROFEHEE (COV001 HER)
Number (%) of Participants
AZD1222 MenACWY Control
No Paracetamol Paracetamol No Paracetamol Paracetamol
N=487 N=56 N=477 N=57
Solicited Local Adverse Events
TN 302 (62.0) 24 (42.9) 148 (31.0) 12 (21.1)
9% 382 (78.4) 42 (75.0) 243 (50.9) 20 (35.1)
Y 2(0.4) 0 (0.0) 2(0.4) 0 (0.0)
ENRL 83 (17.0) 8 (14.3) 53 (11.1) 6 (10.5)
) 7(1.4) 1(1.8) 7(1.5) 1(1.8)
MR 9 (1.8) 0 (0.0) 7(1.5) 2(3.5)
i 7(1.4) 0 (0.0) 3(0.6) 2(3.5)
Solicited Systemic Adverse Events
FEEN 84 (17.2) 9(16.1) 2(0.4) 0 (0.0)
S EN R 244 (50.1) 19 (33.9) 22 (4.6) 5(8.8)
LA 265 (54.4) 15 (26.8) 30 (6.3) 3(5.3)
B & 142 (29.2) 14 (25.0) 24 (5.0) 2(3.5)
P 283 (58.1) 24 (42.9) 74 (15.5) 10 (17.5)
% 310 (63.7) 33 (58.9) 157 (32.9) 15 (26.3)
Gt 312 (64.1) 27 (48.2) 116 (24.3) 11 (19.3)
Rk 285 (58.5) 25 (44.6) 45 (9.4) 3(5.3)
E 111 (22.8) 14 (25.0) 27 (5.7) 5(8.8)

Source: Folegatti et al 2020b

COV002 ;B K U COVOO3 SHERICE T AT b7 S/ 7 = VD FRAIRS D RIREME D AZ4T

COV002 #RBE KL TN COVOO3 FBRCTIXT | h T 2 ) 7 = v DO PR G2 HE5E U, R 2 985
FHIDPHERE BEEICREERT D 2 & & Lic, T GBI o unas, AZDI1222 BEIC BT HHRFE
HEREGORBEENL, T NT ) 72 OREE2Z T o l-FE L gL <, 7' T
) T = OGBS T TR CEUE NI mV ME A 23R BTz,

IHIZ, AZDRR BEZB T 22 DREAEFREMO LR, 7T I /) 72005
EZFTHRE T NT 2 ) 7 = OG22 o T RE OFBREIGOE T, $T
DEEFRTHEDOOLNMEHA EML T LT\,

TERT )72 DRGNP HERS AT EZICH2 DL, 7T T 7238
LCFRiE LTHERSSINZDTTIER - 72720, COV002 5k 2 TN COV003 iBRIZHBIT 57 &
N7 272 OERIIE, IREEIESFIRIL E AR L TV D RREER S 5, RE RFETT | F T2
J 7 = OFEABHRE SN HEREICB N T, BIEAEFROBIBNENEN-ToZ &iE, T
N7 X7 o ATERICRT D xHERIE S LTRSS, BEOTHEGOEIEGITITHIEL Y K
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Adverse Event Clinical Study Protocol Terms Patient Diary Terms
COV001, COV002 COV003 COV005 COVv001, COV002 COV003 COV005
Pain Pa@n/ s Pajn/ . . . Pa@n/ o Pain Pain -
Pain at injection site | Injection site pain Pain at injection site
Tenderness Tenderness Sensitivity Tenderness Tenderness Sensitivity Tenderness
Redness Eizthema atinjection E;gggzsn/ site erythema Redness Redness Redness Redness
Warmth Warmth Heat Warmth Warmth Local heat -
Itch Itch Itching Itch Itching Itch Itching
Swelling Swelling Swelling Swelling Swelling Swelling Swelling
Induration Induration Local hardening Induration Hardness Local hardening Hardness
Fever Fever Fever Fever Temperature Temperature Temperature
Feverishness Feverishness Feeling feverish Feverishness Feverishness Feeling feverish Feeling feverishness
Chills Chills Chills Chills Chills Chills Rigors
Joint pain Joint pains Joint pain Joint pains Joint pain Joint pain Joint pain
Fatigue Fatigue Fatigue Fatigue More tired than usual Fatigue Weakness/Tiredness

