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R iESttoe=42—-28, 2@ L) 23R
IZ. COVID-19 ICDOWT DT v 47— b K OE Py L
AL SN ED T 2 F vicat S B B
FEE I L 72 (Web FHHE) . 828 %4 (B 49%.
50 AL 51%) X D [EIERE S, AR
DY TH o7z,
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2) #EHEH

1. 2% 7 3 v 7D COVID-19 143 5 % 2
2. COVID-19 7 7 5 v I B3 3 E o xffGic >
VT D FF

3. COVID-19 7 7 F ¥ T2\ T DA%

4. EMNBIHEMSFED COVID-19 7 7 F vik~o
SNE A

5. 87273V T 1y 2 RAERFICENRERED
7 7 5 v i~ oS hNER

3) FEMR

1. %7 2 v 7D COVID-19 IZH$ 2% 2
BENE I icfToz v

74% DRIEFEDR [+ 1T wiznw ] eEZXTED,
502 TZ2HBbwv] &RIE, £, 21%1F [ &
LEhebwzhw LORETH -7,

B AT 5 L A
65% DEIEHED i) LELCTEHY, 18% BT Y
bhebwaaw) 17%2 [Z25Bbhn] &
DEETH > 7,

BELTHHEAT R R ERD
47%5 TG L TR EFEXTED,
261X TEBHLEDB VRV, 27%1F 25 &
bixw] EomETH -7,

BREg%dHIVRICETEETS

%R NEREE2HE VRICETAEET 2] & EE
LTED, 2%F TEBELEB VRV, 36%
X TZ28Bbrv] LoRETH -7,

2.COVID-19 7 7 5 v Ed I B3 5 E o Xf G i 2
W T O FF

27%72% TEFHiid 2] ¢ mEFL, EETT 75
VTR e, —HN R EYLIMz b
ERHYFEOERLD Y | BUFOXIGIC—E D /&
JEERLTWS, L2L, 48%D AL L5

Ebwnzewn] EolFETH Y, FHlisrND
FEHL & Tn o 7z, WIS, 25% D N &1 MK < 53
2] LRIFELCEY, REWICET 2ERST
JEL Tz & &5, BUF O RIS 2 AN 2 %
BBD ol BRNLT WS, ZORIT. BUMF
DR 5B CFHl & LT\ % —77, EE KD
PEADL VWL ERML TR EEZILND,

3.COVID-19 7 7 F v IT 2\ T D
<[FNBLRMED T 7 F ikt 2 iR >

0% BFIEZH > TV B H DD, 10% 1T D Al
Lzt wIofERE o7,

7 7 F v ICBT 5 MR TG E) o s ki
I EUIARIERICT 22 A TE 3 X5 rBREK
P EERHFETCH L ERRLT D,

<[FHNEEPEDT 7 F I T B4 AT >
LGl BRE VIR T 4 THhA A= RFL,
B S E 1T T 2 o e 2D ICHIRE S
BEE L ZeECT 2 BECFEEOAE,
LHRIEL TV ANOEIG 2RI . FricEzE
EWVI) RICBWTHHMEICRY T 4 7ia 4 A —
CBER ST TR AW ERFEHY
Elhote, £, HERE R ZF572 7n IR 72
H&d —ERGEELTEHH. V7 FVicH+ 51{E
TR RD 572011, & 57 PG E) & EANE
DIERB A AR TH 5,

<IN ED T 7 F TS B EREE >
MU DTFHEEF > T 0B D DD, 6%IITFLE D A
LW EWIHER L o 72,
ENBENED Y 7 F vichi 3 2 e . 13I5H
HETHoT,

<SRBT 7 F VIt T R4 A—Y >
ENBEMECE T 7 Fvicnd 34 X2 —
VEHKT 5 & NEEERED T 7 F T L
TlE~A4 F R4 A=Vl AR
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BT 28a. GHTERVE VI REZEDLSL Do 72,
—JC, KV T4 7T ERE LCid, ES S
DT 7 FVHRREHTH B & v FHliAS <
RO bR E o7,

4. BNEEEMED COVID-19 7 7 F vikBi~oD
ZME R
BEA~DSMEE 2722 L5525 AT 10%IC e
EED.90%DANESMEZEZ -2 LR E »
IEETH 572, ZMEE 2 - BEBITIIZML
oMl e LT, e~ 0B aeERoA
FaE RS0tz T IBHREEML TV 5Y;
IR TH o720 RND 0> o T2 720500
ERG oozt DEROD 72, 2D XS
RAERP O AT 4 THE A U 25t 0 ih 7
ft& RSN ORS % 1R 3 2 72 © o SRR
BAARTH L EEZLIND,

5. 87278 7 Ly 7 FERICENEEPED
7 7 F v iR~ D S NE A

St HAREWN CHEFEDEIIEY 7 F v kB E
BX 256 BRICSIML7ZwEw) RIFIRD
KA EX 0B ERSIML 72w
DR L o7z, ZDHEHRE LTI, 2502
EeoElrmET 2EAL RSN X 28
B[] B0 0 BE 0 S e ] o0 Fp b 7 &I X 2 M BRI
MR N7z, 72, FRICEEEE <X, 795
BHVWIEPTH B Lho, REMICHT 21
WO 7RI TOBRBSBIMNCA L R IK | A
YLt wiEETHoTz, —HT, BMESA
YUz & LME e LCi. BHET 751
ZOLTHEETE 2 2w ) me RRicsins 3
Tl T, BHBREZZ U o0, EECHE
HENCDER D Z BB T o, T/, BT
PHIC HEEZR W RITTE B 2 L IZRTEMBL 72\,
AT D EEBERE TR EE X N 5 D TH L,
SMEHFLET DL 0HIMAEL D -7z,
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C. KE D= : COVID-19 FRHBERY T—2 (CoVPN)

2019 4E 12 H i i IR KA o Jifi 28 2S8R 5
TN TLARE, KESEETIZY 7 7 VIR EZ 8
ICHEME L 72455, 2020 4F 12 HIC COVID-19 7 7
F v ORI E 5 72,

— 77 B ENC BT 25 1T HEEROFR 1L 2021
DB T AHBER O BfR X < T 2021 4F42HH
TH 35,2021 £ 8 A THICIEE SO —72 (K
PeF>25,000 A/H) 2R L ., 2ok, Basn
% 28 Bk (Variants of Concern : VOC) TH % [+
I7ua vkl ORfTLIEE o7,

ZDXHIE NV T Iy 2T 7T OEFEDIE
FNTHEA 72 5 D B T AERASR O IR & | Feps
[l 23R8 B L 72 28 AH SR o0 SEFEER IR & 13K & <
B s 2 b KEIC BT 2 TSRO Ei
RIICBE 3 2 #8250 [Mena Lora, 2023] % #1002
R 2 1T 2 72,

E 1=
1. &8

Ny T Iy ZRRICIRY 7 F v ORFIKRE D 6
HKR~D 702 2 EE & T, EHP B El
FI#F 7] (emergency use authorization) & 2% H
BRLATNE RS R\, ZD70IiciE, 5 1A
kB oD FE I (R 2 BRI RS L TH Y . BUF -
FITHERE - RIEIEBOBER- Y= FF—v v 7
X 2 HFEINTFEENE % BB L 722 T id e & 7 v,

KIETIE COVID-19 ~DEFH L LT, 772
F v L - WA DR, B UENALDE
JEE « P % Fif D e v — X TS 2 720 D
K77 Z L e LT [COVID-19 s bt fH A

(OWS, Operation Warp Speed) 233%37. X 17z,

OWS I3, fRffEALE (HHS) o THRHEECH
% ENZEAENTZERT (NIH) | EY)IE 22 Jeimift 7t i o6
J& (BARDA, Biomedical Advanced Research and
Development Authority) . Zfi X 5 v % — (CDC) .
FEWmEHREME (FDA) & ¥, B XUCEHPEA

(DOD). 2754 (USDA) , T4 L ¥ —44 (DOE) |
REZEANE (VA) 7x & OEMBUFKEL. ZilicR

BIEELDMAZERAA—-FF—v v 7 TH 5,
NIH @ COVID-19 &AL 7 7 F v Of#E

( ACTIV, Accelerating COVID-19 Therapeutic
Interventions and Vaccines) ~¥— b F— v 7 2
W HL i o 71 72 il (RADX, Rapid Acceleration of
Diagnostics) 4 =+ 7 5 7, ¥ X ' BARDA Dfiff
e o A RMEE AR 2RO BEfF DALY #H A& % 3
BIOIHEEDHAEL TV,

KEBIFIZY 7 F v B IR 2 TR DR

HEHI) R 7 T 5729, OWS %38 U T+
NV OREERITo 7, $72. 5 I HHEER %2 M
WHICEf TS 2720, NIH 254 3 27 #li#o 1
DTH B KEELT Lo X — KYE 78 P

( NIAID, National Institute of Allergy and
Infectious Diseases) ¥ X N BARDA #BL &
BRI 1T 5 720

OWS T VMIC X » T, 77 F vEFHOKER

ZIERED 2 DT L WifTL T 5 2 & A7)
AEIC 72 o T 72 OFAFE DR L 72, B 21X, BFEH
D77 FvHRRERED BEXERT 5 RiAA
25 & L BRREER O HETT I TREFFE B L 'Y
7 F vV EEED RGBS AT — AT v TERITS C
ERTE L X H Ik o7 [Ball, 2021],

2. COVID-19 FiiidBix v F 7 —2 (CoVPN,
COVID-19 Prevention Network)
1) CoVPN DF&1

RO RO B & KEEN T UL F — EYE
fff7eFT (NIAID) (X, COVID-19 icht$ 27 7 F
Vg B L e 7 2 v —F A PR DE T HHER
BICR b L TR CEME XIET 20,

[COVID-19 PRkt » b7 —2 ] (CoVPN,
COVID-19 Prevention Network) % 2020 4F 4 H i<
AR, [A] 5 HIC OWS N OBEREHAAT & L THIE &
# 7= [NIH, 2020a; Collins, 2020; Corey, 2020; NIH,
2020b; CoVPN, 2020],

CoVPN i, KEBFOR—F 74+ IV AIcEE
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NAEHDOT 75 v 7Fa bt 24 FICONTE I
MR 2 R IcE T 2720, "—FF 4 X
X 7z o BR S5E i 51 ) & [ Mena Lora, 2023.
Supplement-1, eMethod ] Z{FA3 2 & & bic, &
B & WY EAT © & 2 5l BRSE iE E R o 24
VAT LEREEEL 7,

CoVPN OHUY f A& %8 .5 2D COVID-19 7
7 F ERENIC D W TEE 136,382 ADSNE B 6
72 585 1 FHERER 239206 X 41, SARS-CoV-2 F&H
25 1 ELINIC FDA OERZ S THEE DT 7 F
VBRI T 7

2) CoVPN Dl

CoVPN (%, NIAID 2&E&RHEEL T BLUT 4
D DT DR A v + 7 — 7 & L R
INT, INLDF Y P T — 2B T B EHEHES
1, Ml & OBE A B h 72 o THERF L 7228 5
B AR ARBR % FEhE L C & 72,

* HIV Vaccine Trials Network (HVTN), Seattle

1999 4 ICERIL, BERFABR Y 4 |+ 13 16 2> 70 LA
o

* HIV Prevention Trials Network (HPTN), Durham,
N.C.

2000 FICEOL, HRAREERY A b id 15 2EIT 90,
* Infectious Diseases Clinical Research Consortium
(IDCRC), Atlanta

2019 #FICEXIZ, Leadership Group (LG)& Vaccine
and Treatment Evaluation Units (VTEUs) % &% &, 8
WFFERT & % DB ER 252,

* AIDS Clinical Trials Group/ Advancing Clinical
Therapeutics Globally for HIV/AIDS and Other
Infections (ACTG), Los Angeles

1987 SRICEAZ, WRRFBRY 4 13 19 22T 65,

itz 2, BI%EE A, Native Nations (7 A
VASRMERBEOEE D2 2 2 =7 4) X UE,
,@%@E%%%?& (]:“ %) é’/—%bn I/f:o i f:\ y*-*c\‘ci‘

FAABLOIATUMD T 7V 71 OB FE i
LB & S L 72,

3. B HEFARLERT 3H1R
1) V2577 b 74—4

7 7 F ERIE TR et s X E R E
RPLECIAEER D 2720  BADT T v + 7
A — LT D TR L BLEEHGEE ) 2 S Rk{L L
TEPRE DRV, RKEBIFO 7'm 77 LcE
INd77F ik, wIiLd SARS-CoV-2 A4
RN IERGERETELDTHY, 520D
77 v b7 F— LHNER X U7z [Mena Lora, 2023.
Supplement-1 eTable 1],

%7 7 F ERE. 5 T3 X O 11 AHGER
ICBEWT, 18 A 5 55 DA, Hil>T 55 ik
Ao ANICE T 2 Kt E3 e & vz, 72,
AT E L R AIPUAKIEAS. COVID-19
BEOEEIHBEE NI VO KIG E ik X iz,
o OFHEFER A F 2. 5 I AR HTIC,
® 7 F vEESR T R B RE L A TR
2EEWET 0T 7 ANERT T L BRI NIz,

2)23Ia—vavir—fFFf¥—Vav
AR S ET I O AF RIS B . NIH O
[COVID-19 iR M A L 7 7 F v D&
(ACTIV) |>%— F F— v F o ik,
BUMHHI SR s L OEROBHICL 7 —F v
7N —7 (ACTIV 7 —F v 77— 7) ik
I, BRD T4 v R FHEO I 2 W THRIL
Wik 2 Tz,
ACTIV V7 —F v 77— 713, FricalBRks
D FERTIC > 2 B REEARIE H 12 W T ik
A AREICT 2 L L oA — 7 v CEHN:
OhHbaIar—vaVvicEELHEALR-
L. BN X OSKE o #LH1Y 5 b SEICSmL 72,
IS OFEEmIE. R~ DO SINE & Fk. G IE
HeBlHE S EREo " —FF A ¥ —v a v
CHGT L b, ZMEDOHE - ERICH W
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T, BIRO ML COft— X 1Lz FIHEOHF % FlhE
I L7z [Corey, 20201,

4. BMMEFERO 7T ¥ A v

BT ¥4 v X, CoVPN #iitF — 24 (CoVPN
statistical team) . WHO D 77 7 F v [ R i B# B P 5%
H A 7 v — 7 (Solidarity Vaccine Trial Expert
Group) . KERMEZH )G (FDA). I X UF NIAID
DT — 2 RZeME= XY v 7 ZE2 (DSMB, Data
Safety Monitoring Board) #33t[EcE 7k L 7=

[Krause, 2020] (),

T HEFHIIE H 1. fEfETE COVID-19 & EiEE
COVID-19icxt3 3 7 7 F v Atk a3 5 2
&k HICHRE 2 L7z, &alBRIC B 1T 2 fEMTE
COVID-19 DE X[ PCR M. #>> COVID-
19 FERA 2 DU EJE WS b DA TH Y |
HEIEE (BE mild,/ 5 E moderate / ESE severe
/B EEAE critical) D EF 1T CDC DIEHEIC X 5 7=,

ZDETIMCHD W 5 ODH M HREO 7
YA v Cld W REE L T £ CoBIRIC A
N5 EHIIHE RBAEBBFERETH o7, £z, 13
LA EDREET, BIMFE XA AHA AR L
CTETHEERZRE L2, chick by, #HxF—2
CHICa o=y —v s VMR I L EIRFE
DRI 2 Ein L TEMZRRT 2 LR
AJRE & 72 5 72,

KR AT EEE (SAP, statistical analysis plan)

[Gilbert, 2022] 1%, CoVPN it F — 4 4% COVID-
19 e WK EF — 4 (COVID-19 Response
Biostatistics Team) & 3L[ETHE L7z, WL
b 7T v HE 50~60%, EEXE O TR
30% & LTTHA vah, FERcLELE T3 F
SEHME H o FEAERULAY 150 & Rl Enrz, 2
AT BAME R OB IC b X 2 23, EBIa 5 51
6 > HE TR T % 2 & Pl X iz, bR D
FH#HTIZ CoVPN Hiat 7 — L D3R IC X - THE
BN,

Hi—o DSMB (X v3—11 N) 284 5 kBRic

DWTREE=2Y v 7% ERL & [offe,
20211, EWfEREOFRT —Xiconw Ty 7
VR A LTReEES ARG, I
IO U CiRBR ST EHE OMET 2175 L 2 fER L
726

EERICIX, SN 0FEYULAE - FRAVELHE, R 5
LA v FERHIEE . FEMmEAR. &I EE
HH., ReEWsHEEH 7z LicowCGRERE cb 3
PIRERED /B N —FF A= 3 VK
LNz &I X 0 FER o iR R =7,

5. RBREMEREE L SnE &R

BEAMEITIRREGEE & LCoiElzH S &
& HIT, FAFEEGZALHE (CRO) L2 L <l
PREABR DB E #EH L 72, 5 DD I HRERD
FEhEEEPERT L 5 KFE 16 n Eic i L, &
8k a1 T 72 CRO & CoVPN B i < et e
OEUT, 13ERY 72 ) AbE T 86~130 ICDIT >
770

SINF OFE L NV Bk 72D A
DN—FF A ¥ — a3 vIiZiE, CoVPN ¥ = 7%
AFPEICFEFAPINTHWBERZ ) —= v &G
PESL 5 T2, ZOEHAIIC XD, SO EE
FEHT2HT. KEHNOMNA D CoVPN ikEEE
MEEEKECEG ICSMERT 2R TE L

[CoVPN, 2020; University of Minnesota .

