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The World Looks to AstraZeneca

Lower and middle income countries depend on U.K. drugmaker for billions of
Covid shots under contract
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K&, RRFMEATOAR 62015, RIBMIAAAT 16 AT, 15 H SARED £ H91. 6%,
> %+2000% 4605 uiéﬁ%fmaﬁ R 8RN MR, B AR AN AT, & R
RRA L MALB000HI N RFAH, B KSH (99.7%) HEEM, PEFARFHALEER
#0.3%, H3E&E G L%,
> 3422%1‘&%“1’%\??@‘\*%, ARIZ G FaR ez &K, LE-VRGWENSH
HARLL = Z_J\é j&#’ﬁ/ﬁﬁ%l’a%ﬁ‘%ﬁ98 25%, x_ﬁ\%‘IFN—Y KFLEAZH 5.

A Z£57: Sputnik VEFZ % i R 4% 71 B A58: Sputnik VErgxz g < il 4 F Fedi thK-F
Total Vaccinegroup Platebogmup Vaccine efﬁcacy pvalue 20 80‘: 1B-30years 31-40years 41-50years 51-60 years >60 years
cases (95% Cl) £ 11;21400: .- e - - - . - - -
First COVID-19 occurrence from 21 days after dose 1 (day of dose 2)* E‘ 2551223: e : i S -
Overall 78 16/14964 (0-1%) 62/4902 (13%)  91-6% (85-6-95-2)  <0-0001 g usiggj ’ N ——
c 3200 - M oy = I — . -
Age group (years) E 1600 | . 3 - -l = - -
18-30 5 1/1596 (0-1%)  4/521(0-8%) 91.9% (51.2-99-3) 0-0146 S, 800 ‘ - -
< 400 | = I
31-40 17 4/3848(0-1%)  13/1259 (1-0%)  90-0% (711-96-5)  <0-0001 2 200 i
% 100 Lo
41-50 19 4/4399 (0-1%)  15/1443 (1-.0%) 91-3% (73.7-96-9) <0-0001 EL 50
51-60 27 5(3510(01%)  22/1146 (19%)  927%(811-970)  <0.0001 & - HENEEH .é ,
) ) Female Male Female' Male Female Male Female Male Female Male 'Overall Overall
>60 10 2,’1611 (0'1%) 8”533(1'5%} 91'8% [6?'1'98'3) 0-0004 (n=14) (n=14) (n=35) (n=44) (n=45) (n=47) (n=39) (n=45) (n=26) (n=29) placebo vaccine
Sex group group
Vaccine group (n=114) (n=342)
Female 32 9/5821(02%)  23/1887(1-2%)  87-5% (734-942)  <0-0001
Male 46 7/9143(0-1%)  39/3015(13%)  94-2% (872-97-4)  <0-0001 B
640.0
Moderate or severe 20 0/14964 20/4902 (0-4%) 100% (94-4-100-0) <0-0001 400
cases 3200 e
E 1600 s eess emse w1 e | sesss sssssses
First COVID-19 occurrence after dose 1t 2 8004 | Gl T e TF v el T sesssseree
Anytimeafterdosel 175  79/16427 (0-5%) 96/5435(1-8%)  73-1% (637-801)  <0.0001 .}é 1004
From 14 days after 109 30/14999 (0-2%) 79/4950 (1-6%) 87-6% (81-.1-91-8) =0-0001 E‘ 200
dose 1 TE 10.0 4 - e
First COVID-19 occurrence after dose 2 (28 days after dose 1)* E 50 -
All 60 13/14094 (0-1%)  47/4601(1-0%)  91.1% (83-8-95-1) <0-0001 25+
Data are n/N (%), unless otherwise stated. *Includes those who received both doses. tincludes participants who 18-30 ‘ 31-40 ' 41-50 I 51-60 " 60 | ovenll | Overall  Female " Male
recelved at least one dose. (y::i;; (.yfl‘g] [Wj; ['y‘»-\;;) (y;;l;; T;:.;nl:;j v[.;;:::'\; (n=26)  (nd9)
(n=28) (n=72) ‘————————
Table 2: Interim results on vaccine efficacy Vaccine group Vaccine group
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Table 1 Efficacy of ChAdOx1 nCoV-19 after two doses