Muscle pain

Muscle pains

Muscle ache

Muscle pain

Aching muscles

Muscle pain

Muscle pain

Headache Headache Headache Headache Headache Headache Headache

Malaise Malaise Malaise Malaise Generally unwell Malaise -

Nausea Nausea Nausea Nausea Nausea Nausea -

Vomiting Vomiting Vomiting - Vomiting Vomiting -

Bruising - - Bruising - - Bruising
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Data included in the pooling by study

COV001 | COV002 | COV003 | COV005

Comments

Solicited local adverse events

Pain X X X NA Grade based upon Studies COV001/COV002 grading criteria. No data from Study COV005.

Tenderness X X X X Grade based upon Studies COV001/COV002 grading criteria. Study COV005 scale lacks
Grade 4

Redness X X X X Grade based upon common objective grading criteria (diameter)

Warmth X X X NA Grade based upon Studies COV001/COV002 grading criteria. No data from Study COV005.

Iich X X X X Grade based upon Studies COV001/COV002 grading criteria. Study COV005 scale lacks
Grade 4

Swelling X X X X Grade based upon common objective grading criteria (diameter)

Induration X X X i Grade based upon the common objective grading criteria. Study COV005 grading scale not
compatible.

Bruising NA NA NA X Included despite recorded in only one study so that all available data are included.

Solicited systemic adverse events

Fever X X X X Grade based upon Studies COV001/COV002/COV003 grading criteria.

Feverishness X X X i Grads: based upon Studies COV001/COV002 grading criteria. Study COV005 has no
severity grading

Chills X X X i Grads: based upon Studies COV001/COV002 grading criteria. Study COV005 has no
severity grading.

Joint pain X X X X Grade based upon Studies COV001/COV002 grading criteria. Study COV005 scale lacks
Grade 4

Muscle pain X X X X Grade based upon Studies COV001/COV002 grading criteria. Study COV005 scale lacks
Grade 4

Fatigue X X X X Grade based upon Studies COV001/COV002 grading criteria. Study COV005 scale lacks
Grade 4

Headache X X X X Grade based upon Studies COV001/COV002 grading criteria. Study COV005 scale lacks

Grade 4
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Data included in the pooling by study
Comments
COV001 | COV002 | COV003 | COV005
Malaise X X X NA Grade based upon Studies COV001/COV002 grading criteria. No data from Study COV005.
Nausea X X X NA Grade based upon Studies COV001/COV002 grading criteria. No data from Study COV005.
Vomiting X X X NA Grade based upon Studies COV001/COV002 grading criteria. No data from Study COV005.

NA = not available.
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AESI Medical Concept

Neurologic Generalized convulsion: Seizures are episodes of neuronal hyperactivity most commonly
resulting in sudden, involuntary muscular contractions. They may also manifest as sensory
disturbances, autonomic dysfunction and behavioral abnormalities, and impairment or loss of
consciousness.

Other neurologic events: These events would include new onset event (acute or
subacute) motor and sensory disturbances (eg, weakness, numbness, paresthesias,
hypoesthesia, hyperesthesia, dysesthesias), bowel/bladder dysfunction, gait
impairment, or visual disturbance, or other sudden neurological deficit.

Vascular Thrombotic, thromboembolic, and neurovascular events: These are events that can
manifest as transient or permanent vision problems, dizziness, trouble understanding,
facial droop, slurred speech, unilateral weakness, deep vein thrombosis with swollen,

warm or painful leg, pulmonary embolism with shortness of breath, chest pain or irregular
heart rate

Hematologic | Thrombocytopenia: Thrombocytopenia is a disorder in which there is an abnormally low
platelet count; a normal platelet count ranges from 150 000 to 450 000 platelets per uL.

Immunologic | Vasculitides: Vasculitides are a group of related disorders characterized by
inflammation of blood vessels (vasculitis) leading to tissue or end-organ injury.

Anaphylaxis: Anaphylaxis an acute hypersensitivity reaction with multi-organ-system
involvement that can present as, or rapidly progress to, a severe life-threatening reaction
requiring immediate medical attention.