CoVPN GBRE PR bR 1%, B PREAEE o FE
B W THIE & oBE % RIHICH 72 o THERF L
T\ 2720 [LNHI R R ) 7 v — b iEE) % i
UL RIA W ANOREEHA R E o S % &8k 3 %
Z LT &7 [Chemaitelly, 2021; Nanduri, 2021;
Andrasik, 2021, #l 21X, AASME OB FF~—
A DVDENTE - RIFEEFNCE T 2 SINE O &iR~<
— 2% ko 7=Hic, AAJEe 2o8= v 7 25N
FOEFE T 2 L v EBEERTOI
7oo FRRDIRMEIC X W HEAE(L Y 2 7 23 o i
EMDOBFED ER S N7z,

Z DR, KEINTHEM X7 COVE il
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[Baden, 2021] 1%, &I N7=2SME D 56%%
BAE - REFEEFZ D 2758, KEWNO %K%
N - RIS Z KT 2b D e holz, Tz,
HIEL ) R 7 pmeEiin g BHICE R 2 E W7
V7N — MEBORIR, SMED 450D 1354 %
65 LA E 235 8 7= [Mena Lora, 2023. Supplement-
1 eTable 2],

T XD BEE EREIEICK > TE oSN
FrAEITHAAND Z ENTE LD, 007
LM T — 2 E OV A R AR L C—
WEDNZ ISR VE RS 2 2 e TE I, T/,
MHERFHIEE O 7 — 2 B2 @0 IcNET 5
TEBTE,

6. HABRDENE

1) HBRERPICEL 28E

NRYF Iy rFvof N HRERICEWT
. A DT hHENREL B,

AR BR T < B A H < 92 i 125 7 % BE o Hh BE 1Y) /0 A
7 ERRZIE, NREEN R oMU, 2Bk
TATOR 2 P HI 272 &34 U %, 5 kB E
i b | RS & B E BAR (Variants of Concern :
VOC) DFHATHA L. VOC DOFEHE LR & Hbls
WXV B o7, 72, 5 ABROFHMmEEAIC X,
BE D F AT R 7 > Tz, CoVPN B4 D
% 11 MEER (CoVPN3001) T& % COVE kB D
BERIFIC X, £ A VOC 2KETHRE S LT
o 723, o EER O FEHEREHA L X Y EIA W
VOC DiifTR & E o 72,

FhE O 1 MR T RIFABEA S L
L e Y 7 F v BARRER & v o) AR
AR EIL T 2 03, A HFF A% o Bk
HEICEM R D L o T2,

%

2) 77 FvoRBMERFAICHE S ERER
KETIx, COVID-19 7 7 F v SR EEHFFA]
(EUA, emergency use authorization) | CHzfEn]
BEIC R o 77,

D7, COVE i, AZD1222 iflfi, L O
ENSEMBLE i B IC &8 X =S 1k, 2020 4F
12 H 14 HUBICERERO S L2, 77 %
REEEZ T 7-F ISP oREEZE L T, 5w
13BN C BUA ICEE DK BR Y 7 F v ol %
ZFoNd X5k odz, FIFAEEZ EUA 7 7
FVA~OWIGTTEIFRBR S LI R ) o
BCcl3 /7 xt—"=—T¥F 4 v2IFEHI N

[Mena Lora, 2023. Supplement-1 eTable 3],

COVE B TlZ, mRNA-1273 7 7 F ¥ 25 2020
fF 12 AIC BUA AR % 2 - BRI E R A R
AN, 7T REM%EZIT 7281 mRNA-1273 7
7 FvIEEMR T I N, L FIKRIC,
Mt T RO TH A v IEFEI N, 2 b DRAT
SNFE 1251 & i & FEAlixT R & 72 - 7z [ Baden,
20217,

WIF, AZD1222 13K[E T EUA &R %2 % Tw»
B0 7z, AZD1222 SAEBRD SN TIXERD T
ELDORLIERE N, 77 e A2 Z T 725
I3 BUA FCiTEERY 2 F v oML Z T 5
N EHricikcot,

ENSEMBLE A% T3, Ad26.COV2.S 2% 2021 4
2 HIZ EUA iR %% 7=t4. IEEMHRIIICREITL
7z

PREVENT-19 RE&IC 31T 3 SNE &80 G
X, o7 75 v EUA T CEHRREL 7o 72
EHBTH 72720, EUA V7 F v oz #HE
T FIC T, AR I ERR 2 Z T 5%
R %5 272, [ERERTIZ, 2021 F 4 H 20 Hic
B v 24— =MD HIR T N, TXTOH
FIC L, PIeERERRIc Y 7 F v A 2T 72
AITiE 2 [ H MR I 7T & R, PSRRI 7
7 R A Z T2 5E1C 2 I HEER I Y
JFUNRERIN, TNICKD, Za 2 F—N
—MDET 55 F TRBRICSI L T Wiz 2823,
77 F vEME 12T,

VAT0008 & X fth DI D 7 7 F v HMEH ]
AEIC 72 o 2R ICBAMR & L7z D T, COVID-19 7 7
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F VM RIMEE L LRI E 2R L L
72o EUA 7 27 F v oM MY T 25 1L, iR
7 7 F v MR ICERERE Z T 28K S
2770

% K OBMEF LRSI & fke LB %
ZF =0, BRSO 2RI L 728 b
Wi, BRERED 7 u e 213 Db BEE T
H5 L IMATHHARRER T 7 F v OFERIEICD
WTEIMEF It RFiHE T2 L dRERE
HeE o7z,

3) BERKOZWML J— 2 % —§HE

TR ARKRICT 7 F v DR
R T % 58 % 72 72 ® [ Chemaitelly, 2021;
Nanduri, 2021], —&BOFERT ¥4 vic 7 75 v
DT — A2 =P AIA T L7z [Mena Lora,
2023. Supplement-1 eTable 3]

COVE iBfTlx. 2021 4 9 A 72> 5H mRNA-1273
D7 — AR — R FEME X L7,

AZD1222 HER TR 7 — 2 2 — M2 {TH T,
SINFICH L, BUA 727 F v D7 — R X —HE
DBH[REIC I o 72 BRICHEE 22 5 2 & ZHEdE L
726

ENSEMBLE gdB&Clx, [V 7 5 v o jllatiic
BF 2 2 [l O FHliR R 2 2 . 2021 410 H
i< 2 [l HEERE 2 BMA & 17z [ Clinical Trials.gov,
2020; Sargent, 2021 Jo

PREVENT-19 Bk T id, B AS N <3 L 2021
F£12H20 H2S 7 =22 —HEEIBBI N,

4) HERD—RrpiT & e

eI T 2 & 6 2 FER AR
X 17z [Mena Lora, 2023. Supplement-1 eTable 3 |,
AZD1222 RERTIX[FEY 7 F v 0 RIlERER R4
AR A 1 8 X 4. ENSEMBLE iR T I3,
JRKASBH D FEIR 35 X OV IAe M i R E & BE
I M HE SNz, TN EZIT GEMDOR
ENICHLY #H T 72 0 | BRI HEE T 23 UGET X

Nz,

5) Z7uRF——1D7 7 F EFHED T

ARG —N—=FTHL VBRI N L %
31}, COVID-19 Response Biostatistics Team 3
W at N FEZHFE L 2o COTEICLY,
7T RBEICY 7 F v L CUARD, #i7-7x
BRI 2 7 7 F v a8 &R0 kit
IZ DWW T DFHli 23] BEIC 72 - 72 [Follmann, 2021;
Fintzi, 2021; Follmann, 2022],

7 RAA—N—bRE MRS S LIk
D, 7T RO RIEIRE O e K 2tk D
FHICHIHTE a0 REE 2 5T e
T&7, ¥, 7R A —N=F ¥ A Vi, B
D7 — AR -0 LB ICHBEEZ NG T2 5

BRI b RIL 5 7z,

7. EELHER

WEND T 7 F oA D B AR T RAT
72 ilf&E %78 L [Mena Lora, 2023. Table 2], Z-¥A
7 2N EITHNT b RIEIGE D, SARS-CoV-2
WX R EICEETH L L AERI N
776

FEfTco T 7 F vEME (EWIE) X,
mRNA-1273 (£ 7L F4t) 94.1%, NVX-CoV2373
(7 "y 7 2%E) 90.4%., ChAdOx1-S/nCoV-19
(7 2+ 7€ % H71k) 74.0%, Ad26.COV2.S (¥ v
vt/ Tavyvy&Yavyy) oERES L
VAV 66.9%. T aNv k AS03 &7z 2 i
T rFvo2EiEGEL YAy (37 7 4%,/ GSK
) 64.7%ThH o7z, TRTORKICEH T, Hl
RFHHEH IS L ThEwT 7 F v At %
0¥ 7= [Mena Lora, 2023. Table 3],

BRI T L7 3 B0 sl clid, F%
RN L B L C T 2 F v EMEOIKT 2380
7= [Mena Lora, 2023. Table 3], Z DK T %, ik
DR, B X ER S 3 ZBRKHBE O #E T
WFseE2xbh5,
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8. 75 v b7+ — LEWTH IR

AR ICBE 3 2 FHIIE H 72 & O FREARFIHIC O W
T, B XOHEHAENTEIE (SAP) IZD W T —%F
FTAX—vavpaRonl itk , 5207
7 F Al ORI SN L 72 136,382 N4>
~ﬂ%7~wLTEﬁML%ﬁ?5;k#ﬂu
Ll o7,

1) BERERET —4 D —FFfE—va v

GBI TEIGE & B 3 5 Sy S RVAE AR o I E %
X FDA DX %2 Z T CHIFE I 228, % ORFE
KR IR BIRe CTH B Z e 3 e o T,
HalbECH 7 2 IR ARRBA M X 7 23, B
K7 — 2 B off s - iR c& 2 X 5,
TR LAEBI O T SARS-CoV-2 fE 7 m 7Y v
EEEERICE OB REICHIES Lk
[ Kristiansen, 2021; Huang, 20211,

TN S B EHTEER DT IC 35 T, BB D
SAP (HtaTf#EMT I, CoVPN #iihF — &4 28
COVID-19 Response Biostatistics Team & F:[F] T
7E) 23, X T D CoVPN sl T ] & 117z [Fong,
2022; Moderna, 20211, Z ® SAP %, 2020 £ 5 H
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COVID-19 ZFFi$ 27 7 F v ofahkE:. AOBREHENS X UR—2X 7 4 VFrECERfb T
YT IN—=TRETH LT (¥ 4),

(%]
A COVE R 1Z. AGRERENIC 51T 2 HAEIR SARS-CoV-2 &S Fic 517 5 mRNA-1273 7
7 F v OFHRAEIME DL Z 7R U 72, ARBERIZ. 3T L WEHYEO I A 5 1 EUWIC, HEE L
LRI 7F v A=y b RFEEL., 77 F VOBRMES I, KBEEIHFEI N, 7=2—X 1
b7 x2—X 3 TTORMOEME 7 —2AME SNz L ) fICE O THIICEE D~ EH
Bch 2,

WH9EST « KIE

=XV 1202047 H27 HA 5 10 H 23 H

TATRR  BPAER (RREERR)

77 F ok B ()

TR+ SARS-CoV-2 EHLEE DY 72 > 18 ik LA L D AL

W74 v B 7 v 2 24, ik, B%EEERIL. 77 & R0 iR

FERER  JEGEME COVID-19 R FRHICBET 2 7 7 F v o HZIMEE 94.1% (95% CI : 89.3-96.8%.
P<0.001) TH 7=,
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30,420 Participants underwent
randomization (1:1)

15,210 Were assigned to receive
two doses of mMRNA-1273,
100 pg each

15,210 Were assigned to receive
placebo

15,185 Were included in the
safety analysis

15,181 Received at least one
dose and were included
in the full analysis set

29 Did not receive any
injection

15,170 Received at least one
dose and were included
in the full analysis set

40 Did not receive any
injection

15,166 Were included in the
safety analysis

14,550 Were included in the
modified intention-to-
treat population

631 Were SARS-CoV-2—-positive
at baseline or had missing
data and were excluded

14,598 Were included in the
modified intention-to-
treat population

572 Were SARS-CoV-2—-positive
at baseline or had missing
data and were excluded

416 Were excluded from per-protocol analysis
6 Received an incorrect mRNA injection
168 Discontinued without receiving dose 2
93 Received dose 2 outside dose 2 window
138 Did not receive dose 2, or were out
of window for per-protocol analysis
11 Had other major deviations from protocol

525 Were excluded from per-protocol analysis
7 Received incorrect injection
231 Discontinued without receiving dose 2
109 Received dose 2 outside dose 2 window
154 Did not receive dose 2, or were out
of window for per-protocol analysis
24 Had other major deviations from protocol

14,134 Were included in the

per-protocol analysis

14,073 Were included in the

per-protocol analysis

Figure 1. Randomization and Analysis Populations.
The data cutoff for the primary analysis occurred on November 25, 2020. The full analysis population consisted of participants who un-
derwent randomization and received at least one dose of mRNA-1273 or placebo; the modified intention-to-treat population comprised
participants in the full analysis population who had no immunoclogic or virologic evidence of Covid-19 on day 1, before the first dose;
and the per-protocol analysis population included participants in the modified intention-to-treat population who received two doses,
with no major protocol deviations. The safety population included all participants who received at least one injection. Among partici-
pants who received an incorrect injection, three participants in the mRNA-1273 group received at least one dose of placebo and no dose
of mMRNA-1273 and were included in the placebo safety population, and three received one dose of placebo and one dose of mRNA-1273
and were included in the mRNA-1273 safety population; in the placebo group all seven received mRNA-1273 and were included in the
mRNA-1273 safety population. Participants who received dose 2 outside the window for the per-protocol analysis are those who did not
receive the second dose between 7 days before and 14 days after day 29.
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[AZD1222 358 (CoVPN3002)]
N Engl J Med. 2021; 385 (25): 2348-2360.
Phase 3 Safety and Efficacy of AZD1222 (ChAdOx1 nCoV-19) Covid-19 Vaccine
Falsey AR, Sobieszczyk ME, Hirsch I, et al; AstraZeneca AZD1222 Clinical Study Group.
AZDI1222 (ChAdOx1 nCoV-19)F o v F v 4 L 27 7 F v OFNHMHER AR IC B T 2 Zetts L 0H
i

(E30))

T oREL FY. R —icB T B EEAEFREERRE D 2 7 4 4R 2 (SARS-CoV-2)EHD U 2
7 BRI e KIEERIC 3515 2 AZD1222 (ChAdOx1 nCoV-19)7 7 F v o & &t & XL ERME IR
HTH 2,

Fiik s AR TR o —HE SR, EIEAL. 77 e A RO IHEKRABEcH v KE, FV. <
N—IZBWT, AZDI222 7 7 F v D 2 [#% 512>\, 2 [BH 0B S 15 HUL ERGE L 72 5l E %
BUBRANZNRIC, 77K LKL ZBEOEREES X CEEOH A 2 v F 7 4 L ZEHUE (Covid-
1YDFIER TIP3 2 Lat., Gt B XORERELRL 72,

FER © AEF 32,451 ZOSINFED, 20 1 DHE T AZDI222 (21,635 %) E 7213 7 7 €K (10,816 £4)D ik
FREI D fH 0 %2521 F 72, AZDI1222 3K ETH Y, EELAAERER. BEENAZET IHERER, £z
TR0 D 2N 2 HEERROBERIIEL ., 77 e FH BRI NARER LK TS - 72,
s L e DRIK)GIE. WTFNORETH —RICRELOTEETH o7, BEDOHETT 7 FVE
SHERIZ 74.0% (95%EFEIXE[CI], 65.3~80.5; P<0.001)TH v, 65 %A LOSMEICE T ZHEET 7 F v
BRI IT 83.5% (95% CL, 542~94.1)Th o 7z, w7 7 F VAMFIX, ST ANOFEFZNY 77
N—T R TC—HLTRD LN, V7 F VEMTE T HROMNTICE T, BT X 72 1B 7 iEE
T Covid-19 fEFIIZ AZD1222 D 17,662 /TR D b5 728, 77w RHFD 8,550 &b 8 il
(<0.1%)THits T N 72, SARS-CoV-2 EH: (X 7 LA 72 FHUKDIGEEAL)D FRiICh3 2 #EE Y 27 F
YERIRIL 64.3% (95% CI, 56.1~71.0; P<0.001) TH - 7=, SARS-CoV-2 Z54 7 & v 3 7 EGfEE B X O
AU IR, WIEE S L, 2 BHE&S O 28 HiZIC X S L 72,

fitiam : AZD1222 (3. MilfiE % & O SRR ENICE W CUIEEES X CEED Covid-19 % TFid 5 LT,
REDPODHNTH o7z,

[nf5R & 73]

cXRIZ. 18 A EDRIE L 72 EBHEREE T, JEERLRPIRITAYIC X D SARS-CoV-2 [&H Y X 7 D E W
THolz, ZMEIL AZDI22 72137 7 RCEHEBE/EZ, 1HHE 29 HH (3~+7 H)ic 48
IR < 2 BIFANES & 7,

BRI RENIZ, P b 1RO AZDI2ZR2 £72137 72X 22T 72T XCOSINE %X
Re L, BEBICRI 7 27FvERITTIeRICEITREI N,

- V7 F UERETE T BTN R IZ, N—R T 4 ¥ T SARS-CoV-2 Hifklatkch v, 72 F v E7-
X7 7R % 2 R L, 2 MM 15 HU EBRICS L., #2112 SARS-CoV-2 @ RT-PCR [%
DRI N TR BT RTOBMERE LN,

«SINE 1345, Covid-19 IR % € =X —9 2 X 5 i & . fEMEA H 72 354 13 IR EEM & SARS-CoV-
2MENREM I N2 2SMNF X JEROEMICBRE .Y 7 F v o FMME%Z RT3 2 72 2 1 SARS-
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CoV-2 JiiRIRHE D 72 0 DIE # RIS 72, AZDI1222 ORIGEM S X O RER %2 & 5 I1C3Hii+ 2
DY T ART AL, KEOFEMBE CEIEAL I NARYIOSIME (18~55 % 1500 %, 56~
69 7% 750 %, T0RLALE 750 B E TN T Wiz, TNULDOSMEF IR, V7 F vERERICGERBE
AL, I5HEBX U 43 HEIGEMDIMHE Y v 7V 224 L 72,

R XL OBOCEYE - BRNICHRE S N-AEFRIT, AZDI222 £7213 7 7 RO & 5% 28 H
M., &@hEciFkIns, KIGEEEZF 72274 7 —7FCiHlidh, AZDI222 /21377 %
ROKEEG%THEICD ) GHEFICHE L 2R L 0250 ERERORELENREI N,
- AR EEERERHEE H (2. RT-PCR i TRk & 72 5 72 SARS-CoV-2 IC X 2 EfE R B o] [H
RIECTHY, IV 27FvERIZT IR0 2 BIHEMEE 15 HUBRICKEL, =274 v T
Covid-19 1 L CREEETH o 2ZMFIC B TR X L7z, A EIRGHEEE i< X, fEREEEERD
FIE (R—A T4V TD SARS-CoV-2 EYEZ D ), BAE F 72 3B 2 i tE Covid-19,
Covid-19 BliE 02 kZ 2. HERNK T+ v 2 — (CDC)RHEICE D {EMEM: Covid-19. SARS-
CoV-2 X7 LA H 7y FHURICN T 2 I0BE%ROIME RSO GEE & L TEFR X 1172 SARS-CoV-2 B
BEING, ERNFMIEH & L <. Covid-19 B D APt L WEHIRZEE (ICU)ARBEICH 3 2 #EE
7 7 F VRANELI TS 7z,