RE, BFFH+4LFRE G A ZEI %ML

TG EE oA, HRIR

ChAdOx1 Vaccine Effi . .
Cases > 14 days after second dose | N cases IICDVf].,; Control ac(cgu;;' Cl')c“y Table 2 Efficacy of ChAdOx1 nCoV-19 after a single dose
Primary symptomatic COVID-19 332 84/8597 (1.0%) 248/8580 (2.9%) 66.7% (57.4%, 74.0%)
SD/SD 270 | 747201 (1.0%) 19777178 (2.7%) 63.1% (51.8%, 71.7%) Symptomatic COVIDIHCases =2IN FRRsas B CH A1 i Vaccine Efficacy
LD/SD 61 10/1396 (0.7%) 51/1402 (3.6%) 80.7% (62.1%, 90.2%)¥ days after asingle SD dosc nCo¥-13 (95% CI)
Time since first standard dose
Asymptomatic/Unknown infection 130 5744071 (1.4%) 7304136 (1.8%) 22.2% (-9.9%, 45.0%) 2210 30 days 37 7/ 9257 /9237 7% (47%, 50%)
(COV002 UK only) 31 10 60 days 28 6/ 7147 22/7110 73% (33%, 80%)
SD/SD 3 4172692 (1.5%) 4212751 (1.5%) 2.0% (-50.7%, 36.2%) : . Z Z —
LD/SD 47 16/1379 (1.2%) 31/1385 (2.2%) 49.3% (7.4%, 72.2%)¥} 61 10 90 days 23 472883 19/2974 78% (36%, 93%)
90 to 120 days 10 4/ 1368 6/ 1404 32% (-142%, 81%)
Any PCR+ 507 161/8597 (1.9%) 346/8580 (4.0%) 54.1% (44.7%, 61.9%) 22 to 90 days 88 1 71 76% (59%, 86%)
SD/SD 390 132/7201 (1.8%) 25817178 (3.6%) 49.5% (37.7%, 59.0%) Asymptomatic COVID-19 infections N ChAdOxl Vaccine Efficacy
LD/SD 117 29/1396 (2.1%) 88/1402 (6.3%) 67.6% (50.8%, 78.7%)¥ >21 days after a single SD dose AT aCoV-19 Control (95% CI)
Symptomatic COVID-19 Cases > 14 N ChAdOx1 Control Vaceine Efficacy Time since first dose
days after second dose cases nCoV-19 Ll (95% CI) ! ! r
Time between first and second dose 22 to 30 days 12 6/9257 6/9237 0.2% (-209%, 68%)
SD/SD
< 6 weeks 111 3573900 (0.9%) 76/3860 (2.0%) 54.9% (32.7%, 69.7%) 3110 60 days 11 51147 67110 17% (-172%, 75%)
6-8 weeks 64 20/1103 (1.8%) 24/1004 (4.4%) 59.9% (32.1%, 76.4%)* 61 1090 days 1 02883 112974
9-11 weeks 83 11/905 (1.2%) 32/957 (3.3%) 63.7% (28.0%, 81.7%)¥ 90 to 120 days 5 1/1368 411404
=12 weeks 53 8/1293 (0.6% 45/1356 (3.3% 82.4% (62.7%, 91.7%)t
e S i P62 91T 22 t0 90 days 24 1 13 16% (-88%, 62%)
Time between first and second dose
SD/SD or LD/SD
reeks % 2.0% 9% (32.7%, 69.7%
< 6 weeks 11 35!39|5 :o.gw..) 76/3875 (2.0 [..) 54, 9 03 7 o 5973[ o‘) Any PCR+ 22 to 90 days n 28 5 67% (49%, 78%)
68 weeks B4 21115 (1.8%) 4471018 (4.3%) 39.7% B1.7%, 76.2%) VE and 95% confidence intervals have been calculated via robust Poisson models. Participants were censored in the analysis at
9-11 weeks 66 14/1529 (0.9%) 52/1593 (3.3%) 72.3% (50.0%, 84.6%)¥ the upper limit of the time window.
=12 weeks 91 1572038 (0.7%) 76/2093 (3.6%) 80.7% (66.5%, 88.9%)7
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FE 3% 5% HFDA Adcom2 XN % : Pfizer/BioNTech# & & ¥ M it & fLif A%
Pfizer/BioNTech#f X #9# & % (BNT162b2) #AF Kt &

> MA—H B A, StiTaT R FA KA A 52 5

> WHATSHANGKR—H, EAMSFENGER /=, T—HZREEEKIIE;

> 11H208 qFDAR % &1 Mg (EUA) wiF, 127 10HFDA Adcom&NJELLERH: 17E
Bl &. 4E B3 ($:216717% R E B RKIE) . 1EFK;

> 12712 B FDA#tEEUA, BNT162b2sx 4 £ B %*/\292#&%%&%&‘5:

B %63: Pfizer/BioNTech# &% i #FE4 X # IR LR

ADVANCED MANUFACTURING

Validate Large Scale Production >

DISCOVERY & CLINICAL

PRECLINICAL DEVELOPMENT GLOBAL PHASE 1/2/3 TRIAL
SARS-CoV-2 Animal .
. . Pivotal Phase 2/ 3
Genetic Sequence Studies
In addition, ~44 000 people
Phase 1 in Germany above 12 years of age
Weekly Data Monitoring Committee Reviews e >
JAN MAR APR JuL 3 Potential BLA
2020 EUA Submission
Pfizer/BioNTech Candidate/Dose Selection Submission Goal: Q2 2021
Letter of Intent BNT162b2
Signed March 17, 2020 July 24, 2020 November 20’ 2020

T T, FDA, [0 BE AR




YE 5% HFDA Adcom@ LA &K : Pfizer/BioNTech#t B & W it & LifiAZ

3 & & G MEUAZ|BLARS A8 £ 3 B B Z65: HMAFAELR b o 5 EHAAN
> BHWIOUT, FDAW #JZ HBLAT A6 % & Kk 107155 0¢ 0], 2020 (EUA) FEDHEFT (BLA) 268+
FH LI AE IR D AT W HRAR IR E K KB

> FDAE MR Fl el i F i RO HE & KT HBE AN G2 F FF EUA
FI09M R & R a2 frE R amaE A (EUA) , EUVAWHE 28 et el 8000 tota
Vo R HABE VAR S B AR E 3 ML  HBLARY 5 R ¥ saciogeniclly in =5,200 fota
(&‘fi}i}ﬁﬁ%\ X&KF?Z:RELF\ 'ﬁ&ﬁé‘éﬂ); AE/SAE assessed in 37,706 total

> Adcom& N EEEXET, NAEVEZAEVAERMRZ B E T with median 2 month follow-up
86N A L7 5 B9 S5 M B 3E 4 °T & & FBLA (BR202002) . post dose 2

[ E64: £ EIEGIE T ATV Fh 7 AL AE/SAE in 43,448 total in
age 16 years and above

Traditional timeline
10-15 years

Exploratory Preclinical Clinical Trials FDA Rewew Manufactuing
and Approval

: g g - BLA
3 = 2222 =
a , Eses iii: 5 Oo ~
3 @ Reactogenicity >8,000 total
QPhasel Phase Il Phase Il 5
= oD
I—Potential accelerated timeline with overlapping phases and EUAﬁ AE/SAE assessed in ~44.000 total
&)
eSS0 Dn ey on with at least 6000 participants with

6 month or more post dose 2
e e oo
in 12-15 year old cohort

BLA = Biologics License EUA = Emergency Use IND = Investigational
Application Authorization New Drug

Source: GAO analysis of GAO-20-215SP, FDA, HHS, and Pharmaceutical Research and
Manufacturers of America (PhRMA) documentation. | GAO-20-583SP

FAHE I EEBAF ] F A5 GAO, FDA, [FEERBFE FF FHLE R AEH, FDA, [FHKiERHFE
I EEE—
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IR s KA IR IE