Vaccine-associated enhanced respiratory disease: The pathogenicity of VAERD has
been linked to a vaccine immune response characterized by induction of
non-neutralizing antibodies, and a T-cell response of the Th2 type with
hypereosinophilia (Lambert et al 2020). VAERD may manifest as a severe form of

respiratory disease with prolonged fever, and diverse clinical manifestations of disease
severity and pathological changes marked by increased areas of lung consolidation, broncho-
interstitial pneumonia, and necrotizing bronchiolitis (Rajao et al 2016).

Potential immune-mediated conditions: These conditions are a group of autoimmune
inflammatory disorders characterized by an alteration in cellular homeostasis, which

may or may not have an autoimmune aetiology. A list of events is provided below

e  Gastrointestinal disorders
o Celiac disease
o Crohn’s disease

o Ulcerative colitis

o Ulcerative proctitis
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e Liver disorders
o Autoimmune cholangitis
o Autoimmune hepatitis
o Primary biliary cirrhosis
o Primary sclerosing cholangitis
e  Metabolic diseases
o Addison’s disease
o Autoimmune thyroiditis (including Hashimoto thyroiditis)
o Diabetes mellitus type I
o Grave's or Basedow’s disease
e  Musculoskeletal disorders
o Antisynthetase syndrome
o Dermatomyositis
o Juvenile chronic arthritis (including Still’s disease)
o Mixed connective tissue disorder
o Polymyalgia rheumatic
o Polymyositis
o Psoriatic arthropathy
o Relapsing polychondritis
o Rheumatoid arthritis
o  Scleroderma, including diffuse systemic form and CREST syndrome
o Spondyloarthritis, including ankylosing spondylitis, reactive arthritis
o (Reiter's Syndrome) and undifferentiated spondyloarthritis
o Systemic lupus erythematosus
o Systemic sclerosis
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e Neuroinflammatory disorders

o Acute disseminated encephalomyelitis, including site specific variants (eg,
non-infectious encephalitis, encephalomyelitis, myelitis, radiculomyelitis)

o Cranial nerve disorders, including paralyses/paresis (eg, Bell’s palsy)

o Guillain-Barré syndrome, including Miller Fisher syndrome and other
variants

o Immune-mediated peripheral neuropathies and plexopathies, including
chronic inflammatory demyelinating polyneuropathy, multifocal motor
neuropathy and polyneuropathies associated with monoclonal gammopathy

o  Multiple sclerosis

o Neuromyelitis optica spectrum disorder
o Narcolepsy

o Optic neuritis

o Transverse myelitis

o Moyasthenia gravis, including Eaton-Lambert syndrome

e  Skin disorders
o Alopecia areata

o Autoimmune bullous skin diseases, including pemphigus, pemphigoid and
dermatitis herpetiformis

o Cutaneous lupus erythematosus
o Erythema nodosum

o Morphoea

o Lichen planus

o Psoriasis

o Rosacea

o Sweet’s syndrome

o Vitiligo
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e  Vasculitides

o Large vessels vasculitis including: giant cell arteritis such as Takayasu's
arteritis and temporal arteritis

o Medium sized and/or small vessels vasculitis including: polyarteritis nodosa,
Kawasaki's disease, microscopic polyangiitis, Wegener's granulomatosis,
Churg— Strauss syndrome (allergic granulomatous angiitis), Buerger’s
disease, thromboangiitis obliterans, necrotizing vasculitis and anti-
neutrophil cytoplasmic antibody (ANCA) positive vasculitis (type
unspecified), Henoch-Schonlein purpura, Behcet's syndrome,
leukocytoclastic vasculitis

o Antiphospholipid syndrome
o Autoimmune hemolytic anemia

o Autoimmune glomerulonephritis (including IgA nephropathy,
glomerulonephritis rapidly progressive, membranous glomerulonephritis,
membranoproliferative glomerulonephritis, and mesangioproliferative
glomerulonephritis)

o Autoimmune myocarditis/cardiomyopathy
o Autoimmune thrombocytopenia

o Goodpasture syndrome

o Idiopathic pulmonary fibrosis

o Pernicious anemia

o Raynaud’s phenomenon

o Sarcoidosis

o Sjogren’s syndrome

o Stevens-Johnson syndrome

o Uveitis

AESI = adverse event of special interest; VAERD = vaccine-associated enhanced respiratory disease.
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