AR RERE L 2T ) Ly = v v T T RET 4 S — T OBINE D SIS N LE Y
VINEFHLTAANAL 2Ry ANIEBINR LA AT F Ry AZEFICNT 250kE X OHH]
PUR DT % & T IR 2 1T\, PUiRflis X O° SARS-CoV-2 HUR I3 2 5% % 3l L 72,
WS AR A  BRIR tR CUNER S U % 2>, F 72 (X WGES N 2350 O 72 2 IC EIRFREE % B 7= B Ic He it
L7,

- TREHENT © R IC BB ZRIEREME Covid-19 D4 X MUY 150 TH b, ST ELE RS- 2
TRRICENEL 7o EfTO 7T — 2 KHUIH 12 2021 43 H S HCTH o 72, Covid-19 B & L CHEEI
7T RCOCIT TR EGMERHMIEH & L CE& Tz, Covid-19 ICBHE L 72\ & AR S 72T I,
MEA RV b e LCifcbh, ECHTH b b7, ERAEMMHMEER X EETH 0. ShFH
DIRBE VLB IARIRE TRIIC [HEMEYE Covid-19 FIE | /213 TIERIE] & LTafid iz, oz b
SEE I GIABIERT v v Elgoh CEBRMAR 2 3% L, AZDI1222 #f & 7' 7 v FHEIC B T 2 iEE NS
BPDFRIEDHN Y R 7 ZME LTze 77 FVAEMEZ M-V 7] & LCEHEI N, #HRIZ
N—X v TF—UTRINT,

[F5 5]

- WFFERTREERT 1 2020 4E 8 A 28 H225 2021 1 H 15 HICHF T, AR 34117 BHONREN A7 Y —
=V I RZT, 2D 9B 32451 BHERIEEEEER G- L, AZDI222 V7 F v (21635 4)E 13T T &
R (10816 £) %% T % & 5 fEAfL T (X 1), WREFEDORFITHME (55.6%)T. Pt b 1o
DHAREZH L Tz (59.2%). “FHFHG (=SD)IE 50.2+15.9 i TH o 7= (F 1),

- RAVE T AZDI1222 BETIE 8,771 & (40.6%). 7T L REETIZ 3,201 &4 (29.7%)DEF 11972 % (37.0%)
25 23538 PO HEHREZRE L7z, 28 HUNICELLDRETH DAL L b 5SDORNREICHKEL 2
b R EERERIT. EH DA (AZDI1222 #£82%. 7' 7k REE 2.3%). S8 (£ N1 6.2%
B L U4.6%). BSOS (6.8%F XU 2.0%), X MEBREEK 5.1%B X N3.5%)TH o7z, %
HICBWTH LSOV OHET, WInroEEE 28 HUNICEELZFEREREZRIEL 2
(AZD1222 # 119 (101 £, 0.5%). 77 & HREE 59 £F(53 . 0.5%)), WFgeo2fd. AzZD1222 #f
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T 7T ANONREFECHCICELIAHFERRY THREL, 77 FHFTIE T AORREFICHTICES
BEERP OFERELZ, WThORTD, V27FvERR T 7 eRICBEEARL EHEEICEL-T
HIWT X 7z, AZD1222 #ECTIRFR a v F 7 4 L REGE (Covid-19)IC X 2 C I3 FAET T, 77+
REETIZ Covid-19 ICBHH# L 7250528 2 fhFE L 72,

CEESBEE R IEERERE L OCRRIBELOH 2 HERERIT, %5% 28 HUAPNICHFECRIFEE ICHR
L7z, REBEDRIEEIED H 2 IREEDFEAH X, WA CRIMEE TH 572 (AZDI1222 BF 1.8%. 7' 7
€ REE3.4%), Tz, FHIBE OO D 2 HEFROFER Y T, MR (AZDI222#0.5%, 77
£ REE04%), M FR (AZD1222 #£0.1%. 7 7 L FEE<0.1%). I L NM%E (WS $<0.1%)TH
> 72 FHIC, IRENFRIRIMASTE (M#E & $<0.1%). FiZEME (M & $<0.1%). /MRIBEAME (AZD1222
HTlE<01%. 7 7R REFClFA%R L), REEIVMOEAIE (AZD1222 BECidFERL, 77+
REETIE<0.1%)DFAERKIFE L, WFFCEBRECTH -7z, MEEE b, M/MRIRE % £ 5 IRE,
PRSI MARAE . & 72 (30 & 1387 5 507 © O IRIMARAE (37842 L 72 22 o 72,

RIS TR T 4 EHITIE, AZD1222 DT T T e REEL D b RFTO A EFR (AZD1222
HE741%., 77 2 FHE244%) 5 L OEHOHEFEERER (71.6%. 53.0%)0°% S FEL 7= (X 2), HMED
HEHROKLE (92.6%)I3BEZ - 3HHFETH 72, WTFhoFEfHE T, 2 B HOFEHEZEOH
ERROFAEMEIT 1 MEEEEZ XD D%, FRHC 18 /KA 5 64 IO N RHE TE DE W IHE T
bote, AFiBE LUV OFEERRO KNI, FIER 1~2 HUNICHEL 7,

G T 2O YIRS RE L 2T RTOARY FOBRENTE T LIRS T, 203 HFofEfE:
Covid-19 4 R v b 2 EHFHHIEH OFEFIE R ICEHI L, TTREMMITER (AZD1222 #f 17662 4.
77k REE 8550 A)IcEHEE N (M 1), &R T AZDI1222 BETIX 73 # (04%). 77 & REETIE 130
H (15%)D A4 Xy FBFEL (K3), FEAZETHEB IO W T, i E£EIcE S
(EEDT 7 F VHEER N 74.0% (95%EHEXH [CI]65.3-80.5, P<0.001)TH v, KIEHE L
7-&N7z, AZDI222 @ 2 [a|H$EREH D SARS-CoV-2 RT-PCR 51 D REMGEER B o BREFRA K I+
HHEE (K 4)Tld, AZDI1222 DR IF 2 B HEHEZ 3 CIicinz,

<18 B D 64 BMONREICE T BIEREMIRBICN T 2HE T 7 F v AEHRIZE L (72.8%. 95%CI
63.4-79.9), 65 LA L OXRE TH FERICE CAEIR I 7z (83.5%. 95%CI 54.2-94.1) (X1 3),
LARTD SARS-CoV-2 B H #EICEAR 7 < AEMEYE Covid-19 Ioxf 32 HEE 7 7 F v EE (K
JEH)IZ 73.7% (95%CI 65.1-80.1, P<0.001)T&H - 7=,

- SERPEMRITERICE VT, AZDI222 FED 17662 4 DX REF O CIREAE £ 72 1301 2 et
Covid-19 DIEFNIFEZR X Nixdr > 72 DI L, 77 2 REED 8550 % DIRE TIL 8 il (<0.1%)235%
HI NS, FEIEN Covid-19 D FRHICHT 2 AZDI1222 DHEE T 7 F v AR IZE L (69.7%. 95%CI
60.7-76.6. P<0.001), Covid-19 IZHERK T 2 AN KZZITH L THEmOEEIR I N (94.8%.
95%CI 59.0-99.3, P=0.005), Covid-19 Bi#HO ABEICN T 2HEE Y 27 F v AR EBFEMGEH ) 1%
94.2% (95%CI 53.3-99.3)TH - 7= (IX 3),

R SRR - N — 2 T A4 v CILERENE 7 o 72 AZD1222 Bl A R T T RRE 1L, R84 7z v
ZICHE BERSI IR T 7 F VRN 1gG J6E R L 7z IR L _ v i, X CT DK AT AZDI1222
HTER—ZIA4 v XD OEL 2HEHEERICE SIC ER LR, 77 v REECIITE SR 208
CLTEWEFETH o7,

* SARS-CoV-2 ¥ v T ND&T ) Ly —7 v A L SERITERICE VT, 176 4D AZDI222 s L O
1834 D7 7 v REEOWNRE D LRI WM/ Y v T VDRy ) Ly —r YRk ) BeInd
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TR 4 Bl (TA7 7HRBLIUR—ZBEED)PHER SN, DS P oT=DIFA 7> vk
(B.1.429 23 14 %4, B.1.427 33 #4) T, RWTA A XK (B.1.526 23 1 £4)Th o 7=,

(%]
4 AR TD 2 Ml AZD1222 O#EAEIX, SEMEM: COVID-19 D FHiic BT, &R T 74%DE R %R
L7, AZDI222 BEFERECIZ. HEAE E 72 138 72 COVID-19 DFEFIZEED S3d . COVID-19 i BHE
T IREIKRDZZ, ICU ABEDSED 7 7 & REEHERE & Wi L CHEICAD b o 72, AZDI1222 O
BRICH -7y Z7F iR n g, BE»ODHEEORIMCATETH Y, BIGIE 2 FHD
PRz 1 MB XY b Db o7, AZDI222 IZEAICE VT COVID-19 D FRiicE#Td v, HEiEfl
VR BT 2RERT 7F v Thb,
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34,301 Participants were assessed
for eligibility

1842 (5.4%) Had screening failure
1617 (4.7%) Did not meet eligibility criteria
145 (0.4%) Withdrew

29 (<0.1%) Were lost to follow-up

44 (0.1%) Were withdrawn by sponsor
6 (<0.1%) Had other reason
1(<0.1%) Had reason missing

‘ 32,451 Underwent randomization |

!

l

‘ 21,635 Were assigned to receive AZD1222

10,816 Were assigned to receive placebo

52 (0.2%) Did not receive first dose -—]

—e

20 (0.2%) Did not receive first dose

21,583 (99.8%) Received first dose
(safety analysis set)
21,072 (97.4%) Continued in ongoing trial

10,796 (99.8%) Received first dose
(safety analysis set)
10,298 (35.2%) Continued in ongoing trial

283 (1.3%) Discontinued before second dose
4 (1.4%) Died
99 (35.0%) Were lost to follow-up
180 (63.6%) Withdrew

240 (2.2%) Discontinued before second dose
5 (2.1%) Died
59 (24.6%) Were lost to follow-up
176 (73.3%) Withdrew

20,769 (96.0%) Received secand dose
20,541 (94.9%) Continued in ongoing trial

9951 (92.0%) Received second dose
9693 (89.6%) Continued in ongaing trial

228 (1.1%) Discontinued after second dose
4 (1.8%) Died
58 (25.4%) Were lost to follow-up
166 (72.8%) Withdrew
3325 Were excluded from the fully vaccinated
analysis set
1046 (4.8%) Had a positive, missing, or  |=—]
indeterminate serostatus at baseline
2206 (10.2%6) Were followed for <15 days
after second dose
73 (0.3%) Had confirmed SARS-CoV-2
RT-PCR-positive Covid-19 infection
<15 days after second dose

258 (2.4%) Discontinued after second dose
2 (0.8%) Died
27 (10.5%) Were lost to follow-up
2 (0.8%) Were withdrawn by physician
226 (87.6%6) Withdrew
1 (0.4%) Had other reason
1505 Were excluded from the fully vaccinated
—| analysis set
516 (4.8%) Had a positive, missing, or
indeterminate serostatus at baseline
920 (8.5%) Were followed for <15 days
after second dose
69 (0.6%) Had confirmed SARS-CoV-2
RT-PCR-positive Covid-19 infection
<15 days after second dose

17,662 (81.6%) Were included in the
fully vaccinated analysis set

|

8550 (79.0%) Were included in the
fully vaccinated analysis set

Figure 1 (facing page). Screening, Randomization,

and Analyses.

Of the 34,301 persons initially screened, 184 were
screened twice and counted twice. A total of 34,117
unique participants were screened for the trial; 181
persons failed screening twice and were counted twice,
and 1661 unique participants failed screening, which
does not include 4 persons who were screened and did
not undergo randomization but are not included in the
number of failed screenings. Of the total 32,451 partici-
pants who underwent randomization, 1 participant was
enrolled at two separate sites under two subject identi-
fication numbers, underwent randomization at both
sites, and received both doses of assigned vaccine or
placebo. This participant is included once in the all-par-
ticipants analysis population but is excluded from all
other analysis populations. Three participants under-
went randomization twice in error. The safety analysis
population for each group reflects treatment actually
received. The number of participants in each group
who received the second dose are those included as

of data cutoff. Participants could be excluded from the
fully vaccinated analysis population for more than one
reason, including for not receiving two doses, and may
therefore be counted for exclusion twice. Group assign-
ment was unblinded for 7635 participants (35.3%) in
the AZD1222 group and 4157 participants (38.4%) in
the placebo group after the second dose. Covid-19 de-
notes coronavirus disease 2019, RT-PCR reverse tran-
scriptase—polymerase chain reaction, and SARS-CoV-2
severe acute respiratory syndrome coronavirus 2.
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[ENSEMBLE #5% (CoVPN3003)]
N Engl J Med. 2021;384(23):2187-2201.
Safety and Efficacy of Single-Dose Ad26.COV2.S Vaccine against Covid-19
Covid-19 12xf 3 % H[al4% 5 Ad26.COV2.S 7 7 F v DL L ARk

€30))
W D A26.COV2.S 7 27 F v it BAFNCLE T N7 HE T SARS-CoV-2 R4 7 X v oX D4
RExa—bMt32, Az BEHNAREe T 7/ 740 R 26 IR 2 —TH 5,
Tk EHEEZ v XL EE R Y T e A THHEE T, ASI#E %2 111 DElGTT v X LIcH
D LT, Ad26.COV2.S(V A VAR 5x1010 flil) £33 7 7R % 1 BES L7, EEFHGEE X
SARS-CoV-2 DIREREETH o7 7' u b a VIEUERIOSINE IC BT 5 5% DR ED 14 HB X
28 HIRICHIE L 7= 5 A O B - Buiviy 7z Covid-19 1ICX3 27 7 F v ofFshitt L etk Lz,
FEd s 7w b A VI HEILL 7= BRI 42T SARS-CoV-2 &t TH » . Ad26.COV2.S 7 7 F v &5
TNz 19,630 A& 7 TR EHEG INT 19,691 A& E N7z, Ad26.COV2.S 727 Fvickbh, &5
Bh LD 14 HIRICRIE L 72 h 2 L EE - @@ Covid-19 (Ad26.COV2.S 7 7 F v Ef 116
vs. 77 R 348 B, HENE 66.9%. FHEE 95%EHEKM] 59.0~73.4) X UHKEGH DR LD 28 H
BICHIE L 7= P O EE - B @ Covid-19 (Ad26.COV2.S 7 7 F v #E 66 fiil vs. 7 7 & REE 193
B, ARIE 66.1%. FHEE 95%EHXH 55.0~74.8) (FWA L7z, 727 F v OFEMIEIR, HE - B0
Covid-19 I LT X YV Ed o7 (14 HUL EDOFIEITH L T 76.7% [FHHE 95%SHEIX[H 54.6~89.1]. 28
HELEDFERE I LT 85.4% [FHH 95%(SHEIX ] 54.2~96.9]), FF7 7 V 7 CliF 91 #ir 86 ] (94.5%)
23 20H/501Y.V2 BERURIC K 2B TH o 721D LT, V27 FvofaiEiR, %5% 4 HU LB X
28 HELECHIET 2 hEE D L EIE - BLaD Covid-19 I3 L TENE N 52.0%F X U 64.0%TH
D, EE - BMID Covid-19 KT 2 HMEITZNZ N 73.1%B L 81.7%TH - 72, KIS
Ad26.COV2S 7 2 F v DN T 7R XY b Ed o725, —RICERE D S hEEc—@lTtd - 72,
HELAEFROFERIL, 2 207/ —7HTHATL Tz, Ad26.COV2.S 7 7 F v #ETIE 3 AP
BHEL (WFid Covid-19 IKBE), 772K —7Tld 16 AT L (5 AlE Covid-19 1B
),
ftiam + Ad26.COV2.S 7 7 F v OHEK G X, ABEPHT ZED Covid-19 EFICH L THAITH o 72,
LM, Covid-19 77 F v oftto 7 = —X 3 HERL FEkTH 2 alAETED S 5, (Janssen Research and
Development and others IC & 2 &4 f2f#t® Y ClinicalTrials.gov &5 NCT04505722)

(75i%]

TAEYFV, 77V FI, aaveT, Axva, uv— ®M7 774, KET, 24EMIC
DB EEET v XML EER T 7 e RN IEE IR Z KL 72, BRI ARy I — (Y&
V)Y —F - TUF T4 Ruy T A EFRL—va vy s T =T« 2 —F Covid-19 iduH
MIGF —2) ITX > THEFBLUERBI NI,

Shnd i, s - FlkE - HERBo AR cEIMbE N, Tey 27 v X afbickh, 111Dk
T Ad26.COV2.S ¥ 7213 7T & KB AEAK) (1 B OFANES 0.5 ml) @b\?n#%%&%é
N3 L5y vy FLicEMfiFanrs,
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M2 L R etEHEES - BREERHERZERRY 75 v oAk L et (EEEZ &)
EARFERICEE R L 72, SN 3. ERE %A L CEFIIC Coivid-19 DIER % i L 72,

7'a b a I HERLL 725 1E. Ad26.COV2S 7V 27 F v ¥7213 7 7Rk 5%% T, 727 F v FE
7213 77 v RO G RICERME £ 72 ERERHTHE Y, V27 FvoRIEICEELY 525
AlREED H 5 7' b and b OB e b o TS INE TR Iz, 1 HE25 14 HHORE
7213 1 HEA2 S 28 HHDMIC RT-PCR GETH - 725h1#& 12, T h T E58 077D 14
His X U047 Ld 28 HIRICHREE L 72iEGI DT 2> S BRI S L7z, sBRF @ Covid-19 04
RPFL L F Y TAH A X3 40,000 ISERE L 72,