> R H19965 KB FAINLEELH _RNRBGTREALIHA, ZRFEF20172.6 T REH
TOOALREL F R BEBTRGHLIH A, B A R NI, WA Z 8 JE G H K FE 4 H52%;

> BARFBERANRXBRALBEARABETE —NABB1N2RELENAHL FAFHAMKLE (3
REFREP A KL) , 128 TR BRI A &M K95 HEAHEZRKEZHRBFNGF
%, REIEEMEH— KRR GHERAB RLNHRF KR,

A% 66: Pfizer/BioNTech% & i 520 vs 2 7| 20 Zf A A 5l #5150 (29241H )

0.024 - Placebo ;; ‘:F ﬁﬁ-21 i (%"%}é ’ %—:é‘rﬁ{r)

e
o
I}
=}

0.016 A

0.012 A

0.008

Cumulative Incidence of
COVID-19 Occurrence

0.004 - BNT162b2 (30 ug)

0.000 ==
0 7 14 21 28 35 42 49 56 63 70 77 84 91 98 105 112

Days After Dose 1
HAFR: HEH, FDA, [EBEERBFE T
B %67 Pfizer/BioNTechz ig 7 1R 4> F 44 R

Vaccine Group (as Randomized)

BNT162b2 (30 pug) Placebo
N=19,965 N=20,172
Surveillance Surveillance VE Pr (VE
Efficacy Endpoint n Time (n) n Time (n) (%) (95% CI) >30%)

First COVID-19 occurrence

57 days after Dose 2 9  2.332(18,559) | 169 2.345(18,708) 94.6 (89.9,97.3) >0.9999

AR A, FDA, HAE AR
e
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ﬁw& ZAMEIE (4298 £118148)
&m+%ﬁxaﬁﬁﬁﬁam,%%mﬁwmxﬁﬁﬁ$%0%,

> JEEESE2NA Mz, A5 U EABR T LA RER R AKS (50.5%) , kA
(39.0%) , LA (28.7%) , KA (22.7%) , aéw% (18.9%) A K (10. 90/) ;
BA T AL T I8 T E A9k e 2 J%iif%iﬁo 3%, 575%%%4/\$%@7’E, B E A, F)E
FRBAK, FREAEFEFLSAH h%«)t

> ATHRPIEOH: BRBE2P] (—EH _FNREGERRIERIZ, NEIREAT: 7 —NMEF
— RN Z GG FHIRAHAEL G T) ﬁi?’fﬂéﬂMﬁl (=BT s, »—PaTdad X,
%7kﬂﬁff'ﬂi#n/?l) HTOAPFE5AHE5% VA L,

> BARR, Eﬁfﬂ*ﬂ%i%%l L E R a1EPfizer/BioNTech& ¥ T i B & 516 % 3% VA
_téﬁ/\/\%,,t%ﬁ%%k, Csnfe £ 5B it £ X% ;

B EZ68: #Hin ks —4EFRRELT (16-55%: 42014, >55%: 3306A )

Systemic events: Mild W Moderate Severe M Grade 4

Fever: 380 °C-38.4°C N 38.4°C-38.9°C 38.9°C-40.0°C M >40.0°C

Fever | Fatigue Headachei Chills iVomltmg i Diarrhea ! Muscle | Joint
100% 1 : i i i | | Pain | Pain

80% A
59 4%
60% o 50.5% 517/

| ] ] ]
] ] ]
] ] ]
40% | . 39.0% 351/ | ! 37.3% 23?/|
] ]
. : 227/ | :. 219/ 18.9%

o | 158% 1040 -
20% 10.9% i = i 19% 07% | o &%
0%

™~
Ko
[
w0
=
[
=
(+1]

1665 >65 | 1656 >65 | 16-55 >66 | 1665 >66 | 16.55 >65 | 1665 55 | 1665 >56 1:16-55' 56
100% - ' ' ' ' | | |
80% -
60% -
40%

Placebo

1 1
1 |
EZZ'B/ 16.8% | 24.1% 13.9% | | | |
0, o -
2% os% o2 | M i e | 38%  28% | 12% o03% | C4% 60% | 82% 53% i 52% 37%

0% L | | —_—] L [ . e e

T 13 T T ¥ ¥ L] r ¥
16-66 >55 ! 16-66 >565 -16-55 >65 ! 16-66 >656 ! 1666 >b65 ! 16-56 >56 ! 16-66 >66 ! 16-65 >56
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B E69: ¥ k3P IEHAFr IR ZHAY IE AN SF B RTF 7K e H)

R AR R B A ] AL
> T REHEAR (—REFAR. THA

W REETORREEG & EAR) “nL- : t"’ %g
> b KBEBES (GEESEREEAR. -n“‘hn. é,w,
B PARE, A HEBEHEAR) vn-‘ QWJ«
> PEH: BRUxsROFIKEREEE (F) a.%%
(-] N s asrsoner

F)LE. A AEREAR) n‘
> B TRAAMBERY F' (R4 KAFHER)

—v\
ELAKIR 5

—HEFAR FAFTR: A, CDC, B IEATZ A

°

BEM IR ST B ZET70: EFFIFL) 0T ] 4, AE3 % BiE 475

o

Continued Vaccination,

> = b = <. 1A ¥ . Limited Doses Available Large Number of Doses Available
9& !ﬁ% 5‘] '{—‘L A Dl A r‘% gﬁ\’\/& ﬁ? ’ Shift to Routine Strategy

L& H I F; -
iu]] //'3;} k /{/\\ A ﬁ% ; « Constrained supply /\\\
ke ~—

« Highly targeted administration required to achieve

O~

Volume coverage in priority populations —_- « Likely supply
doses N N » Broad administration network for increased
[y
% @ é @ 'j% iié "|; (99%) ‘& available N access
~
(per month) ~-|Ig

« Likely sufficient supply to meet demand N

By EPM., RENHLTLE sk st ovs | N
%E '5 ‘6% % %ﬁé\ é@ ;i % 63\ e i Example population

E le population E le populati Example populations Example populations

KARY . v + o3| |4z et agosose

\{ & \_/ \{ 4
Bl B ST, WoxTh SRR Bualh LS iF dBwatin

b e 23
) T
HCPs Non-healthcare critical Young adults All others in the US who did not have access
First responders People W't»hrh'gh'r'Sk workers Children in previous phases
conditions People in congregate Other critical workers
Older adults in settings
congregate settings All other older adults

HA A Hx, CDC, OWS, [FHEFERAE AT
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Vaccine Distribution Process

Hospitals.