FDA #5/E O dfl 8 JEM MBI ICEL ., FHNICHEE S Nz T — X BNz S iz, 7
— 2 B L URENERZESR 2 L OB EN AR, EMITERBLE, 7 Y vElkE
ZRWT, B2 ZE L2 2 F vESIEOT L BhE T 2 EEXE 2 HE L -, 727 F v
DAEBNIEDREGIZAZ T T 2 7201, 77T v =4 ¥ —iE% H v TR BT AR 2 HEE
Lo ZMEDT — 2 LBIRAER TRICIT b Yo e, EEAAEHEROBE L, 2T v
PRI N, AEREROME L EEE I, REEY TR 2L —v 3 v oI N,

(F5 53]

ARERIZ 2020 E 9 A 21 HIcMFESEZB L. SRlOoT—2Ah v A4+ 7HIZ 2021 £ 1 A
2HTHo7, Aa144,325 N\OSIME R T7 v XL L X, 2D 5 H 43,783 A2 Ad26.COV2.S 7
IFVERIT TR EHEMELZ, T e b aicHERLL 72 8EFIC1X. SARS-CoV-2 [EM:oSnE
39321 A& Eh, ZD 5 H 19,630 AA Ad26.COV2.S 7 7 F v %, 19,691 A» 7 7 &R % HHf
L7,

R—=2 7 4 v o NOFEHARIE & AR EBIZ. 2 2D 70— TRIToN 7 v Z28HAL T\ 72 (Table
Do R—=RA T4V THINHEDAE 9.6%725 SARS-CoV-2 [MiFRHETH - 7=, BB O rhoefiE 1 58
H (HiPH 1~124 H) T, SMMED 55% 58075 &b 8 AR OBHFHAE 2 72,

e 7R 2L —v a3 vicld, Ad26.COV2.S 7 27 F Vv EEOSNNE 3356 N 77 REEOS
& 3380 A& TN/, AR6COV2S 727 F vl 77xFRoK5% 7 HREIC,
Ad26.COV2S8 7 7 FVEREEDOTI BT 7 e FEMHE LV S, £72 18 b 59 MOSME DT
25 60 A LOZME LY b k0% OFEFERI®E T L7z (Figure 1). Ad26.COV2.S 7 7 F
VHECIE, b —RE R R ROS I TESEAL O A (SINE D 48.6%) TH Y. D I H
SOGIXEENE (38.9%). JE5T (38.2%). WA (33.2%). MEA (142%) THo7-, BELHERER
IZ. Ad26.COV2.S 7 7 F v #fEH 21,895 A 83 A (04%). 7 7w FEEFEE 21,888 A 96 A
(04%) oL INT, THOEEAGHEERIT. Ad26.COV2S V7 F VHTT 7 F vEIC
BHE L T\ 2 &Il S 7z, FRIRIMAR ZERRSE O RBUC XA A AL & iz (Ad26.COV2.S 7 7 F
VEENFCRL 77 2R B3R, chooBMEDIZEALICIE, ThoDHRICHFS LA
REMED & 2 BBRECHERLH 072, FTONAFEE (Ad26.COV2S 7 7 F V4 AT L 7T+
AEE 1L A) BXUOHBEDY (6 AL 0 A) iZonwThAREEARONE, THHLDERE
Ad26.COV2.8 7 7 5 v & ORREARIIMEE T E 72 d> o 7z, Ad26.COV2.S 7 7 F VEETIE 3 DL
UG S, 77 2 KT 16 O THHE SN, I RN AL 3G TH 5
AW X NIz, Ad26.COV2.S 7 7 F v EETlE Covid-19 ICBHE L 7240 133 X e - 7225,
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77 2 KEETIE Covid-19 ICREE L 7250 T 28 5 e T 7z, Ad26.COV2.S 7 7 5 v 1 4
Iy HRI % £ 5 BERIRIR ARSE & ¥ 5 v oS L —EBEREDIER S 2 W FNlo bz,

BE5% DR D 14 HBITHEIRD $ 3 Covid-19 O Ryl Z2ERI 25 468 HEBIR X, 2 D H & 464
TERHEE D S EE - M TH Y (Ad26.COV2.S 7 27 F VB 116 . 77 & KREE 348 1),
Ad26.COV2.S 7 7 F v OHNEIX 66.9% (FA%E 905%(EHX M. 59.0~734) THD I LRI
7z (Table 2), 5% 7 < &3 28 HEDOFIE L 5 FEFHEE <13, EEH» O EE - By
7% Covid-19 DJERIA Ad26.COV2.S 7 27 F VHET 66 . 77 & REET 193 3@l I h, 7
7F v OREMER 66.1% (T2 95%SHAIX[E. 55.0~74.8) TH B Z LR E N/ (Table2), H
D HEE - BT 7 Covid-19 OF)RIFAE D RREFAEFIZ, Ad26.COV2S 727 F v E/-ii7
S RDO¥E5%K 14 HT 2 207/ v — 7HITHlELTH Y. it Ad26.COV2.S 7 27 F
VICX B PHIIESREINICRILL /22 L 2R L TWw5 (Figure 2A), Ad26.COV2.S 7 7 F VTl
14 HHUBEICIEFIEDSBAD L7=2Dickt L, 75 & REECIIAEN D FLE 23 ke L 72 7= . I ok
WE T 7 F v ORMESEIML 72, 5% 28 HLARFE L CRIE L 72BN 3 2 6%
PRI FiRER CRIRCTH o 7223, 5% 14 HERICHIE L 2B I3 2 A3, Fivomny
SMEDTTBECSIE LY D ED o7 (Table2), T DMHEIL, BIfHMEOE N, T30 77
N—=T DY v TVEBPINE N EBRKRTH % LEZ O NI, EEHEIEH OfEFIXIZ. FDA O
BRI - TER I NIEMENE Covid-19 DIEFIEL & [F#TH > 7= (Table 2), H HLfifE 2 FEH
D 2 DODFEFMIEH & HIRFHEEE OfTic s T 27 7 F v EIMEOHEEMIZ, T XTOIHH
P & DRGHERI ORI IC B T 2 HEEME E DT 2 S—k v PR v FRIC, EEXM D R
TH o7 (Table2 B XU 3), HEEE - By Covid-19 1B L Ti, %54 14 HUL EFE L CHRIE
L7zRBICH3 27 7 F AL 76.7% (A%t 95%EHEIK M. 54.6~89.1), £ 5% 28 HLA I
B LCRIEL 2R BIC$ 27 72 F v AL 85.4% (FA%1% 905RISHAIX[E]. 54.2~96.9) TH
572 (Table2), BREFERMIRIIBEEGEN T HTHEELIED 72, 7 27 F v OREMNIE L BIMAR 2
R rziconcimi, 42 HHLAREIZ 92.4% TH - 7= (Figure 2B),

HE - B Covid-19 10032 7 7 F v OFIMEOHEEMIX, T I+ RAEGI2 B - 7218 4 T
IZ—H L CTHi2 o7 (Table 3), SARS-CoV-2 B4 714 N (71.7%) b1 607 512 OFEAF D
RT-PCR Gk o hEECY] 7 — £ ic o< & SRESI (D614G £ 5 % & T Wuhan Hu-1) 133
CKE (197 FeFlH 190 [96.4%]) TR & 4, 20H/501Y.V2 ZEK (B.1.351 & b IEiEN2) 133E
T 7 VA (91 B 86 [94.5%]) T & 7=23, 77 YTl AL 124 K| 38
(30.6%) THEH X 41, B484K 25 (P2 £ff) % &L SMECHIIL 124 FLYH 86 (69.4%) T 1L
Teo T 7 0 A1 X NABRIC I 1T % Covid-19 FERIIC 351F 5 20H/501Y.V2 ZEBUR D H IR H > IC
LBDL LT, V7 F v oRMMEIRMR S (5% 14 HUBRICREE L 72 P EERE D b B - 2y
D EEE TR LT 52.0%, B - B OB EBICH LT 73.1%. %5 28 HURRICHIE L 72h %
FE2> & HEE - B OFEBICH LT 64.0%., HEE - By E~EICH LT 81.7%) (Figure 2C ¥
XU Table3), M7 7 U 71 Tlk, Ad26.COV2.S 7 7 F v EETI3#% 5% 28 HEL L## L T Covid-19
EHIELESMEBOABIRE L o0, 7 7R HTIE6 AOABBREL, 7 7Y
71 DIRERIC BT 5 Covid-19 BEDFETH 5 HlIx X CTF' 7 v KEECTHAEL 72,

H 7T v A X =TI D K Gk O RRRFHEEE X, 60 iU EOIFFEEE D B 2 S0 L Hf
THRED R WSINE TR TH > 72, Ad26.COV2.S 7 7 F VEETIIHFIREDH % 60 Ll LD
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SIME2LDBABEL =D L, 77 REETIZ 11 EDBABEL 72 (7 72 F v ERE. 81.6%. 95%
{EHEX A, 15.8~98.0),

(i

2 OMBRTIE, Ad26.COV2.S DHEIE G, AR D H 5 Covid-19 Z FFi L, LRI L < HER
ML B 25 &5 2 5N B LRGP EALEE &, EEAKE (ABEPLTEZED) 1O L TRICHR
TH 2T EMborz, BEMER, Covid-19 7 27 F v D LRI O BN ORER & Mk TH o7z, 2D
7F v OREBRG AT Y 2 =0 R L L ORESA R, MR oM e BRICKE RMEE D25

ER
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Table 1. Characteristics of the Trial Participants at Baseline (Full Analysis Set).*
Ad26.COV2.5 Placebo Total
Characteristic (N=21,895) (N=21,888) (N=43,783)
Age
Median (range) — yr 52 (18-100) 52 (18-94) 52 (18-100)
Distribution — no. (%)
18-59yr 14,564 (66.5) 14,547 (66.5) 29,111 (66.5)
=60yr 7,331 (33.5) 7,341 (33.5) 14,672 (33.5)
Sex — no. (%)
Female 9,820 (44.9) 9,902 (45.2) 19,722 (45.0)
Male 12,071 (55.1) 11,982 (54.7) 24,053 (54.9)
Nonbinary 2(<0.1) 4 (<0.1) 6 (<0.1)
Unknown 2 (<0.1) 0 2 (<0.1)
Race or ethnic group — no. (%)
American Indian or Alaskan Native 92 (0.4) 95 (0.4) 187 (0.4)
Indigenous South American 1,991 (9.1) 1,965 (9.0 3,956 (9.0)
Asian 743 (3.4) 687 (3.1) 1,430 (3.3)
Black 4,251 (19.4) 4,264 (19.5) 8,515 (19.4)
Native Hawaiian or other Pacific 58 (0.3) 48 (0.2) 106 (0.2)
Islander
White 12,858 (58.7) 12,838 (58.7) 25,696 (58.7)
Multiracial 1,204 (5.5) 1,245 (5.7) 2,449 (5.6)
Not reported, unknown, or missing 698 (3.2) 746 (3.4) 1,444 (3.3)
Hispanic ethnic group — no. (%)}
Hispanic 9,874 (45.1) 9,963 (45.5) 19,837 (45.3)
Non-Hispanic 11,472 (52.4) 11,362 (51.9) 22,834 (52.2)
Not reported, unknown, or missing 549 (2.5) 563 (2.6) 1,112 (2.5)
Country or region — no. (%)
Latin America 8,054 (40.9) 8,951 (40.9) 17,905 (40.9)
Argentina 1,498 (6.8) 1,498 (6.8) 2,996 (6.8)
Brazil 3,644 (16.6) 3,634 (16.6) 7,278 (16.6)
Chile 563 (2.6) 570 (2.6) 1,133 (2.6)
Colombia 2,125 (9.7) 2,123 (9.7) 4,248 (9.7)
Mexico 238 (1.1) 241 (1.1) 479 (1.1)
Peru 886 (4.0) 885 (4.0) 1,771 (4.0)
South Africa 3,286 (15.0) 3,290 (15.0) 6,576 (15.0)
United States 9,655 (44.1) 9,647 (44.1) 19,302 (44.1)
SARS-CoV-2 serostatus — no. (%)
Positive 2,151 (9.8) 2,066 (9.4) 4,217 (9.6)
Negative 19,104 (87.3) 19,191 (87.7) 38,295 (87.5)
Missing 640 (2.9) 631 (2.9) 1,271 (2.9)
Body-mass indexi:
Median 27.0 27.0 27.0
230 — no_/total no. (%) 6264/21,871 (28.6) 6217/21,853 (28.4)  12,481/43,724 (28.5)
=1 Coexisting condition — no. (%) 8,936 (40.8) 8,922 (40.8) 17,858 (40.8)

* The full analysis set included all the participants who underwent randomization and received a dose of Ad26.COV2.S
vaccine or placebo. Percentages may not total 100 because of rounding. SARS-CoV-2 denotes severe acute respiratory
coronavirus 2.

7 Race and ethnic group were reported by the participants. American Indian or Alaskan Native was reported only by par-
ticipants residing in the United States.

I The body-mass index (BMI) is the weight in kilograms divided by the square of the height in meters. A BMI of 30 or
higher indicates obesity.

-73 -



[PREVENT-19 i (CoVPN3004)]
N Engl J Med 2022;386:531-543.
Efficacy and Safety of NVX-CoV2373 in Adults in the United States and Mexico.
L.M. Dunkle, K.L. Kotloff, C.L. Gay, et al; 2019nCoV-301 Study Group.
KEBLUAF it 2 AR E L7 NVX-CoV2373 DR RN L %4

€30))
HR INVX-CoV2373 (F, 7 a NV iR L 2fliaz 284 7&@HF /K7 725 v, EEB X
V7 7V A2 ToOH Mb-NIHRERICE VT, 28 F v 4 0 ZEYYE 2019 (Covid-19) D FFHICx 3 %
RIS IMEDS R E =08, dekcliz oAt EZR BT Cnid o7,
Jith BRI B AEERE 2 1 7 4 LR 2 (SARS-CoV-2) ICIEGEL Tl A (18 /& F) %
SFRIT, NVX-CoV2373 DE M & Rt iHEi T % 72 ®, 2021 FRiHICKE & 2 F > o CHINHEE
Mt’éﬁ%@%‘é*ﬁj‘?«ﬁiﬁﬂﬁ%ﬁ%ﬁ%%ﬁ@ L7z B X, NVX-CoV2373 £7213 77 X% 21 HEkE
T2 T 2T 2 1 OEGCTEELAICEY FIF ok, ETEHMIZ, 2BHEHO#G 2L kL L
b7 HRICHEAEL 720 $J:Ef@¥?%—r U AT —EEKIGIC X Y EZRE 7 Covid-19 IERNT BT 7 F v
HOMEZHEST 2 THotz, T PEEPOEEOKRES X CRALZHMICHTEZY 2757 vD
AR FEm L 72
FEE 12020 4F 12 A 27 H2> 5 2021 452 A 18 H ORI HEER b % 21T 72 29,949 ADSMFD 5 b,
it 29,582 N (ElinHr Al 47 7%, 12.6% =65 %) 4 7% & b 1 Ho%E5%2%Z1F7- 119,714 A\37 7 F
Vi, 9868 AT TR %EZIT-, 3 » ABEIC 77 D Covid-19 238D b, 7 7 F ViEME T 14
B, 7 7 e REREE T 63l Td - 72 (7 7 F VAR 90.4% ;95% S FAIX FHI[CI]. 82.9~94.6;P<0.001),
10 B D ZERER] & 4 BIOFEFEMDFEAE L, TRTT I RHETH o722 & o b, HERED S EIEHIC
BT 2 F AR 100% (95%EHEXME. 87.0~100) TH -7, EIIREINZVAALRT )
LD KRS (61 fElH 48 . 79%) 1, W& T RELOH 2 LR ETH Y, Z DK IEB.1.1.7 (a)
ThHhot: BE0d 2ZEMK 35 31 . 89%), BT ZIFBLOH LRI TEY 75 v
@ﬁ WHTEIE 92.6% (95%EFEIXE. 83.6~96.7) TH o7, MILEMDIZ L A LIZRELOHEETH

. AT H o 725, NVX-CoV2373 A Tl 777 e REEHEH X 0 M2 < Pl BERER X v
4) 2 [o] B /i 0 7 2SEE DS i A - 72,
¥ & ® I NVX-CoV2373 i¥ Covid-19 D FHHICLKEDPDOEMTH o7z, 1ZLAEDT VLA 7 AN —FEfH]
ZEHIOZERKICL 2D TH - 7=,

b5 & 7]

KEND 113 DK L A ¥ 3D 6 DDEKRIER T, Z OENMHEEALBIREER 7 7 R
o B & FE i L 72,

18 A Lo, 7z B AR, B DIE SRR, 2 BUBERE, = v b e — VR
b b RER ey 4’ LA (HIV) BYYER EORE LI BHEEEEZE T 2RABSIMNR & 7k o7z,

- BRAVEEHEIC L, ICHRE T SARS-CoV-2 A EZ XN T W3 Z &, F 7213 BRI o sy iilik e
nEFIn,

< SINEIE 2020 4 12 H 27 H2 5 2021 £ 2 H 18 HORICHIEIFESH 2520, 2021 £4 H 19 HE TE&
BRE N7z,
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- SINE IR (18~64 ¥ 7213 65 /LA E) 10 X o TJ@hlfb ¥ . NVX-CoV2373 (SARS-CoV-2 #H#fa
A AL Z7EH Spg I Matrix-M S0pug % 7Y 2"V b e L2b D) FRREHEBEKOT 72RO
0.5ml HHANES % 21 HREFE T2 RS2 2 X952 1 OEIA CTHEELICE Y 1 5z,

B O - FEEFHMEEE X, 2 BMEHOKG» 547 b T HRICRIEL 72, WHEGHERFRY X
7 —¥ G (RT-PCR) 1T X Y iR & Nz a0, &R, £ 72 I13HEE D Covid-19 OF)[H
FIEICHTF 5 NVX-CoV2373 DAMMEERHEE T 22 L TH - 72,

- EREIXRPEHGIE H 1. SARS-CoV-2 @ Wuhan-Hu-1 HE#RICHEIA 3 % RT-PCR 2 Covid-19 12X}
$ % NVX-CoV2373 DV 7 F v A% HEST 2 2 & TH 5,

c IV FEA v MEFIFRARICRERYR T HE R v 2 — (CDC) 2EFEL 72, BOZL R E 721380
ZEHMRICHIAN 3% RT-PCR 72 Covid-19 iICxf3 2 7 7 F v AEMMEZ, ERAUZ Y FRL4 v LT
HEE L7z,