‘ OPERATION WARP SPEED
&

X3 AL Ae g W AT R 3t ., OWNSE B E & el e BB e

AR GBI EHLSEGHRALAEFNLERS = N -l [
3R 5 ARSI - KAE S 69 G At TAE - memangpm e | o | T | —

> %t FPfizer/BioNTechyi &4 ¥ Zlto ik ti L, 138 ==
o (Z75) , A ETM A, ONS . =
LWHIRT BRIk BRSO R iTEm, B L EE =
B B0 18 ok 3% Ao R R S S A B AR R S s
89 7 HLA RAEIR 5,

BET2: K GEMIHFRIEFER, Him K &4 R RBEHA T

BA b B AN

Indian Health

HAFRIR: # ] g 1T5HOWS, H HIERTFE T

T A B AT B R A AR KR AR AR ATUR 5 50, %A A K sunoind Device monitorslocation
BB AE-T5E KB B G ERR AT (USPRLH &) ‘A& .
T AR I NG, e RBAEY vl
. gz e e A . RO IR T Se R AN
%ﬁ%@%@%?@%é,ﬁ&u&ﬁﬂ%ﬁk%ﬁ%ﬁﬁéig ?ﬁ?;?Mimmy
i ok AIRE, THEZA gl

TR GG RIS, AL
RERANTHES S RATF20K LR —p A3 JVHHERRTH ffl
1958 (975%1)  H4rulk, sEARASRANE TS T T

e =4 ox g g2 r
ﬁ/i-:r‘bk (Jkt;%—tllﬁ:gOi) )EJEJ/&) %ﬂ3%ﬂ‘li%g§’ i%ey il
5 g : TR HEME 5 . _ shippin
%‘g‘ ﬁg =] )‘li "’T}i /g'fi & W ﬁ\% ‘4])% /&2_8%& K}i{%@sa’i , (7;1]_-“)‘:— /J %?gifgz?f lﬁ‘jrlll];q] Up to five trays per container hcp;pr)tog
R 69 AL 168 i 4 5 B T E A % osgf
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Modernak & : 3497 B B A &% &

AR, N BIEAREFE AN T £ EFDANF 69Modernalz B 898 R B R 2, K IModernaty # &

BREHEEIIBERXEFEAAPZELTIBZRBENELZTFRK (EFER) T RELEETE

B HIR A WIRIZATEK, R%E FModerna> 3] AeFDABRA AR R RS ER G HEEA X, —

LR AL EFAHROFR, 5 — LR ARARNKY, FARRBHE L ENF R,

> X RIFSPEBHELERPEREANRE: BTEEEITRMWAFIEAKRG ISR, &R E
GAEFE T IZNG B A E F B B3R 4 7 A HEF & AT K A T AR AR GG

> BRARBEXRABEBAAREABRBLEFTEERMEBRIRT, RUOTRNVIRSLEPETTH
AMEHGALA —RAR, EHAALBXLAE.

>>%ﬁ7§ﬁﬂm€féﬁ%%&ﬁ%?ﬁ%% #—FRAEREEKE, AAZTEELT

A 49 %

B #73: Modernasz &2 7 B R 7 1570, & 4+

AR AL o - EF S LT

G 8BS R et 1 65 % HKRRATELSHL 2 R VAP

& 2R Ik 1 46 % 6N ARTMILEST £ XK TR S P EVEES

& 2R A Ik 2 51 % 7 R AT B 7 £ 5 T A E ST e EVEES
ERGEMET X 14 57 3 R AR AU A R R % EVEES
%;Egﬁiﬁ 8 66 4 R R 2 ta %/ e %
A AV 2 ) fk 5 73 24 46 % FORAEALAE AR . TTREA B E R E % A8 K/ T A8 K
b 4@ ALk €. 31 75 % A5 AL T SR Ao SURE S % EEYZN B
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3R A & WAd26. COV2. S: = MTTHEZ, FRKFEEMA, CD4. CDS%mfe BN 344 Fa bt

> XXt 18755 % VARG5S VAL AAEAR; 54, A, SIKAmAFE, HB57X;
> ZAWHIE: EFHRRAME R AT S, mngdﬁm&k ZARBARTES, &
MBI = Z MR, 128 5RFAX, F 4B R EIK;
> RIER KL HARKFRA, M4 RV R, CDA. CD8%m G B &L ¥ fa bk
o FAe AR
1. iIBEZAERTE 4 E0EETE NYZ A P fekiik, Bl B AT
2P F R ST,
2. HF B PRREEERIZA2. 672,94
o mia RN AR
1. FF076% 83%09 5 iXH HCDA+Tm At R ; £ 5540 4 60% 67%:
2. HE51%764%649 51X E H CD8+Ttm it R ; =& 5548 4 24% 36%.

B %74 I3k F B ET5: FBHHE (KR )
; i Chort1 #FAfeiutk (GMT 1C50)
S0 SN e D T | Dayl [ Day29 | Day57% ]
[ B —4HH Ak e F ik PRk fiFH B S 4R PRRK fiF ik
380 volunteers were randomized z GMT 3 GMT 3 = GMT 3
A& = 224 96% 310 100% 22 R 321 100%
ﬂ'ﬁ‘i = 224 88% 288 96% A& F =& 827 100%
R 215 96% 379 96% —Tcﬁi 3?'] 388 100%
153 assigne:i to receive 150 assigned to receive 77 assigned to receive 488 96% : 1266 100%
Ad26 5x10%° Ad26 1x10%! PL T i ‘
T
152 re(';eived 148 réceived 77 re'ceived % "‘!?l‘#] ‘P ﬁb/iﬁ"ﬂi _ﬂl #& "F *ﬂiﬁ/ﬁi _\(U. %ﬁ % ——‘)?l‘ﬁ'] ‘P %b/ifbw _ﬁl #ﬁ
Ad26 5x10%° Ad26 1x10" PL ¥ GMT * GMT % ® GMT F
wHE 212 91% 277 g XA/ -
| 2 withdrawal J2 Withdrawal by NI E ° ° K
b ; subject Loy 3%t
yorme: 1 Othar sHE 172 84% 212 8s% ';:J”']/ - -

e



3% & #Ad26. COV2. S Rk it: KA Zvs HA| EvsEF Svshmist

I £
ZBHE:
«f%ﬂ’ﬁ%:

>
>
>

4) =l E+ A

T RINZE1045A ; AAFH K, 18755% (cohortl) VAR 65% v EZ4K (cohort3)

&5 =
548, 27,

ZIRIEFIE AN

ERR= T A A

& ik A +chor t 31 #PiL 14169 8 i,

MR IEEI5I% R K

A %76: Cohortl/3:4 547t %/

5¥10104 % & F k=,

i8] 357 X ;
5) ‘R‘ﬁj— l]+—g—/?ﬂ’5<l] .
> Cohort2: £ &4 tb& 32 H|vs ™ 5| 89 2% £ 7,

TR 75 R ARG i (cohort1+3) ;
/A\}f’—ﬁ T2a 8 R 4 1X

%

F1¥10" AR F A
1) &FZHEA =, 2) &5

1//(7}\'50\#%%“}’1% 7 &

;g_+-'§—}?ﬂ'

=

3

5 3) r\% %’]%"'

4

TN [B) B 18] & AN e 5% A 89 3R

H BT 2N 69 B AR 2 K HE &, S cohor t 1HE 7T #1549
&, cohort — 42 5 15X 89K o

B £ 77 Cohort2: 51771 %/

Cohort 1a (Adults >18 to <55 years)

Cohort 2a Vaccination Schedule — Primary Regimen and Single Booster Vaccination

GrO“P N Da}' 1 (Vaccmation 1) Da." 57 (‘vaccmation Z) Primary Regimen Booster Vaccination
1 75 Ad26.COV2.S 5% 1010 p Ad26.COV2.S 5x 1010 p a " I::'l_\' 19 6 months ° 12 months ° 24 months °
5 o " Q< 10 roup 1 (Vacl)
4 75 Ad26.COV2.S 5x10%vp Placebo 1 30 Ad26.COV2.S Placebo Placebo Placebo
3 75 Ad26.COV2.S 110" vp Ad26.COV2.S 110" vp 5%10' vp
5 o) 79 11 2 30 Ad26.COV2S Ad26.COV2S Placebo Placebo
-—1 7? Ad26.COV2.S 110" vp Placebo 5x101vp 5x101vp
5 75 Placebo Placebo 3 30 Ad26.COV2.S Placebo Ad26.COV2.S Placebo
Cohort 1b (Adults >18 to <55 years) d“: 101 ;I: . _— 5};110”1\'1’ NE——
I T = S 4 30 Ad26.COV2S acebo acebo Ad26.COV2.S
Group N Day 1 (Vaccination 1) Day 57 (Vaccination 2) 5%101 vp 55101 vp
1 5 Ad26.COV2.S 5x10%° vp Ad26.COV2.S 5x10%° vp 5 15 Placebo Placebo Placebo Placebo
2 5 Ad26.COV2.8 5x10° vp Placebo Total 135
3 5 Ad26.COV2.S 1x10! vp Ad26.COV2.S 1x10! vp Cohort 2b Vaccination Schedule — Primary Regimen and Single Booster Vaccination
4 5 Ad26.COV2.S 1x10! vp Placebo Primary Regimen Booster Vaccination
5 5 Placeb Placeb Day 1° Day 57° 8 months® 14 months® 26 months®
- - accho acevo Group N (Vac 1) (Vac 2)
Cohort 3 (Adults >65 years) 1 30 Ad26.COV2.S  Ad26.COV2.S Placebo Placebo Placebo
3 1 N il 5%10'° vp 5%10' vp
Group N Day 1 (Vaccination 1) Day 57 (V alccmatlog 2) 2 30 Ad26.COV2S  Ad26.COV2S  Ad26.COV2S Placebo Placebo
1 75 Ad26.COV2.S 5x10 vp Ad26.COV2.S 5x10 vp 510 vp 510 vp 510" vp
” < ) 7 Q %1010 3 30 Ad26.COV2S Ad26.COV2S Placebo Ad26.COV2S Placebo
2 75 Ad26.COV2.S 5x10" vp Placebo $%10% vp %101 vp 5101 vp
3 75 Ad26.COV2.S 1x10" vp Ad26.COV2.S 1310 vp 4 30 Ad26.COV2S  Ad26.COV2.S Placebo Placebo Ad26.COV2.S
5 Ad2 V2.S 1x101 5%10' vp 5%10'° vp 5%10' vp
-} 7_ Ad26.COV2.S 1x10 bl Placebo 5 15 Placebo Placebo Placebo Placebo Placebo
5 75 Placebo Placebo Total 135
FHA: NEIM . [ EIERBFE T AAPRN: NEIM, 5272 IR BT
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G ANHE: RELANIRE A EHAEER, RELEFARINRE A2, OFEZ . KAF,;
EFHRZ AN R EARE G, milZzaMERER K, KAREKRTET, HIASH = ZIER,
e 58X, %46 RREIK;

BRRE B s FH R 64% (1K) 78% (B7) 9% (= RE5]) ; 40 41% (4K) 42% (%) 14% (e ’EF) ;
RAMGI R L : FHFE: 65%(K) 84% (=) 26% (R AEF) 5 £S48 46% (1K) 55% (%) 23% (&L F1)
BRAGMR R : FFE: 9%(UK)20% () 0% (L &EF) ;3 Z-F28: 1% (K) 2% () 0% (L &L 5) ;
K AAEAFHALT KB HINR LB HEFR, 5ANKEEaS RTINS 8 LK, 1458 PR
AN K, ARAE120 0N E