- L Covid-19 3L & TXUER O BBV, HJE Covid-19 (ZERRIYIC H R ZSHMER . SHAR.
KR DIFrE, B EIRBI O£, 1 DL DOlfds % OB KRR E, EriaEE~D AR,
L EEERL T,

L VERHE - KRR 7 B SIEPER LB THEEZH W, FEQ RN E X g1 7%
BERRICHEHT 2T -2 2INEL 72, ZoMOEEBERIVIEESG 26 2 BIHES 28 Hit T TIUE
I, HELAAERR. FCHEHIN 2 AEFEFR, 3 LUEREKE X2 L A EFR VRIS 5
br—2hy b A7 EFCNEINZ EIRWZY FRA Y F),

<7 7 F v OEMEZ(A-RR)X100 TERR X3, RR 13 NVX-CoV2373 k58t L 7 7 v RGO FA R
DKV FARA v PO Y A7 TH B, HEMNY X7 Ll 95%EFHEXME X, v Y2 PR
ERE AR AT Y vEEE v -COEH L 72,

(5 5]

A7) ==V T RZT 231,588 ADSMED 5 H, 29,949 AAH 2020 4 12 H 27 H2»H 2021 2 A
18 HoMicEEAt 221072 (X 1), NVX-CoV2373 (19,714 N\) 72137 7+ (9868 N) D
Hx/DR b 1R, ST ENICE £ 172 29,582 A GERT U 47 %, 12.6%72% 65 mlAE)
DI B, 25452 A (NVX-CoV2373 ¥ 58 17,312 A, 7 7 REEHE 8140 N) 287 |1 b a v HEHL
L 7= At e Mic & £ 7z,

cR—2 T A4 VIR, 2EFTER O NVX-CoV2373 55 D 6.3%H X V7 7 v R 5H D 6.9% 5 SARS-
CoV-2 DI £ 72 1% RT-PCR 1T H - 7=,

-7 b IV ICHERL L -G AR R o N OREH AR X, SRERET N Z v A e Tn T
482% D3, 75.9% AN, 110%BDBBEANTZIET 7V ART AV AN, 62%03T7 XY AERT
FIET IAAEER (TAVAVAVTATYyBIOAF Y akfFERE2ED), 215% 0 282y
25737 TVRTH o7, FTHRIEIT 47 KT, SIED 11.8%725 65 Ll ETH o7 (F 1),

- EfFEFTERICE VT, &5 1 HHURICBIZEHAB 2B L 2856 D Covid-19 OFFERIT, NVX-
CoV2373 #£T 1000 AMEDH 72 0 21.2 il (95%E5HIXHE[CI]. 16.2~27.7). 7 7 & KEET 1000 A H
729 519 il (95%CI, 40.9~66.0) THo7-, REHEERMMIRIEZ 14 HHE 21 HHORTHHEEL 72

(X 2A),

- SN 25,452 ADH T, Covid-19 FEHIA 77 BIFEA L 7z ¢+ NVX-CoV2373 &5 Cld 146, 77 &

REGHETIR 3 HITH - 72 (BAERKIZZ LN, 1000 AEL 720 3.3 6] [95%SHEX M. 1.6~6.9].
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1000 AFE2472 9 34.0 5l [95% (5 HAIX[H], 20.7~55.9]), TN b DFER 1B 7 7 F v DI 90.4%
(95%CI, 82.9~94.6 ; P<0.001) &7x-7- (X 2B)

*NVX-CoV2373 #t GHECHE S NAZIERIIZ TR CTEBIETH o 7223, 77 v FFECTIIPEIED O BIED
14 5 (hEEAE 10 . EEAE 4 ) 23F%E L, PERES HEAED Covid-19 132 7 7 F v EitEIR
100% (95%CI, 87.0~100) T»H -7,

- Covid-19 DREFFE 72 IZAPHED YV R 7 BmnS & Ic BT, FEFHlEE OEFK 2723 Covid-
1928427 72 F AR 91.0% (95%CI, 83.6~95.0) TH-o7- (X3),

- RT-PCR fi#52 Covid-19 JE] 77 AR 61 A (79%) DEFER Wil b, &7 7 LAEFIREIC X 2 1%k
BEH b7z, D 61 BRIAD 9 B 48 MR DIEILES A E S L 72 13B LD H 2 BEMR L FE S
oo aZBEBRIZ, BELEKOIZL AL E D2 G5 HIH 31§, 89%), BESLEKE 2 I3 LE
BRICHT 27 7 F v AT 92.6% (95%EFHEIXME. 83.6~96.7) TH -7z (X 2E),

cJRAFE LSt oRERERRIE, FCRELLFEETEBEDDIDTH o, TN DHERIL,
NVX-CoV2373 & E5HETIE 7 7 e ARG X Y b S ICHKIH L 72,

-HE (L —F3LE) ORGSR ENTD 57225, NVX-CoV2373 58 TIE 77 &R
BEREL D B, FRCS 2 BEMUBKRICS 2572 (K4),

CEE R B MG 13, NVX-CoV2373 M8 E . FFic 2 M H o B IC% < A b7z (14 4) 25, fthd Covid-
197 7F VTCHMEIN TS XY QA IIKD - 72,

(%]

NVX-CoV2373 iZ#L w7y a Ny M EHE Y 7 F v <, BfLD SARS-CoV-2 FRICH L T& 4
POFCTHIREA L, FRVREARBEINIG T2 7 7 AV EHT 5, NVX-CoV2373 1%, FEED b HE
JiE D Covid-19 7213 T 72 . Covid-19 DIELR EVHED U 2 7 BEW AL 2B T 5 H 6w B fEfEN: Covid-
19 DFFHICOENTHEZ b, 2OV 27FVE VT Iy 720 ELNREE - RN e
GlT 27200 BEAEFELERLTHS I,
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31,588 Participants were assessed for eligibility

1639 Were excluded
1376 Did nat mest inclusion or met exsclusion criteria
193 Withdrew
25 Were last to follow-up
1 Had adwerse event
dd Had other reason

29,949 Underwent randormization

1

19,965 Were assigred to receive NVK-CoV2373
(intention-to-treat population)

l

58 Did not recsive vaccine
29 Withdrew
4 Were lost to follow-up
2 Had not yet received vaccine
23 Had ather reasan
193 Were withdrawn from trial

9984 Were assigned to receive placebo

(intention-to-treat papulation)

23 Did not receive placebo
11 Withdrew

e 1 'Was lost ta follow-up
11 Had other reason

93 Were withdrawn fram trial

Y

19,714 Received dose 1 and were included in
the full analysis population
19,705 Received NVX-Cav23T3 for dose 1
9 Received placebo for dose 1

9868 Received dose 1 and were included in
the full analysis pepulation
9857 Received placebs for dose 1
11 Received NVX-Cav2373 for dose 1

I

1561 Discontinued trial after
dose 1ar 2
1067 Withdrew
414 Were a3t to follow-up
17 Had adverse svent
10 Died
53 Had other reason

2402 Were excluded frarm the
per-pratocol efficacy
analysis population

1239 Were antibody- or RT-

PCR-positive at baseline

B4 Did not receive two
NVE-CoW2373 doses or
received doses outside
af window

650 Had rmajor protocal
deviation, were unblinded,
or had a censoring event
before 7 days after dose 2

29,582 Were included in the safety analysis population

19,720 Were included in NVX-CoW2373 safety population
19,707 Ware anigned 1o NVI-CoW2373 and received
MNWR-CoW2373 for dase 1, dase 2, or bath
19,071 Received NWX-CoW23T3 for both dodes
626 Received NVX-CoVW2373 for doge 1 and did
ot receive dose 2
8 Received MVK-CoVW2373 for dose 1 and
placebo for dose 2
2 Received placebo for dose 1 and
MWE-CoV2373 for dose 2
22 Were assigned to placebo but received
MNVE-CoW2373 for dase 1, dase 2, or both
9 Received NVE-CoVW23T73 for both doses
11 Received placebs for dose 1 and
MVX-Cov2373 for dose 2
2 Received MVX-CoVW2373 for doge 1 and
placeba for dose 2
9,853 Were included in placebe safety population
9245 Were assigned to placebe and received only
placebs
9416 Received placeba for both doses
430 Received placebs for doge 1 and did not
receive dose 2
7 Were assigned to NVX-CovZ373 but
received only placebs
4 Received placebo for both dosss
3 Received placebe for dose 1 and did net
receive dose 2

'

1368 Discontinued trial after
dose 1ar2
1092 Withdrew
212 Were |ast ta fallow-up
7 Had adverse event
6 Died
51 Had other reason

1728 Were excluded from the
per-protocol efficacy
analysis population

676 Were antibody- ar RT-
PCR-positive at baseline

455 Did not receive two
placeba doses or
received dodes outside
af window

698 Had rmajor pratocal
deviation, were unblinded,
ar had a censoring event
befare 7 days after dose 2

17,312 Were included in the per-pratocal
efficacy analysit papulation

8140 Were included in the per-pratocal
efficacy analysis population
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Figure 1 (facing page. Screening, Randomization,

and Follow-up.

The full analysis population included all participants
who underwent randomization and received at least
one dose of vaccine or placebo, regardless of protocol
violations or missing data; participants in the full analy-
sis population are included in the analysis according to
the group to which they were randomly assigned. The
safety analysis population included zll participants who
received at least one dose of vaccine or placebo. The
per-protocol efficacy analysis population included all
participants who underwent randomization and re-
ceived both doses as assigned, were seronegative for
anti—severe acute respiratory syndrome coronmavirus 2
[SARS-CoV-2) nucleoprotein and had a SARS-CoV-2
RMA reverse-transcriptase—polymerase-chain-reaction
(RT-PCR}-negative nasal swab at baseline, and did not
have a censoring event at any time before 7 days after
the second injection. Data from participants at two
sites (193 assigned to receive NVX-CoV2373 and 93 as-
signed to receive placebo) were excluded from analyses
because of Good Clinical Practice quality concerns. The
window for the first dose of vaccine or placebo was De-
cember 20, 2020, to February 18, 2021.
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[VAT00008 7% (CoVPN3005 monovalent)]
eClinicalMedicine 2023;64: 102168
Efficacy of a monovalent (D614) SARS-CoV-2 recombinant protein vaccine with AS03 adjuvant in adults: a phase
3, multi-country study.
Dayan GH, Rouphael N, Walsh SR, et al; the VAT00008 study team.
JENICEB 1T % AS03 7 2 23 + 2l L 7z—fffi (D614) SARS-CoV-2 #lifi 2 &2 v X2 7 7 F v D)
P - SEIIRH % [ R B

[(Z49]
iR PO COVID-19 7 7 5 v 1 SARS-CoV-2 2254tk FFicA I 7w v (BA.l. BA2, BA4, B X
U'BA.S O 7R 1R L CHIERME N T &353R EE b Tz, RIS L TR Lz
LW 2Fvid, 7—22—& LT 32 & T, #Hizzic B 28 BRI LT X PHfEGE % 2
cE 2R D 22, oD T 7 F v RPN & L CTHERLAEGED T — ZIIHFEL 2\,
Jiik 18 WA Lo A B & L 7z ERRA e BB A % BB G s adlfi % 8 2o 53 f9et v & —CTHE
il 7z, ShN#F 13 AS03 72 25 FRANE /XL v b SARS-CoV-2 #ffaz %2 v 287 7 F v CGHk
D614 kD 2854 7 (S) & V28 10pg). £72137 7 KR%, 1 HH & 22 HHICHANESC 2 [
PR 28R 11 OEIG CHEERICE ) 0 bz, FEEFHMEEH (X, SARS-CoV-2 RIELH ICH T 5
2 b H &R 14 H AR DAEMEY: SARS-CoV-2 R D FRIZIE & L 72,
AR 010,114 A2 1 BILA LS %22 10F, 9,441 AA 2 Ml AE T L7z, FEFHMGIE H 73470 5
Lo e RBEGE 2,051 ANickswT, 727 F V81 A (7.8%). 77 A 88 A (8.7%) 2MEfEME:
COVID-19 #FJEL. 7 7 F v GuhEiE 153% (95%CI: -15.8~38.2) TH -7z, BEREF ICE T 26X
I 52.7% (95%CIL:31.2~67.9) TH o7z, TN ZRICH T 5 AT RIEGE T 64.2% (95%CI: 10.2
~87.4), BRI T 100% (95%CI: 31.3~100.0) 2R L7z, &7 7 7 A VIIFRHFANTDH -
770
e - TS5 VA VW ARERDZALT B T, BIK D614 ICH D7z 2 [ G D PR T Y 2 —
Tl RERF IS T 2 BTN B T Iic I N5 Z &3 7 d o 7223, SARS-CoV-2 (T BEKSL
D NIC BT IRAEMEIR Sz,

(5]

KWL 2 BB O 24 BRIE T T v b 7+ — LB L L CREF I N IIA ., SR A UG TRER
i, —EER, 77 e RNERETH 2 (NCT04904549), Stage 1 Tld. GSKAS03 7 =3 b
ZEUHBKRDOI4 Mz S 2 v 2 &G REE NL Y+ 7 7 F v (CoV2 preS dTM-AS03 [D614])
DHEMYE, et REFEMWEEIHMEL 72, 28 AE (v v e T, H—F, FvP¥aTx, AV
F. BAR, 7=7. 25—, KE) O 53 KR LY 2 —CTEfiE iz,

- DX RIZ COVID-19 7 7 F Vv REMED 18 A LD A & L7z, WFZEE 1L, ERSINE 1A
HIFFA[E A COVID-19 7 7 F v e EfaE cRHFRECTH 2 C L 2B L, HEAHEREL 2, =
I FZAEGEE A AEARY 7 F v OEMEZRFL L R WIBEIC D ARERICES S iz, BEIE COVID-
19 DY R HBEASIE D EE NI,

cAVERIT VT4 T LAKRVR T /7uY— (IRT) ZHWT, 2EEzE/  NL v b7 27FvE
2377 R (BHEAEK) BT 1 CEELSICEIY T2, Filis (18~59 j%/60 %KLL L), SARS-
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CoV-2 MURIMIEFZWEE D X — 2 7 4 VIGHER, il cEilitL, 7vy 234 X 8 OE#hY
77 vy 7 EERALEFRL 2, RN ANERFE 2R TXCoBEBRHEREMIC L CERLE
726

- FEEHBIEH X, Day 1 3 X U Day 22 T SARS-CoV-2 RIERDSBME I FF 5 2 [0l HiEf#% 14 HEL
FEDFEMEME COVID-19 O FRAZhE L L7z, ZREHEEE IC X, MiEKRE GUEOHF) 12X b AR WiE
il COVID-19 FhE. BEESE O FIE, hEEL LT 213 ABt% %3 % COVID-19 DRIENE T
770

-7 7 F VA (VE) 13, mFAS-PD2 S I % 1000 AEEDH 72 ) OFAERICHE IS EHH Iz,
FEH MO BEGERKICIZ.VE 28 50% % 2.95%CI O TR 30% %22 5 Z & ANEL Xz,

(f554]

<2021 4E5S H26 H2H 11 H7HE TIC, 10,139 ABEAfbEh (72725 V#5061 A, 77 &F
5,078 A). 10,114 A (99.8%) 251 [\IEA L. 9,441 N (93.1%) 232 M52 T Lz, ¥
D PR 37.9 % (SD: 13.9), 56.6%05 BT, 73.8% D BEGE TH - 7=,

*mFAS-PD2 IZ 1) 2 KELHE 2,051 N B W T, 2 [ HERER 14 H LA OFEREYE COVID-19 FIE 1%,
77 F R8I N (7.8%). 77 REE N (8.7%) T, V7 F vEEIR 153% (95%CI: -15.8~
38.2) TH o7z, Kaplan-Meier Hi# CTlX. #1165 H#2> 57 7 5 VHECOREFIEAD 7 7 2 R EE% L[H]
277,

o ZREVAZNETHE ¢ MEREEIC X S WS NE (mFAS-PD2) Tlk, 77 F vH 126 A (2.7%).
77 R EE182 N (3.9%) 2MEMEM: COVID-19 Z#4E L (VE: 32.9%, 95%CI: 15.3~47.0), JF+ 4 —
TEMETIE, Vo2 F VB3 AN (12%). 77 FE90 A (2.5%) 23F5E (VE: 52.7%, 95%CL: 31.2
~679) L7z,

HfE COVID-19 X, RELHFT8H (77 F v 3H. 77 kRSl 5 VE: 44.8%, 95%CI: -183.7~
91.4), BERERYE T 44 (BEE2 615 VE: 1.0%, 95%CI: -1266.1~92.8) 4 L 72, ABeHliZRELD 7
T2 REESHIDOARTH o7z,

c REQEICB T 2 7 2R+ 2 680113 64.2% (95%CIL: 10.2~87.4), # I 7 v Y ERITH L Ti3-
44.5% (95%CI: -141.1~12.0) TH o7z, —J7. BUELEE TIT TV ZHRICH L T 100% (95%CI: 31.3~
100.0), A I 7 v YRRICH L T 53.4% (95%CI: 13.2~76.0) DE#EZRL 72,

- Day 43 IC 3B 1J % D614G ZHARITN 3 2 pRIFLAMM (GMT) 1. REEFHE T 1,409 (95%CL: 1,180~
1,682). BEEYLE T 9,109 (95%Cl:7,164~11,583) THotzo V27 F V7 7 RD GMT iz, &%
I T 37.95, REEGHE T 62.40. BURGE T 1391 TH - 7=,

AR O A EFRITMHE L DA 0.1% T, TRCIFEETH o 72, SLTEHNIE 7 7 v KEED 9 fllo A (5
2 128 COVID-19 Biid) T, WFZE/m A & OBEE IS E Sz, EREAEEER (SAE) 1 145 1
WEEh, 77F VvEBEHEEFHGE Nz 4 Fl3vwIhdb ARy —ick ) TESEMER L] LHB I
720

EHERALSIE T 7 F VB 56.7%. 7T & REE 35.7%ICER0 b v, Ko 1~3 HiEo—iftE o &
IGTH o7z, 727 F vERICH S HEE®E (VAED) 13580 bivind o7z,