YV VYV

> JE:
> Z A EA= (1457 2+14/7]) + HZH =)
> KA E= (1417 Z+14A7]) + H KA =)

BE78: F-FL5) K 17K B £ 79: #-FH 3R HE
A Solicited Adverse Events in Cohort 1 Participants with Reaction (%) _ B Solicited Adverse Events in Cohort 3 Participants with Reaction (%) g
o —
Gradel M Grade2 Grade 3 o8 & & Gradel W Grade2 WM Grade3 RS
| AR RIS R EESS
)7
- I I A R B
- e N AR
% 71 # ) 1A ! Fa 2 3
# i 3 . wiA Ry
A i~ # " .1 aa R -
‘ ® ‘ ;5& £ ® ° II zZ 7 kE ’ ;g._-)h{] °
I | H s g I| I L) A
[ = a&l o I [ o
1 . I H . o~ l ) ) i o~
EORY Kk uyg I R
I 4135 R . A 7 i
- =l o o
AT NEIM , [ 5 E R AT AN NEIM, [ E R AT



TR FHEAY i F 5 R100% HEEHFSIRA, MEHZXERD

ELTARKFE: SH=. FEAREL
> HFWMP A4S, 4L 5 FARGMCH A 1677, 600, 2292, 951; s FiE3F1EU100%:;
> EFu—4TE, KFIZHEMCH312, =7 = 4GMCH 350, M FitieER H9o6%;
b AR AR . FHFE100% KA T AT Ak, AR B R A S i AR
> HFEP A4S, AP Ao FUARGMT 4 7] 5827, 321, 1266, 388; it RIEU1100%;
> XFMETH—HAEMNE, KA 8P FHRRONTA FH29 KA D277, SR =ML F|212, ©wiFiE
1 R 85% VA L ;
> TR EFEETH 4T HETH RN Z AT iR, B febuiRim B A TAZ b H 48Rt
> B ZFE b A bR R SR RI2. 672,945
VE: 45 H K 1) RFE+RFIZ. 2) MAE+LEF] 3) HHRE+ZHE, 4) FHZ+LAF
B &80: #Fi k17

Chort1 ¥ Afefik (GMT 1C50)

| Dayl | Day29 | Day57ZA | Day57 | Day71
E—4H 2 PAelIRGNT FdtieR PieiiRGMT 2Fd#E £ o455 PliAkGMT it

&5 & 224 96% 310 100% 2 R F) 321 100%
1K F & 224 88% 288 96% 1K) & 827 100%
=E R 2 215 96% 379 96% 2 R F 388 100%
= 7 & 354 92% 488 96% &R 1266 100%
Chort3 EZF4>65% A4tk (GMT 1C50) RA F—4E 843
. Dayl | Dayl5 | Day29 | Day57 | Day7l |
£ —4HHE  PARARGNT oF#iE PRikGNT LiFitHE Z 47T PRRKGNT LiFigi
&5 & 212 91% 277 96% SR /4K - -
&= 172 84% 212 88% SRR/ 5 - =

FHE R NEIM, [E 2 7E X5 P




TURE I

FHAFRbARm F i E100%, EiFEFERA,

Hm iR 4T BOR A B

B R81: FHHMHE

A ELISA Analysis

Cohort 1a (1855 yr of age)

Cohort 3 (=65 yr of age)

t+t-----—-\ - e B L LT T S =% -
104 -
£ 3
g ]
o= y ' . !
29 105 . ¥ 4 '
L +H L . i . 1
o ] I
3E O] . - . -
235 104 . ° T
wl 3 —
® = R S o N ) Ul I A Y I N O L YA N A (O SO St (Ul B Al DY . _
3 ]
A N . Wﬁﬁ ui
101 T T T T T T T T T T
Day Day Day Day Day Day Day Day Day Day Day Day Day Day Day Day Day Day Day Day HCS Day Day Day Day Day Day Day Day Day HCS
1 29 57 71 29 57 71 1 29 57 71 1 29 57 71 9 57 71 1 15 29 1 15 29 1 15 29
t 1 ¥ t t t t t t
PlacebofPlacebo Low DosefPlacebo  Low DosefLow Dose  High DosefPlacebo High Dosef/High Dose Placebo Low Dose High Dose
No. at Risk 76 73 76 34 75 69 70 36 74 73 74 38 Tl 68 65 36 74 74 71 39 Te 70 65 38 136 128 81 136 127 73 63
GMC <53 =53 <53 <53 <53 478 660 600 <53 586 754 1677 <53 625 873 951 <53 788 1100 2292 B899 <53 <53 <53 <53 122 312 <53 141 350 899
Percent Response 1 1 1 99 100 100 99 100 100 99 97 100 100 100 100 2 0 75 96 77 9
B Virus Neutralization Assay
Cohort 1a (18-55 yr of age) Cohort 3 (=65 yr of age)
1043 __________________________________________________________________________________ i i ' e S e e S e e S e
«E :
=0 10 * .
S s E -, . i
23 e : :
o .
d& ] 1 i T I 1
v
= 104 > |e||* . . |t
T--—-—---—- A= - 4 |-+-d-}+t-d-—-—---_ - - - - -}t |-} -----}--——_——_—_——-.— - . __ b __ -
:ﬁﬂﬁﬁ ] ) minimiiuiNiGl
1ot \ T T T T T \ T T T T T T T T T T T T T T T T T
Day Day Day Day Day Day Day Day Day Day Day Day Day Day Day Day Day Day Day Day HCS Day Day Day Day Day Day Day Day Day HCS
1 29 57 71 1 29 57 71 1 29 57 71 1 29 57 71 1 29 57 71 1 15 29 1 15 29 1 15 29
t 1 t t 4 t t 4 t t $
PlacebofPlacebo Low DosefPlacebo  Low DosefLow Dose  High DosefPlacebo High Dosef/High Dose Placebo Low Dose High Dose
No. at Risk 25 25 24 122 25 24 24 24 25 25 25 24 25 25 24 24 25 25 24 25 32 25 12 25 49 23 50 25 25 50 32
GMT <58 <58 <58 <58 <58 224 310 321 <58 224 288 827 <58 215 370 388 <58 354 488 1266 522 <58 <58 <58 <58 212 277 <58 172 212 522
Percent Response o 0 0 99 100 100 96 96 100 9 96 100 92 9 100 0o 0 91 96 84 88
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A CD4+ Thl Cells

Cohort 1a (18-55 yr of age)
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Cohort 3 (=65 yr of age)
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> J/é. #_ éﬂ 7{7 244 366 [¢] Day Day Day Day Day Day Day Day Day Day Diay Day
1 15 1 15 1 15 1 15 1 15 1 15
Placebo Low Dose High Dose Placebo Low Dose High Dose
Mo. at Risk 37 37 71 72 70 72 30 23 58 53 64 54
Median <LLOQ <LLOQ <LLOQ  0.08 <LLOQ 011 <LLOQ <=LLOQ <LLOQ  0.09 <LLoQ 011
Percent Response 0 76 83 0 60 67
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Chort3 CD8 “ Placebo Low Dose High Dose Placebo Low Dose High Dose
ME WU A L St E:) N 953 No. at Risk 73 n n 0 72 7 n s 50 61 51
'f& ﬁ'] % 36% 0. 06% Median <LLOQ <LLOQ =LLOQ  0.07 =LLOQ 009 =LLOQ <LLOQ <LLOQ  0.06 =LLOQ 002
,—T‘% ﬁl] —é_‘ 24% 0.02% Percent Response 0 51 64 0 36 24
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Novavax#7 E& B 1112438

FERERPFES9%, HIEITIIRPFE60%

RIEIE SR,
£ £85: Novavax# &% i 1R+

s AEE | LR A7 5 60%;
@ﬁgﬁﬁ&é%%%#i 196%.

H P HIEF4k b 090%; EE

B %86: Novavax#idz i 51 1 el Z# R 775

Severity NVX-CoV2373 Placebo
(N=7,014) (N=7,033)

Total b 56
Mild ! 15
Moderate 5] 40
Severe 0 ]

89.3%

Vaccine Efficacy (95% Cl: 75.2, 95.4)

FE YA @ dF YRS )
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m S S m 3k A
o, 50%
a 90%

8%tk F  60% PRI £
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B %£89: Novavax#iZ %k i i JEH 15

0 s
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Total 15 29
Vaccine Efficacy 60.1 %

(HIV negative) (95% CI: 19.9, 80.1)
Vaccine Efficacy 49.4%

(overall) (5% Cl: 6.1, 72.8)

FAF IR Novavaxsha] s, [E &7 RHF7 PF
B %90: w577

NVX-CoV2373 Placebo
(n=7,014) (n=7,033)

Any Severe TEAE 81 (1.1 %) 53 (0.7%)
Any Serious TEAE 31 (0.4%) 30 (0.4%)
Any MAAE 202 (2.7%) 201 (2.8%)
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Prior COVID-19 Infection with Original Strain May Not Provide
Protection Against South Africa 501Y.V2 Escape Variant
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BAM AR GIIIHEE: FEERIPF RS TE/RTHRIFERSY (REBEZ2E)
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> HAVAH, RARIRA TR G EAREIE SModernaf BioNTech®mRNAZ & A — & £ 86, k3| & K
REGHE T @ISR, 12FmAE (20201123 TEAGR) Rz RESH A ISHA; IF,
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> NS Tt W EHIEE, BT 4%, SRR, @3ENovavax. Inovio. Modernatt P &9 H 4 L
K # A& WBiotech¥) Ktg Lk, HAVAA ZBLRABAKIE4T4E, I P Novavaxikia
A ) 65%, FEREHAT—HZN S AT TR AR EAEIE

BX91: Frax% ##EBIOTECH B K92: #RA Kt —H A IIHHE
PRELERIA BN + BREXIE ¢
ERESHEY 220.94 TRV Vaccine Candidate 72% Effective in the US and 66% Effective Overall at Preventing
@ = Moderate to Severe COVID-19, 28 Days after Vaccination
Vaxart 11.98 |EERIARIE B
m) 0.08% & 85% Effective Overall in Preventing Severe Disease and Demonstrated Complete Protection
Against COVID-19 related Hospitalization and Death as of Day 28
Inoviofil %5 (PNER  +16.44% : S
=JI8 ; T
Protection Against Severe Disease Across Geographies, Ages, and Multiple Virus Variants,
Vir Biotechnol YATA  +9.89% : . , . : ‘ . .
Ll v including the SARS-CoV-2 Variant from the B.1.351 Lineage 1] Observed in South Africa
g‘?d?”‘i{ 1?3'1 ;i 8.9%% Single-shot compatible with standard vaccine distribution channels provides important tool
' in pandemic setting
BioNTech (AIX7  +6.31%
usEN :
AR T B EERTE T HARM: HANG 24, EBIERTE
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B & 94: & MK 69 TARST T 5] F 7B BB 6978 450 B 95: JF B MK 697 AR FE [B] T LR TR BT 6978 A4
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> TRETT, #XModerna# AR G A HFHELZO T RFE LF P RANSHETFEKRS
R &G KEH AN, ModernaZ ¥R MAAKE A WA HIEE FEHRXRAIT TR, K
HRABRY 6Lk, ERAN T HEFKRAZONG PREAREFEZLE (BPER) -
> #E’c%‘%f)uﬁ £ X, Modernaz @4t 32 B T F sk RANARIEF LT, /4 5] xF % ECDCFA M &9 3= F
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HIERAE: AT E
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IR, LARNA Y@ mASRE 4 AL %h%@ﬁﬁ REEBLES NRELE AT R
%‘%ﬁﬁ,mﬂﬁukk%%ﬁ%$

B K99: FHyilhE LI RBIE (HAHEEEH)