(%]
< ARHFFEIC X D CoV2 preS dTM-AS03 &/ NL vV 7 7 F VIFHFREINZREE7Tu 7 7 A ViR L
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7205, REBYEE 1T BT BHEENME COVID-19 12Xt 3 2 G301 13 FDA OE#E (95%CI @ FTR>30%) %
WX ah oz, L L., BUSEE CIIEMERTER I N, BT 2RI LRI & PIHishE

s LTz,

- R OHIFR L LT
27 T ENRET ONTz, 72, D614G EEMKICTH I 5 v YU X, BIERAITL T 2 flio%E

mlinE (60 A b)) OBFBARO Tz 2 b EERIC ABEHI 234 72 5

NI

FHRIC B AR 6 L b SR L 72 ATREME 25 3,

Randornised (n=10,135)

'

Vaccine group Placebo group
n=5061 n=5078
Complated Dose 1 Completed Dose 1
n=5048" Participant withdrawal, n=135 1=5085" Participant withdrawal, n=132
Lozt to follow-up, n=38 Lest to follow-up, n=43
Protocol deviation, n=15 Protocol deviation, n=6
¥ AE, n=0 ¥ AE, n=2
Complated Dose 2 Completad Dose 2
=470t n=47211
Participant withdrawal, n=111 Participant withdrawal, n=160
Lozt to follow-up, n=33 Lost to fallow-up, red0
Protocol deviation, n=11 Protocol deviation, n=4
AE n=1 AE, n=5
L L J
D43, n=4768 D43, n=4T67
- mFAS-PDA, n-5000 < mFAS-PDA, n=5004
- mFAS-PD2, n=4702 mFAS-PD2, rn=4675
- LAS n=1182 145, n=TH4
- SafAS, n=5050 Safds, n=5064
- REafa3, n=2205 RSafAs, n=2294

Fig.1. CONSORT diagram for patient flow through the study. * Among the randomized participants, 12
participants in the vaccine group and 13 participants in the placebo group did not receive any injection. T
According to the study protocol, participants were permitted to miss an injection and still attend the later visits;

these participants were not considered to have discontinued from the study, and are not included in the figure.
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[VAT00008 5 (CoVPN3005 bivalent)]
Lancet Respir Med. 2023;11: 975-90.
Efficacy of a bivalent (D614+B.1.351) SARS-CoV-2 recombinant protein vaccine with AS03 adjuvant in adults:
a phase 3, parallel, randomized, modified double-blind, placebo-controlled trial.
Dayan GH, Rouphael N, Walsh SR, et al; the VAT00008 study team.
JRANICET 2 AS03 7 ¥ 25 + 2fifI L 7 —flfi (D614 + B.1.351) SARS-CoV-2 #l#faz &% v~ EY
7 F v OFMME  HIE, TR, BELL, BEZEER, 77 v R R

€30)

H R COVID-19 DEZBMRDMITICH W, B WD 2 &L T 7 F v ic X 3 ILH P o fedtrssko
b T3,

Jiik L ARWFFETIE. D614 (JHAEHR) 35 XUV B.135S1 (R— &) ZMlAG b7z itz 2 v o8
727 F v ok L Rtk IS 2 2o ic, MER. modified “EHEER, 77 & Ax G % [E
BRI I FEHE L 720

MF 213,002 ADKAZRRIC, A 127w URRFATIIC RO Yl aEE > Y — X & L T2 T
biv, 77 F vERICX 2 HME 647% BRI N, 72 V2 F Vv IdIEF A — T OXRRE (BT
HY) BT T51%DHMMEERL 72,

Flw  ARPBRICK Y, iV 7 F v AA I 7w BRI L C b RN & SR AL 3 5 RTREME 23R &
niz,

[f5R & 73]

SR T A v KRGE IR, BEAL. modified —EEM. I v KB L LI, oo
VET, AF¥va, H—F, T=T, UAVE, U9 ITA4F 2= 4V FD 8 »[E 54 fiax THE
e X 7z, RERE X, 18 5% LA LT COVID-19 7 7 F v DIEEREFE DS 7 WAL 13,002 A& L, Sh# 13 1:1
DWRCIAT 7 F v E7213 7 7 e RITEELICE Y F1F 54, 21 SR C R L 72,

CXRE DM R RE L, COVID-19 7 7 F v HFEFL T v 187K Lo A L L, RIEGEE (F
4 —=7) LBESRE B4 —7) oWEBsE LN, BASEOMRICIZ, MERE & SFETER VR
B2RHGLN, T5%DBMNEF ZIEFA -7 R I N, BPEIVRIPEVEINIBEADEENT
BY., FFEDEFNY 27 035 255V BRED RRICEENT,

- 7 bAh Lk X ORI AE  EEFEEH 3, 2 MH OB S 14 HU EFEE O fEEYE COVID-
19 OFRIETHI & L, BEMEOFHIIX PCR MEICHKSE, 727 F vife 77 v RO RIELR LK L
Teo T2, V7 F vERIC X RN D BIRGHEEH & LRl & iz, HEER (AEs) RRIKIG (F
WEAL DR A, 2 MERIG &) 1k, ROCFEERITNR (4,823 N) CRHfis v, BEEZEERFRCOR
Chlo#s b Fi iz,

[#E 5]

-7 7 F VvEMNE - FEFHMIIEE T A AEEME COVID-19 FEAE I N3 2 G301k 1E. 64.7% (95%1SHEX
Rl 46.6-772%) CLHER I Nz, FRTEEIC COVID-19 BEHED H 2IEF 4 — T oXREF I LT
75.1% (95%1S4AEIX[E] 56.3-86.6%) & FWFHNREEZR LTz, £72. A1 78 VR BA.1 5 XU BA2
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F T ERRIC T 2R MR I NS T F A — T ORREF T 268112 30.9% & KA - 7=,
BSOS & Rt RIRIGIEY 7 F vERICE W ORI SSEE ISR S 7z 23, EICERE D b hEE
DFEFFALIGCEFHISIT L ©F D, EMICB#E T 2 ERAAERRLHCTHITIWE S nixd
> 77, T 30 DUAN O HIRFE HEHERITEHE L D 0.1% K TH o 72, FEDKIGHERIZ, V27 F
VEEST8%., 7T REE409%TH D, L —F3DOEERKIED T 7 F EE81%, 7T REE49%
K, RN RIF & il & iz,

(%

AR X, D614 (fHEHK) & B.1.351 (R—2HF) A G bR A7 7 F v 23, 4+ I 7 v vk (BAL
FLUWBA2 # 7R OFfTF T, JEEME COVID-19 icxf L CHER TR Z R L 72, FricdE
FA—TONRECEBCTECENEZRLEZZLIE, 2OV 7 F VBREIEEEDD 5 A4 IC
BT R 2 RS 2 AR R L CW B, TRE, T2/ F VDT —RX—LLTD
FEbEzZ N, BFEO7 7 F IO 2:8NEM e L comgRAERfF I3,

CEXBIC, VI FvORENTu 7 7y AADBRIFTH V| BIKIGCOFRER D FRHEPHNTDH o 72 51T,
JNEIF C OIS 2 ROk e 7 5, RO E L, SERAE S E w20, EHMZRG
SRR OFHB A RT T TH Y, SHROBIMHELLETH S, 72, BMEREDO T — X PIRE X
NTw37=o, BIELY 227 OEENICRT 2R ORI D 5B OMETH 3,

CCOXSIC, Sl 7 F ik A I 7 v RIS LT PHISRERO C AR E N, ROV T
Iy IMIBICETEEERY 77 ViEREO -2 EEZ LN,
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Tables and Figures

Table 1: Demographics and clinical characteristics at baseline in the participants who received at
least one injection (SafAs)

*Two participants received a vaccine at V1 but whether they received the vaccine or the placebo i unknawn. Therefore,
there is a differente of I participants in the total number of participants of the Safas.
O of the 2 participantd wha had missing information about the vadcing/ placebo wad Armerican Indian or Alaska Native.

Vaccine group Placebo group Tatal
(N=6472) [N=6450) (N=12,924*)

Sex, n (%)

Male 3789 (58:5) 3751 (58-2) 7542 (58-4)

Female 2683 (41°5) 2699 (41-8) 5382 (41-6)
Ape, years

Mean (5D) 36-1(13-0) 36-0 (12-9) 36-1(12-9)
Age categaries, n (%)

18-59 years 6073 (93-9) G067 (94-1) 12,147 (94-0)

=60 years 394 |6-1) 383 (5-9) 777 (6-0)
BMI (kg/m?), mean (50) 23-8 [4-61) 23-8 (4-41) 238 (4-51)
Race, n (%)

American Indian or Alaskan native 408 |6-3) 402 (6-2) 211t (6:3)

Asian 2562 (39-6) 2567 (39-8) 5129 (39-7)

Black or African American 2873 (44-4) 2854 (44-2) 5727 [44-3)

White 36 (0-6) 38 (0v6) 74 (06}

Multiracial 5 [«0-1) B [<0v1) 11 {<0-1)

Mot reparted 95 (1-5) 82 (13) 177 (1-4)
Ethnicity, n (%)

Hispanic or Latina 1056 (16-3) 1051 {16-3) 21091 [16-3)

Mot Hispanic or Lating 5381 (83-1) 5372 (83-3) 10,753 (83-2)

Mot reported 15 (0-2) 13 (02) 28 (0-2)
Country, n (%)

Mexico 495 (7-6) 493 (7-6) 989 (7-7)

Colombia 537 (8-3) 532 (8-2) 1070 (8-3)

India 1661 (25-7) 1672 (25-9) 3333 (25-8)

Uganda 212 (3-3} 206 (3-2) 418 (3-2)

Ghana 597 {3-2) 598 (9-3) 1195 (3-2)

Kenya 2066 (31-9) 2052 (31-8) 4118 (31-9)

Mepal 904 (14-0) 897 (13-9) 1801 (13-3)
Prior SARS-CoV-2 infection, n (%)

Maive at Day 1 588 (3-1) 5EE (9-1) 1176 (3-1)

Mon-naive at Day 1 4860 (75-1) 4331 (74-9) 96593 (75-0)

Undetermined at Day 1 1024 (15-8) 1031 (16-0) 2055 (15-3)

Maive at Day 22 333 (5-1) 350 (5-4) 683 (4-3)

Mon-naive at Day 22 5478 (84-6) 5486 (85-1) 10,966 (84-8)

Undetermined at Day 22 661 (10-2) 614 (9-5) 1275 (9-9)
High-risk medical condition

Yes 2085 (32-4) 2070 (321) 4165 (32-2)

Mo 4377 (67-6) 4380 |67-9) 8759 (67-8)

For the other sarticioant. the race was unknown althouwsh the ethnicitv was Hisoanic or Lating.

BMI, body rmass index; 01, guartile 1; O3, quartile 3; 50, standard deviation.
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(BEERRSC (1)]
N Engl J Med 2020;383(27):2603-15.
Safety and Efficacy of the BNT162b2 mRNA COID-19 Vaccine.
Polack FP, Thomas SJ, Kitchin N, et al; C4591001 Clinical Trial Group
77 Al oPManF 7 7 F ~ (BNTI62b2 mRNA) DX &t & HRTE

[%£#9]
HE EEAMEREHERE 2 e -7 A LR 2 (SARS-CoV-2) BYYEL ZofERAELZamF v (0
2R 2019 (COVID-19) (X, RPNy T I v 27X o THTIHADALEZHF LD TS, BRED
DRI T 7 F v BRI I RTWw 5,
J7iE D ETh oL EEE. 77 eAR L BIEREER. AOMEIcBT 2 EEAFEBE T 16 L Eo A
11 OKRTT v EALICEI Y LT, TR E2IEBNTI6202 7 7 F Vi (1 [m1H 72D 30pg) D
Thhx 21 HERE T2 BIEE L 72, BNT162b2 (X, fEE F / R CTEDb NIz X 7 LA > FEHiI RNA 7
7FvThHY, BERNICREN S NZEET v h —8 SARS-CoV-2 R A N4 7 2 v o8 % a— Nt
LCWw3, FEFEEH X, B CHEE L2 COVID-19 327 7 F oottt &aette L,
AL EF 43,548 ADSMFE 7 v X LI, 5 5 43,448 A8 HES %2 321, 21,720 A28 BNT162b2 %,
21,728 A3 7" 7 e R il L 72, BNTI162b2 HefifF <3 2 BIH O#AE2 S 7 HU BFE L TH o FYIE
L 7z COVID-19 7% 8 il 7°7 & REAHRETIZ 162 & - 7z, BNT162b2 (X COVID-19 @ FFiiC 95%H
TH o7z (95%EEXME. 90.3~97.6), Fhn. HAl. A, RiE, X—2X7 4 v D BMIL JiHEEED
AMCERINEY T IV —TRERCHERO Y 7 F v ERE GEE 90~100%) 2RIz, 1EIHEHD
R ICRIE L 72 BAE COVID-19 © 10 AD 5 5, 9 ANid 7 7 v REREE . 1 AL BNT162b2 #fE#H T
Holz, BNTI62b2 OLEMET 0 7 7 A ATlE, TR OFIAR 2R FE D> o hERE D &, J 7.
PR ZFHS e LT, EEAAEHRRORERIIEL, V7 F VL 772 FFECHRMBTH 5 72,
F L ® I BNTI62b2 @ 2 [EEREIC X 0, 16 A LD ATIEH a0 I v 4 L ZEEFEICH 35 95%D
THRIRBIE O N, FRfE2 2 ABOREMIZ, thovAVRT 7 F v LTS 57z,

CSE RS
KA TlE, 77w REHIL T 21 HERCTHANICRS S 7 BNT162b2 @ 30ug @ 2 [Blo £
otk AREZFHE L 72, SBR~DOSMERK L. fED L IXBIHRESLZEL T2 16
A DN E L7z, COVID-19 OFFIEE, SHfefiliiEIc X 2 GHE 72 (X @R 2 RE 0 2T TR
L7z,
BESIMEIT 111 OEATT v A LcEH Y Y ToHh, 21 HERRT30ug @ BNT162b2(1 [E]1&H 729
03ml) 72 3EMEBEKT 7R E2HEI N,
LARMICE T 3 TUFHEEE 1, #%5% 7 HUANICRE SN EQRANE - 325N 5 FEH
HR B L OB 72 3 BERAOFH. 3 X0 2 BHO#S% 1A TCOARNEAERR (S
MED»SOHE), BLU 2 HHOKER 6 02HE TOARNEZERAFERERL L,
SIS B3 2 FEFHlIEE (X, 2 B H o #AE# 7 HH % TIC SARS-CoV-2 AL D IMIF I 7213 v
ANV ALHEIAA 72 > 0 72 SINE IC BT 5 2 MHOBME®R DR &b 7 HHURBICHRIE L 72 1EE
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COVID-19 iCx}3 2% BNT162b2 DHMEL L7z, X 50, LAETOREDFLL & 5 SIFH L 7\
I BT 5 A0 % M L 72,

RS, BEEORIKIG. 24XV M, BXU0HLWHEEROM. HEH. LU
3 2 Clopper—Pearson 95% S A X M CFHi L 7z, 7 7 F v D HE#E I 100x (1 —IRR) THEE L 72,
77 F v OEHMED 95.0% FHEIXMEE 30% B2 27 7 F v OaMEDOMHEZEIL. Bayesian X —
Z2IHETARMERLCHE I N, FEAF 77— TiIConTid, Wit (727 F v oa%
MEDOHEEM & 95% fSHEIXIE]) &2 M CRHiEi L 72,

LTS
2020 £ 7 A 27 HA*5 2020 4F 11 A 14 HE CofElic, &5F44,820 AR ) —=v 7 %%F, 16
A D 43,548 AHHHS 152 gk CKRE 130 fliik, 7A€ v F v gk, 77 Y0 2 sk, BT
7 4R, B A 6 fiax. v 9ftiay) O /MR & L CiEAflz %172, Gl 43,448
ANDSINE PES %52 1F, 21,720 A28 BNT162b2 %, 21,728 AR 7 7RG 3 (K1),
37,706 AOSIMED 5 B, 83%HBHA, 9%BBANEZIET 7V HRT AV AN, 28%03 8 A=y
7FERIEITTVHRTH Y 35%HB . 21%53P % b 1 DO FFREEZIEX T, Fkoh
REIZ 52 TH Y, 2% 55 U ETHo72 (F 1),
BNT162b2 FED 5 B, EHHE 7 HUAPNCHESFFOICE U2 B E D b P EE O AR D % ik
INERFIGTH Y, TXCOFERMBEOSMED > bEHEDRAZWME L DIE 1% KiiTdh
27 (K 2)e %L DRFTIGIE 1~2 HELPICERR L 72,
LHWEERRIZ, FHET 7 F vEEE (16~55 %) DN BEmRY 7 F vigiE (55 MUl X
DdLHE S, 1 RIEEEEZ LD S 2 MEEERZICS CHE I (K2B), FECHERELR LY
DERERIZT 7 F vERE 1~2 HLANICBZE I L, 20oH% T CIKiEh L 7,
BNT162b2 HHHEE D07 7 REHE L D (O 0D FERR (ENLTN27%E 12%) 7zt
BlE I 2 AHEFHR (ZNEN 21%L 5%) e L AD L2 o7, Mifffe dICHEHELRAHERR.
FARBERR, 723> 0 OBIC O RN 2 BERERERML 2SMEZIZ LA Vi h o
7o BNT162b2 H5HH% 2 £ 350 C (1 & XBIIREE(LAE. 1 4305 1h) . 77 v REFEE 4 4350 0C
L7z Q ZIZEERAH, 1 A BmrERAsf, 1 41 0HEEZE)
BEE & 72 13382 D SARS-CoV-2 DAL 72> 36,523 ADOSMED 5 B, 2 MH 02 S 7 H
PAE#EE L CTHRIEL 72 COVID-19 1Z. 7 7 F vEME T8 M. 77 e REMECli 162 Th o
720 T DREFISENE, 95.0% D7 7 F A (95%EFAXE[CI] : 90.3~97.6, £ 2) YT 3,
R HTIC X 2 Fln, MRl AR, RIE. Wi, fHAREORECERI N 77— TIcE T
27 7F AR, SROENTEHEINAZDD LR L T3 Z e n (K3),
303, W51 DR OF A CRAE L 72 CCOVID-19 £ 72 1ZEAE COVID-19 DFEH] (mITT £
M) #RLTw3,