UG AT :
Regeneron

st A % R FH E>10°5-10"7copies/ml &9 &%,
EERT TR F3,. 7. MRBELALEAWRERETERANIE | FTARAMANZELTNRFRETERENIFR
KT BH; mo55% %87 HRBAGFMERK | FREMN; M FRAZRERSEE, REGN-

COV2ie i e H /4 £ R K

k5] vs 555(7g/2.8g/0.7g) vs
2R FH| vs 2.4g vs 8g:

555 (2. 8g) +016 (2. 8g) :
Pk &F: 6.5% vs 3.3% vs 3.3%;

F& 9% 3t B A5 PiA &4 5.8% vs 1.6% vs 0.9%; &
EHHEAAREEE (SHFIICHE) : 13.5% vs FTER BE: 15.2% vs 4.9% vs 7.7%

4.0% vs 0%
2k 5] vs 555(7g/2.8g/0.7g) vs

w25 & 555 (2. 8g) +016 (2. 8g) :
9% vs 7% vs <1%

%
R vs 555(7g/2.8g/0.7g) vs SR vs 2.4g vs 8g:
4. 3%

AREB R EF 555 (2. 8¢) +016 (2. 8g) : , u
26.3% vs 23.0% vs 13. 4% vs 1.1% vs 2.3k
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ALk b Fo R BB ik RB| TR RLE, BT ETHT%

B %100: BLAZE-11/4 /% X 524 7+

BLAZE-1 Bamlan+Etes 2400 &7
BLAZE-2 Bamlanivimab 3000 %
BLAZE-4 Bamlan+Etes 700 &BI7
BLAZE-5 Bamlan 3000 &7
ACTIV-2 Bamlani 1200 &7
UNITED (K #iz4) Bamlani 7500 77
PHASE 2 PORTION PHASE 3 PORTION

(Higher Risk Population)

BamianivimmabMorninerapy @ |00 § eSS Ti S OS e S e e Rl eSS =

f \
7000 ma (N = 101) Oct 7 Webcast i Bamlanivimab + Etesevimab E
Now Published | 2800 mg + 2800 mg (N = 518) Dhsasiind |
2800 mg (N = 107) : Today i
' Placebo (N =517) '
700 mg [N = 101) | == e ¥,
Placebo (N = 100) E 700 mg + 1400 mg (N ~ 500)
P Fully
-t Placebo (N ~ 250) shrolied
Bamlanivimab + Etesevimab
2800 mg + 2800 mg [N = 109) N Engl J Med Subcutaneous Dose Form
2021 Jan 21;384(3):229-237
Placebo (N = 56) 2021 Jan; Oniine ahead of print 700 mg + 1400 mg IV
Primary Endpoint: Virology Primary Endpoint: Hospitalization or Death Through Day 29
Population: Mild-to-Moderate COVID-19 Population: Mild-to-Moderate COVID-19 with Risk Factor(s)

RAHFNR: Modernae i, [z iERHFE P
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BFETY, AT RAK:

> RIbPLTFAEN 0”7 T FE; ERER
1&70%, AT REBEEIST & 4% 0 12H R KFF
) ;

> AN FNRERESKELARZR L F
5 T2/ F| & Bamlan# 25, H E477 )64
FREH, HRIEN T E A AL )7 ik Ak Pk
AR RS R R mE; EFAERIT XK

B &101: #1E2021/01/224 7K % g AP H &

- Placebo

- Bamlanivimab [All Doses)

— Bamlanivimab 2800 mg +
Etesevimab 2800 mg

Mean Change in Log,, [Viral Load)

TEAXAERKGEAN, HTEREHENH Sty Bty
H A A KL HAFRIR: FLALNG 2N, F] BAE R E P
BA102: 1255 B£103: ZrF
COVID-19 RELATED HOSPITALIZATION OR
DEATH BY ANY CAUSE BY DAY 29 e
N Events  Rate p N Events Rate
Placebo 517 36 7.0% Placebo 517 10* 1.9%
Bamlanivimab 2800 mg + . Bamlanivimab 2800 mg + .
Etesevimab 2800 mg 518 n 2.1% | 0.0004 Etesevimab 2800 mg 518 0 0%
1 ]
70% reduction No deaths of any cause
vs. placebo with antibody therapy
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MBamlanivimab (555) FRALEUAZE 4, X E LA AL12.57 A4k LZBmay 677 ;
HAlBamlan. & £db £, BRI AR P A S ANE KRR L,

o 8] F+12021Q1 7] vA ) A #f 4t 2 257 5|Etesevimab (016) , 2021H14% 21007 5 Etes;

2021H1 AT 2 &) 77 31 ¥T 4 2 482007 #|Bamlan;

T EAHR AL, 8] A deE AT R IER A2054F A, AR A ETT TR

B AT 4847 (X REUAGY )= & : 700mg Bamlan + 1400mg Etes;

AT ERT R EAM, BAEF AN A RIS

NS R B RAETTEART AR BT RE FH; wRAFERBRELELIRSRIE, )
T 52 %) B AR K SRR 2 e AR 3 ARG R IR IS, BB VT AE R BLAE 69 AN SUARAE A 2 R

do R E R A FAIA, T RIET AES 6N A 9B AR & Ae s AT TR E LR35
auBtia], ESLRRRAE R ZWH ERLIRE DR 2, H A AK, ZHEREAS;
o ElINA B AT R A b AT UK, BB T F R MRE — AR OE, QREFETRAE
2 ZITANTRE AR, E B e, A S AL 2R ERKEAN ARG R £

nEl % 5K Administration X i X TR G ARG — 2L FT X, BardtBImAl,



CESEN LS
Fr FUARAR & UL




W fa k4l B L

BT £ B A ) AT A b A iR s T I B A L % B A AR S A T AR AR AR [ &
IR LRI EE, Rk AEEEARE, ZEBNEEE LGS R R, B
AT K 00 btk = SR 5% 20% A% Fl o £ RO 288 H 46 1 AR 2
Bz KA, EMALREIRRIAIE,
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Y BRIE S RBEAE (ZHRAMF) , BrBETEAPRRitlesoxes o,
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