[(5%]
BNT162b2 @ 2 [m[#fE L ~ 2~ (1 [9] 30pg, 21 HIEE TR 5) 1344222 COVID-19 iI<xf L T 95%
DYIRDH 5 Z L %R L7z, COVID-19 JifTHME2 S 11 2H b7z w ) bickette A%
MR INTZARER T, RNA R—ZXD T 72 F VHRFLELEHF LW Ty bR —LTH 3L 0I5 S
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#FEEL 72, BNTI62b2 1%, COVID-19 ORI EIEIC X » THE U2 fEE, 4da. FREN, &5
R OBEN R IBAZ BRI TCE 28R 7 7 F v ThH D EE 25,

WFgeT « R 152 sk CRE 130 fisk. 7A€y v 1Esk. 77 Y 2 fEs%. 7707
4 fEF%. N A 6 fERk. b2 9 ik

v—Xv 120204 7TH2TH»5 11 A 14 H

TATRR - BPAERY (RREERR)

77 F ok B (RN

IR fEEED L < REBWIRENLEL T3 16 ED A

W74 v @ LEEE, 77 e RFAE, BIEE SRk

FEREE : BNT162b2 (2 COVID-19 O FIhIC 95%H 5 TH - 72 (95%(SHEX . 90.3~
97.6),
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44,820 Participants were screened

1272 Did not undergo randomization
1152 Did not meet eligibility criteria
64 Had other reason
33 Withdrew
13 Underwent randomization
after cutoff
5 Had unspecified reason
4 Were withdrawn by physician
1 Was lost to follow-up

43,548 Underwent randomization

99 Were not vaccinated
1 Did not sign the informed

consent document
43,448 Were injected with vaccine or placebo
21,720 Were assigned to receive BNT162b2
21,728 Were assigned to receive placebo
37,706 Received vaccine or placebo
and had median follow-up of 2 mo
18,860 Received dose 1 of BNT162b2 18,846 Received dose 1 of placebo
316 Did not receive dose 2
304 Did not receive dose 2 96 Withdrew
100 Withdrew 86 Were no longer eligible
62 Were lost to follow-up 61 Were lost to follow-up
56 Had ongoing or pending 46 Had ongoing or pending
status

status
18 Had adverse event
5 Were pregnant

51 Were no longer eligible
28 Had adverse event

4 Were pregnant 2 Were withdrawn by

2 Were withdrawn by physician
physician 1 Died

1 Died

1 Had medication error
(no adverse event)

18,556 Received dose 2 of BNT162b2 18,530 Received dose 2 of placebo
48 Discontinued trial after dose 2 95 Discontinued trial after dose 2
27 Withdrew 66 Withdrew
18 Were lost to follow-up 25 Were lost to follow-up
1 Died 2 Died
1 Was withdrawn by physician 1 Had other reason
1 Had medication error 1 Declined further procedures
(no adverse event)

Figure 1 (facing page). Enrollment and Randomization.
The diagram represents all enrolled participants
through November 14, 2020. The safety subset (those
with a median of 2 months of follow-up, in accordance
with application requirements for Emergency Use Au-
thorization) is based on an October 9, 2020, data cut-
off date. The further procedures that one participant in
the placebo group declined after dose 2 (lower right
corner of the diagram) were those involving collection
of blood and nasal swab samples.
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(BERSC (2)]
The Lancet Regional Health — Americas 2023; 21, 100497.
A phase 3, randomised, double-blind, placebo-controlled clinical trial evaluation of the efficacy and safety of a
SARS-CoV-2 recombinant spike RBD protein vaccine in adults (ABDALA-3 study).
Hernandez-Bernal F, Ricardo-Cobas MC. Martin-Bauta Y. et al.
JENIC 35 1S % SARS-CoV-2 ffl#fi . 2% 4 7 RBD & v X8V 7 F v OEE L Ktz i+ 558
WA 7 v & 2L ~EHEKR 7 7 & R B RGAER (ABDALA-3 545%)

E39)|

B FHlarF v AL REGYE (COVID-19) DXy T I v ZIctfEv, e THRNET 75 v D
RBEHL o,

J7iE R Tl CIGB (% 2 — NBIR T LY - N AT 27 /vy —+ v X —) HHlFE L 7z SARS-CoV-
DANA T RYNRTEDZEIREG N ALY RBD) 2RI LT 7477 7F voRME Tt
i3 2720, 7 v X LML ZEEMR T 7 v FtiEilE (ABDALA-3 iff9t) Z EhiL 7z,

R F 2 — SHEEIC BT B 18 DEERIERX T, 19~80 DM A Z R, =[EHE (0 HH. 14 H
H. 28 HH) THElixi, X—2K1EROYMIcE T 2 HMMEEZTAEL 7z, BERrLT 747
77 F VAV 0228% %R, RETHY, EERAEFRIRLNERDL o7,

FLeD T TXTT T Vi COVID-19 DTk X OFlHIc B W CEERERE L 2 V525

R & J5ik]

CWZET YA vt ABDALA-3 fiff5Eld. 7 v X 2fb, —HEEM, 77 2R HEBOF I L L <
Etantz, BRI F o -~y v T4 TT T 7 =N TTVEFE, TTDIMICH D 18
DEFRMERE CTIThH, CIGB AR V¥ —L )| lBoLTo 7 v 2 CiRERFEHE (GCP) 23
B E Tz,

CRR 197K 5 80 MO AR KA. T 3HIH E A BIEREEEE T A AR L X4, SARS-
CoV-2 YR S iz B A EYYERE . -3 RSB oKk 22T -3 En-, &
71 48,200 ASEERICEINL., 77 v REE (24,144 N) BXOT 7X77 7 F v (24,146 N) 1€ 7
YELICHIVYToNT, V2T vEMIZOBE. 14 HE, 28 HEO =M T TiTb i, &L
HIZT50ug D RBD X Y X EBELT 77X T 0 F v, 2137 7 R EHANTE cEREL 72,
RSB X ORI FEFHEEB . T X 77 2 F v oRFME. b biEREME COVID-19 @
RIERDOBEHCTH o7z, 727 F v OFHEIZ, BIERICHE IS, V7 F VL 77 v RO RERIE
Rt d 52 & CiHiL 7z, T 60, BIRIE (BHEFER) oFERNCHEEDHREI N, 72T
v ERRERYE D B & XN HEERRICOVTCIIFHIICRR I N,

(53]

- EHhME  RERIAR . COVID-19 OR—ZEBEICHITLTE Y, 77 RETIT 142 ADEMEME:
COVID-19 ZRJFEL =Dt L, 727 F VEETIZ 1l NDABFHIELZ, ZhicX Y, T7X77 72
F v DERIEE 92.28% (95%(SHEIX [ : 85.74-95.82) L HH & iz, £ 72, FEE ) S EHE D COVID-
19 DFHICE T 2HED 92.88% (95%(EHEXA ¢ 70.12-98.31) T, 77 F VEICE WX, EE
Bl X OEHIBR o md 272,
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CEIRG AR E LCHEEBRROBERIZT 7 F VD 6.7%. 77 RN 5.1%TH Y, FICHES
LD A EREDRICHRE SNz, BEELAEFERRLY 7 F VICHEBRER T 250 CHIZ5ED
LT, 13 AL DEISIGIE 24~48 BRI ICEIE L 72,

cH T — TIEAT AR, R EOFEIC X BT 2 F VEMEDE IR E L h o D8,
FRICHE R (19~50 %) CTORZMEIL 94.74% & &< . £ FE 5 < 72 218 ERMMESE TIT
FTHHMB RSN, HEOEBIEELZH T 2NREICENTD 0% U EOFHERREI N, 77
Z77 7 F VIIRIECENBICHIRNTH B Z L BRI N,

(%]

- ABDALA-3 :B&lZ, ZEEE@EOT 7457 7 F v 5 COVID-19 O FRICIERIC B TchH I L %
N, BRIchEEL FoBRELERD PHHICBWTS %LU EoEMMEZ R L - S03HEI NS,
AWFTEIE, ZEESR — XK WAT L COZZ R T CEM I L, ZERKRICT L THIRLEH 5 2 & 28
RREIN5,

KT 2 FvORRE LT, BMEOBMAEE 77y b 7 — 2R EHALTWR 2 ERETFONG,
DELET 7y F 74 —LF, Fa—NICEBVWT30FELULCOEZVFEHINTEZDDOTHY,
AFEVE L WEEHAIRETH B, I HIT, 2~8CTOREEIMRIZNT 3720, RERHILELE
BTHY, VY —ARRoLNHIKCTHBEHAPAEETH S, TNICKY, SHDONVT Iy ZXKR
D—BEE LT, Za— SVICHRTRERY 7 F vigfi & L ComTREM: % Ff o,

cAKWIEDRRE LT, 7xu—7 v ZTHRBE 20, RN 2080 it icEls 3 57— %
BARLTCWEREBD 5, Tz, HEERCHE. EhoEcowTlIARBciHizhTts o
. SHoBHHHE LB OBKHERA KD b s,
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49656

Not included: 1366 / Sutgacty scvesaad
Uncontrolled chronic disease: 593
Body mass index <18 or =35 kg/m*: 392
Al )’Or ', idal
treatment in the last 3 months: 112
Acute infection in the last 15 days: 60
Pregnancy or lactation: 44
Thiomersal allergy: 30
Subject refused: 28
Physical examination with
significant alterations: 17 v
Subject with Age < 19 or >80 years: 15
SARS-CoV-2 positive RT-PCR: 7 48290
Other: 68 / randomised \
Placebo Abdala vaccine
(24144 subject) (24146 subject)
[ 17 dose: 24144 received | [ 1 dosc: 24146 received
: thdrawal 3181 ! Withdrawal: 3521
; Voluntary dropout: 197! i Volunuuy dmpoul 229!
i SARS-CoV-2 infection: 39! Non-a.dhcfcncclome protocol: 47 !
+ Non-adherence to the protocol: 38 : i ! SARS-CoV-2 infection: 41 :
+ Uncontrolled chronic disease: 23 ; i Uncontrolled chronic disease: 19 ;
1 Pregnancy: | WS i Pregnancy: 11
' Death (stomach adenocarcinoma). 1 . Death (cerebral hemorrhage; i
! Other (less fmqucmly) 9. i suicide by hanging: COVID-19): 3 |
S ni o 2 s oo oy e oY s K ey K ' Other (less frequently): 2
v g et
[ 2 dose: 23826 received | [ 2 dose: 23794 received |
L o R T & oL 0.0 o S0 & PR 90 o 1 i B i e e e e e T e W
1 Vithdwal: 24; | Wi ; 237 §
i Voluntary dropout: 113; iwdrwt: 156 *
1 SARS-CoV-2 infection: 55 ; SARS-CoV-2 infection: 36 !
+ Non-adherence 1o the protocol: 254 'Mn-ndhmce to the protocol: 31 !
: Pregnancy: n 121 : Uncontrolled chronic disease: 7 !
! Un. Ned ch ” 9 1 P 3 l
i : regnancy: i
. Death (severe cardiac arrh)'lhmla. : De1ll\ (hypostatic pneumonia; ;
; Beneralized sepsis; acute myocardial i i bilmeral massive bronchopneumonia); 2 &
i infarction; severe ventricular arthythmia): 4 i Othcr (less frequently): 2
1+ Other (less frequently) [ U S R R A e PO SRSy R i
g e v
[ 3 dose: 23602 received | [ 3 dose: 23557 received |

v v

- 24144 included in safety analysis (intention to treat). - 24146 included in safety analysis (intention to treat).
- 20157 included in modified intention-to-treat efficacy analysis*. - 20195 included in modified intention-to-treat efficacy analysis.
- 19674 included in "per protocol™ analysis of efficacy. - 19689 included in "per protocol” analysis of efficacy.

« Voluntary dropout: 310 * Voluntary dropout: 385

o SARS-CoV-2 infection: 116 * SARS-CoV-2 infection: 83

» Excluded from the study due to non- ¢ Excluded from the study duc to

adherence to the protocol: 63 non-adherence to the protocol: 78

» Uncontrolled chronic discase: 32 ¢ Unec lled chronic di : 26

« Pregnancy: 23 * Pregnancy: 14

» Death of subject: 5 « Death of subject: 5

o Other (less frequently): 15 * Other (less frequently): 4

* one individual was excluded of the efficacy analysis in mITT population, considering that it was not possible to specify precisely the date of onset of the
symptoms after the second dose of the immunization schedule.

** There are 169 subjects (80 and 89 in the Placcbo and Abdala groups, respectively) that discontinued the trial for various reasons (counting in the causes of
exclusion from the PP analysis), but also had total antibodies against SARS-CoV-2 at baseline ( quently di d from the mITT population). In each
efficacy analysis the participant counted only once,

Fig. 1. Study flow chart.
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(BhEz>C (3)]
N Engl J Med. 1998; 338(20): 1405-12.
The efficacy of live attenuated, cold-adapted, trivalent, intranasal influenzavirus vaccine in children.
Belshe RB, Mendelman PM, Treanor J, et al.
INRIC BT 2 FmAEAGRII-ZAfifEsm A v 72 v Y 7 F v o FRE

(25#]

BRI AVINIVFETANRT 2 FViE, @ELTHICECTRA v 7 v 2 v FOREBREFE VI
bbb, HREEME, £ 2T, 15~71 » Ao Ric, FA-KRIL- = ifte 4 v
TINTYHFT 7T RS iadE T EER YT & R iR 2 i L 72,

Jith 1 288 AP, BIENEFZE TG DT 7 F v £33 7 7R %2 2HCE Y 15 h,
1314 AD 72347 60 HIEFR T 2 M5 S 2 BECE ) T bz, R I N T 7 F VR, HERHE
FAEINTOEREA v INZFTANRT 7 F v EHRMICRAIETH 572, WNREZZDOHD A
VINIVHFY =XV, UALREBEICIDA VLT Y FRREREH I N, f VI AT VFD
FEBE, RS O B I N AERIL v AT v F T A L R BT AEEB L EE I N,
R BPENT 7 F iR AN, BEEIRIFCTH o7z, PIEIKRICIGERECTH - 72 Fiio 5
B, A v 7z v HFRICIE U T 61~96% DEIE THAM 2 4 f5ICHML 72, v A VREEEGED A v
TNTVYHIE, 77 FVE (1070 AR 146 TT 72 R EE (532 AR s X W BB o7, T
7 F v OHPMEZ. VAN RBEECHERINEZA Y ZAT Y HFICH LT 93% (95%1SHEX[E 88-96%)
ThHholz, 1 BEMHDT 7 F VHETHAMEL 89%., 2 FHEFERFCTIX 94% L WTFNDHEHTH Y, 1996
~1997 FEICHAITL 72 AN B L B A v 7 v 2 v FOMKICN L CHEMNTH o7z, 727 F Vi
HExZ 7273, REAMERBRORESERICD 2 L REMEFE R OFIERE D 30% D L7z (95%
fEHEIX [ 18-45%), P<0.001),

s SEAKRE- =S A v 7Ty T 2 F o 0d, AR TS B VT AHIN2) R B X OB
A v Iy I L CLRETRERERD Y, BEhTH o7,

[rf5R & 73]

T IFVEIVNT TR T I F ik, AlTexas/36/91 £ (HIN1)., A/Wuhan/359/95 £ (H3N2).
B/Harbin/7/94 £ 7 A V2D 3 D D F§FAULIENEIR T 1172(1996-1997 D4 v 7 LT v HF v —X v iC
B 5 KEEMERDDIHERE L 2 RE A Y I v F T 2 F ok —B), 7T RiL. S8
BIOGWIERT 7 F v eRBobkrol, flCT v X fbI &Nz, 727F v E7iE
77k ARD 0.5ml (K77 DEMEIC 0.25ml $0)DEREEZ ) 7=,

R A 15~71 20 A OEEE R /NRE TR ICE SR & Iz, 2 B GREICE Y £ b iz iR I
1996 4 8 H 21 H2>5 1996 4 10 H 23 HORICHmAI 0% 5 %% 1F . 1996 4F 10 H 15 H2> 5 1997 4
1 H11 HoMic 2 BB %% 1F 72, 1 B GEEOMNRE X, 1996 49 H 30 H2>H 1996 4 12 H
S5HoRIICESRI N, V7 FvaeEHIns:,

SR T A v orHi &, 7 v Ao b, ZEER, 77 e RE, SRR LT A v E
2o TEAASEOHMMWERIZ. V2 F v £ 7 7 FRORYIDOKE 55 28 HEAME, F 7213 2 (4]
HoEG5H%DWTNIDORFETA Vv INZ Y HF Y =XV RICRIEL 727 4 V AEEE TR S Lz 4
VINIVFDORPIODIYY — N Thotz, 727FvoH 724 7EEOAEMNED iz, A
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FEBMA VIV v FO T RCOYIEHEFIDET ICEENT, V27 F Vv ELIE T 72K IE 1 H
HE5FzF2ME5onThrDL Y X TG EI T,

<7 7 F RIS B R ROPUR G 2 RO B 729 1C, 203 L DONRE D RIEFEEO ¥ 72 &2 F 4
ISz, TDak— M, B CHMMENIE D 72 0 IRy E I 728 21 AD T CTHEK
INTWiz, RRF IS ORI EZZ T, 2 [EHO#E O 4 8% D FILZ{T- 72, 2 BH
D77 FvEMIE, 1 EHOKEG 268 60 HiZICiTHhN, itk 14 HENZFFAWIE & 27z,

-V FVERBRORIG 7 7T vEMIC X ZEWEM R FHEIT 5 72010, BXRE OB E 7 1L R
FTICEFRET TR X . SR 10 HREL W RE O FRIE-CRE OER (HEIE KT, ZHK
PE. ST 721X EA. WHEER. LK. SEPR. TP, SR WEM) 2 HECRR T 2 X o ik T 7,
Betditg 42 HANICAE U - BEZAFRER ., MIFRHRPICREL 27 7 F VEEOEE L AHERER
2. WFFEHES I X - TRl S LTz

A VINZIVFOY—RAL T VR LIEHIERR  REFICIE, 2D I2=T 4 T VY IALIVHFOD
TATHMR A ERE S 5 £ ¢, 2~3 M & L ICEF CHA SO e, % ORITEEIE 2T D AL,
WRFICA V7NV v FREEDIL SRR GEEN ST E 7213 5B, WS, Uk, S8R, iR, &
FE, MEH, PHROR 2 IIEERK. REIREOMK T, SRk, tRiE, MR, S o2
BT R £ v ZICBRAIT 2 XK@ adnsz, s DfERkonwTFhrr’fiEans s, 74 v
AEEDBEMI NI 4 v 7 T v FOFERFNIL, Hijh L 72 FMRE 3 — < 4 7 v R X o TRt &,
AR v IV VT AN ZAOREECHEPHER I N2 TCOREL LTERI N, 1 v T
IV HFORERE L UBIEOREBI Y —_4 7 v 20—BE LT, BIFOMEICIT, 2200 DT E
DEERD T2 EIDEEDT, T2, 002 EOZH B X EED Bl Lz, Z2Hhcit.
REAOFMICBEDL O FTHERMBE TN, FUEWEIRED L8 S Wi, FEMERH R OfERNL, B
FHEICL o TR NAPFHED S b, FEACHET DL L TERI N,

SREHEAT R D mHEEME I T o X A2 W TEHE S 172100 X (1 —H%F U 2 2)=100 X (1 —Py/Pp).
Py i3V 7 F viEFE < B T ZAEHIOBEE A P i3 7 7 e R EEE B T ZEH OBREATH B,
Koopman @ “JHHEITHF 2 75k % v T 95%E X OHEE 23 T D L7z, WFFEICITEE D KR A
VR=DBEEINDIHAEL L W20, FKIENDOHEDATRENE 2 PER T 2 7200, SHEATEE 2 AT
MEFFoa Y RT 4 v 7 —BALHEE SRR S iz, Wil P ERHE SN, V27 F vEREK
JIEOGHTIC BT, PIHRE Y 7 F vElS L IER S L Ic R v 7 v — =K CRiBE S e, T
T Y — FORFICHT 2 FEXEL, BRETEARRHORT ZKMT 2472y MEZH W F
7Y vERIC X OER L Pz ey — PO AR ZL T O R E v CRIE 417 1100 %
(1—FHx vy — Fol¥),

(53]

- 1996 4F 8 HIC &R M 4, 2 MG HEICITARE 1,314 AL 1 B GHEIC 1T 288 AD /NS E i X
Nize 727 Fv#Ee 77w RO, Fin, M. A, REREOFMH. T 72 3 KEREBICHEY
CHEREFR bR o7 (R 1),

stk 2 ARG RSB INTNRD 97% ST 2 F v ESIEZ T TR0 2 MG &% T -, Bt -
SEAS5% 2. 3. 8. 9HH), #E QHH)., BXWEEMKET Q HE)X, 727 F v i 5EICE
HLTWz(K 2), FKEIFPIE© CFERRHIM 1.4 H), 7L — FidEd» 572 (BB 72/NRE o
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BRERIZ 38.2°C [100.7°F]). i CEmEARET 2 3TN THh v, %5 2 HHIC 38.3°C (101°F)
Lok ZRL7ZNRIZ, 72F v HT20 N, 77 RHETA4 ATH o7z (P=0.08),

-1 HH25 10 HEE CofEEOHICH W T, gl S L7z D fEtk ol (%uk, 5. WERE. 5
R, TEIE, WEM- FAYR)ICBI L Tid, S —FRICEERERR O N AR o7,

-T2 FURETIE. B 2 HUANICEER 2 A FEERP 4 FRAE L7 (3BT P UREIC X 2 R
SiE. MR, SSEEEL. BKEER), 77 v REETIE 1 BERE L INEELES © v F OB Fifio 729
DABE)e WITNOEFlICENTH, WFEEFITT 7 F B L & Hl L 72,

- IR IR TR 2 T 4 Ics L7z 203 AO/NRD S B V7 F vERERIICA v o v
F AMHINDICH T B3 PR 2 NRIE 67%. 4 ¥ 7 AT v+ AH3IN2) x4 2 JiE 2 v hEIX
47%. A v 7T v F BICHT PR /NI 67% TH - 72(58 3). Flii s/ & /NI E 2
KEWNELX Y PR HFI A > 72, 7 7 F v ik 1 MIEEERIC, 4 v 70 v AH3N2)
BLOBRICH L TRWRIEREEZ R L, &tk LT, V27 Fvo 2 BHOEMEZIC, ¥HERE
RTCHUARZH o Tle o 72/NRD 61%054 v 7 T v AMHINDICH T 2 ik %2 b . 96%3Hib
D7 7 FvERICH T PR EFEo 72,

CEBE T 7 2 F RS SRR DA v I AT Y FRIT SR D 5 T (1997 44 B). WA
FHITHEOT 3009 BIRBFHIT X v, v TAICB T 24 Vv ILZ Vv FUALROEEN TN, B
TENREFICEFEA VYV ILIZVYHF A FHIEBONEEIT. — &%z I2=F 4 TORELITL
TWwiz (H 1), 4 v 7T v 3 AHIN)ELED 71 HIFER X, 1996 4 12 H 29 HolEic v — 27 %
MZTee AV INT VY HF BIT 44 FIERIN 1997 F2 H16 HOBICY —2 %l 2 72, 7 7 F VI3,
WIENRENICE T 2B CHRINTA VIV Iy FORELERICE D 472 (K 4),

T FUERBERLZ 1070 AO/NRD S B, 14 ABREECHRINIZA v I VT v IR L, 77
R REZITZ532 A0 5, 95 A 1M EAS v 7 vz v FIcEE L 72,

c 7 7Fvid 1 ARG TH 2 RS TORREB Y. ZoWfTy X vhidiERE s gl Lz 2D
DUANZRIHCHEZ A v Iy AHIND)EBEXUNA v 7 vz vy B I3 3 &% T L 72
(£ 4

T IFUVHTA VIV IR EL 72 O/NROBEFRORE X, 77 RHEL Y DBECTH -
T2 NHRHYIC, 75 2 REECIHEBEBED 4 v 7 AT v HICESRE L 7278 95 A 80 A (84%. P<0.05)
DFREE G, 20 ABHEREHEFR L 72,

c U ANREEERFEM I N7z 3009 FIRD 9 b BEMEICERR L, 4 v 7 v AHIN2)DHAT
D — 7K (1996 F 12 A 15 HO@E)IC B 2 FEEVERE X, 7 7 F v EMER Cl3d w2 & 23R
TN XY 22 05, #HEZR L P<0.01),

-V F VBT, LREHOY 7 F VRS S 1997 £ 4 A coffic, FRAMERED 21%4 L
72 (95%ISHAIX ] 11-30%, 7 7 F ViMEE 1 AH720 071 A, /EEFE 1 AH 720 0.90 A, P<0.001),
Eoic, ZoWETORBMERFERORERIZ, V7 F VR TIE 30%IK20 o 72 (95%(5FE X
18-45%., 7 7 F vEREH 1 AH72Y 0.14 A, NIEHE1 AH72 Y 020 A, P<0.001),

[F%]

EIEEI- =i A, v vz v T 75 ik, BIFARNERZR L., H#EICX 38N EEERIIR
DO oTzy TDT7FVIiE, 20N, BEGORG X, G5MEr 6. NN, 2odchircsi
DAY INZVHFFRHICHEL 7ERBETH 2 LEDNS,
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TABLE 1. DEMOGRAPHIC CHARACTERISTICS OF THE CHILDREN
IN THE STUDY.*

Vaccine GRour PrLaceso GrRoup

CHARACTERISTIC (N=1070) (N=532)
Sex — no. (%)
Female 571 (53) 272 (51)
Male 499 (47) 260 (49)
Race or ethnic group — no. (%)
White 906 (85) 449 (84)
Black 93 (9) 52 (10)
Hispanic 38 (4) 17 (3)
Asian 10 (1) 4 (1)
Other 23 (2) 10 (2)
Age — mo 43.0*16.6 41.5+16.5
Primary caretaker works outside 524 (49) 265 (50)

home — no. (%)
Enrollment in day care or preschool

— no. (%)
0 days/wk 378 (35) 193 (36)
<1 day/wk 6 (<1) 4 (1)
1 day/wk 32 (3) 25 (5)
2 days/wk 113 (11) 59 (11)
3 days/wk 146 (14) 59 (11)
4 days/wk 46 (4) 25 (5)
5 days/wk 345 (32) 166 (31)
=5 days/wk 4 (<1) 1(<1)
Mean days/wk 2.4+2.1 2.3+2.1
Houschold makeup
No. of adults 2.1+0.6 2.1+0.6
No. of children 2.6+1.2 2.6+1.1
No. of houschold members
in study — no. (%)
1 513 (48) 258 (48)
2 463 (43) 221 (42)
3 86 (8) 49 (9)
B 8 (1) 4 (1)

*Plus—minus values are means *SD. Because of rounding, not all per-
centages total 100.
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[BEEGw~C (4))
N Engl J Med 2014;371:635-45.

Efficacy of High-Dose versus Standard-Dose Influenza Vaccine in Older Adults
R EICETEMAERA v IV v T 2 F v LIERERIEA v IV v T 7 F v OFED K

€3 0)!

B 65 M Lo AN s T, mHEMAE L, vy 7 vy Y 75 v (IIV3-HD) (&, BEHER &
D ZMliATE LA v I vy T 7 F v (IV3-SD) &KL T, 4 v 7z v I3 2 JiiE RIS % L
EFBT LR o TS, AIFFETIE, IIV3-HD 28 IIV3-SD & UKL €, ME TR I Wizl v 7
NI VHREBDHIHRET Z 085 2%l L 72,

Jiik s 65 A B A ERIC, IV3-HD (BkH 72 h 60pg D~~~ 7 vF =) & 1IV3-SD (BkdH 7z b
15ug D~ 7V F =) %IEKT 28 Mb-1V %% 7 v X 2t ZE G EF ISR % i L 72,
FTEIEE. Ao, 22tk (EEAAEFR) . B L U0RERE (~~ 275 = VIHEHA i)
DFFM 1%, 2011~2012 4F (1 £ H) X 1U2012~2013 £ Q2 FEH) odL¥ERA vz v —X v
icEE X iz,

fig D KEE A F XD 126 DWITER v X =25 AEF 31,989 NOSMEBEERKET Lz (15991 AR
IIV3-HD, 15,998 A %% 1IV3-SD %% J % & 5 ICHEAEAICHI D ¥ THNT), [IV3-HD 7' v— 7D 228 A
(14%) & TIV3-SD Z v —7D 301 A (1.9%) icBWT, METHRINA Vv IV Yy FREDD
> 7= (FEXTIE RN 24.2%. 95%(SHEXI 9.7~36.5), AR ICh R & d 1| FoEERAERERY
WS NASMME X, IV3-HD 7 v—7C 1,323 A (8.3%) . IIV3-SD 7' v — 7Tl 1,442 A (9.0%)
THhot NV X7 0.92, 95%EHEX 0.85~0.99), 7 7 F v HfEitk, HAL Jiffi & MIERGHEHEE (HAI
T >1:40 DSINFDEIA) 1Z1IV3-SD 7V —F L KL T, IIV3-HD 2V — 7 CHEICED - 72,
fEEm 65 LA Lo ATl IIV3-HD (1 IIV3-SD LV b AEICHWIIRKIGEFH L., Wi TR
NeA Vv INZ Yy HFREBICWNT 2EBNLTFHIRER L, (/74 32V — VOB
ClinicalTrials.gov # 5. NCT01427309)

(5]

2011 49 H 6 H2> 5 2013 4E 5 H 31 HE T, KE & 7 F XD 126 ik T, 65 A LD NEXHRIC
IIV3-HD &HEHEFHIE Y 7 F v (IIV3-SD) % Ll d 25 Mb-1V #H. &gk, 7 v X ofb., —HE
M, SEEO IR AR % e L 7,
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Figure 1. Enrollment and Follow-up of Study Participants.

31,989 Patients underwent randomization

Y

l

15,991 Were assigned to high-dose
vaccine
15,990 Received any vaccine
15,982 Received high-dose vaccine

15,998 Were assigned to standard-dose
vaccine

15,993 Received any vaccine
15,983 Received standard-dose

vaccine

734 Discontinued study before final
phone call
252 Were lost to follow-up
167 Did not adhere to protocol
210 Withdrew voluntarily
102 Had serious adverse event
3 Had other adverse event

788 Discontinued study before final
phone call
280 Were lost to follow-up
195 Did not adhere to protocol
206 Withdrew voluntarily
106 Had serious adverse event
1 Had other adverse event

l

l

15,990 Were included in the full
analysis set
1 Did not receive any vaccine
and was excluded

15,993 Were included in the full
analysis set
5 Did not receive any vaccine
and were excluded

)

Y

15,892 Were included in the per-
protocol analysis set
99 Were excluded
9 Did not receive vaccine
per randomization
10 Did not satisfy inclusion
criteria or met exclusion
criteria
57 Did not have at least one
successful surveillance
contact
16 Received another seasonal
influenza vaccine during
surveillance
7 Had other reasons

15,911 Were included in the per-
protocol analysis set
87 Were excluded
15 Did not receive vaccine
per randomization
7 Did not satisfy inclusion
criteria or met exclusion
criteria
36 Did not have at least one
successful surveillance
contact
20 Received another seasonal
influenza vaccine during
surveillance
9 Had other reasons

- 100 -




(BEEE S (5)]
N Engl J Med 2023;388:1465-77.
Efficacy and Safety of a Bivalent RSV Prefusion F Vaccine in Older Adults.
Walsh EE, Marc G, Zareba AM, Falsey AR, et al; RENOIR Clinical Trial Group.
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35,971 Participants were enralled

34,284 Underwent randomization and
received RSV preF vaccine or placebo

J

J

17,215 Received RSWpreF vaccine

17,069 Recel

ived placebo

869 Withdrew after receiving
injection
413 Withdrew
332 Were lost to follow-up
52 Diied
14 Were withdrawn by
physician
11 Declined to participate in
further trial procedures
11 Had protocol deviations
10 Had adverse event
2 Mo longer met eligibility
criteria
24 Had other reason

T

941 Withdrew after receiving

492 Withdrew
322 Were lost to follow-up

L

'

inpection

49 Died
26 Were withdrawn by
physician
15 Dedined to participate in
further trial E:oam:ma res
11 Had protocol deviations
& Had adverse event
6 Mo longer met eligibility
criteria
14 Had other reason

13,273 Completed 6-mao follow-up
at data-cutoff date

13,122 Completed 6-mo follow-up
at data-cutoff date

Figure 1. Enrollment, Randomization, Administration of Vaccine or Placebo, and Follow-up.

The data-cutoff date was July 14, 2022, The 34,284 participants whe underwent randoemization received either respi-
ratory syncytial virus prefusion F protein-based [RSVpreF) vaceine or placebo and were included in the safety papu-
lation. At the data-cuteff date, follow-up of 16,286 participants in the RSVpreF vaceine group and 16,188 participants

in the placebo group was engoing.
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Lancet 2024; 403: 533-44.
Safety and efficacy of malaria vaccine candidate R21/Matrix-M in African children: a multicentre, double-blind,
randomised, phase 3 trial
Datoo MS, Dicko A, Tinto H, et al.
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| 5477 participants with consent were screened I —
215 not eligible
36 withdrawn
P 21 closed
44 did not return
X 18 registered in error
| 5139 randomly assigned I 4 internet issues
I
A 2 L 4
1705 allocated control vaccine 3434 allocated 5 pg R21 plus 50 pig Matrix-M
405 in Nanoro 820 in Nanoro
436 in Bougouni 874 in Bougouni
441in Dande 888 in Dande
218 in Bagamoyo 440 in Bagamoyo
205 in Kilif 412inKilif
79 excluded 185 excluded
15 withdrawn 44 withdrawn
—>| 4 investigator discretion > 12 investigator discretion
1 lost to follow-up 2 lost to follow-up
59 other 127 other
1626 received first dose 3252 received first dose
401 in Nanoro 801 in Nanoro
410 in Bougouni 813 in Bougouni
416 in Dande 834 in Dande
197 in Bagamoyo 403 in Bagamoyo
202 inKilif 401inKilif
L » 3 excluded because they received first dose outside
of treatment period
1626 included in intention to treat analysis 3249 included in intention to treat analysis
401 in Nanoro 800 in Nanoro
410 in Bougouni 813 in Bougouni
416 in Dande 833 in Dande
197 in Bagamoyo 403 in Bagamoyo
202 inKilif 400 in Kilify
85 exduded 146 excluded
L 5 63 did not receive all three doses L 99 did not receive all three doses
21 received dose outside of treatment period 46 received dose outside of treatment period
1incorrect vaccine administered 1incorrect vaccine administered
A
1541 included in modified per-protocol analysis 3103 included in modified per-protocol analysis
395 in Nanoro 790 in Nanoro
385 in Bougouni 769 in Bougouni
388 in Dande 777 in Dande
177 in Bagamoyo 375 in Bagamoyo
196 in Kilifi 392 in Kilifi
I I
162 excluded because they 318 excluded because they
P received dose outside of 3 received dose outside of
treatment period treatment period
1379 included in per-protocol 2785 included in per-protocol
analysis analysis
382 in Nanoro 756 in Nanoro
382 in Bougouni 758 in Bougouni
254 in Dande 526 in Dande
166 in Bagamoyo 357 in Bagamoyo
195 in Kilifi 388 inKilifi
83 excluded 99 excluded 148 excluded 176 excluded
12 received booster outside 13 received booster outside 21 received booster 25 received booster outside
of treatment period of treatment period outside of treatment of treatment period
27 withdrawn 31withdrawn period 61 withdrawn
—p 1died — 2 died e 54 withdrawn —p 6 died
19 lost to follow-up 28 lost to follow-up 6 died 39 lost to follow-up
18 other 19 other 27 lost to follow-up 35 other
6 unknown 6 unknown 31other 10 unknown
9 unknown
h 4

1296 recelved booster in
per-protocol analysis

360 in Nanoro 373 inNanoro
369 in Bougouni 372 in Bougouni
230 in Dande 349 in Dande
152 in Bagamoyo 162 in Bagamoyo
185 inKilifi 186 in Kilifi

1442 received booster in modified
per-protocol analysis

2637 received booster in
per-protocol analysis

722 in Nanoro 754 in Nanoro
731 In Bougouni 740 in Bougouni
485 in Dande 714 in Dande
336 in Bagamoyo 353 in Bagamoyo
363 inKilif 366 in Kilifi

2927 received booster in modified
per-protocol analysis

Figure 1: Trial profile Participants were aged 5—36 months at enrolment. Enrolment was the day of first vaccination.

4800 participants (+4%) was the target enrolment number. The first 50% of participants enrolled at each site

underwent additional safety and immunogenicity monitoring
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