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B £63: Sputnik VEFZ7 &% 7+ B %64: Sputnik VE§ @ % & 7775 -4 7% £, 7% 1K 71 F 4
First vaccination Second vaccination
Vector with a gene coding S protein Repeated vaccination takes place
of coronavirus gets into a cell in 21 days Primary immune response Secondary immune response
[ If ]
CELL CELL

Prime Boost
immunization immunization boost with another vector

(Ad26+AdS)
,#‘ S adBTEIN h Other two component
vaccine

boost with the same vector
(i.e Ad26+Ad26)

\\(I J’: ,) \)r, \\(/ \)fxﬁ P =\ A

One component

/i ANTIBODIES )\ q 8
A ( > —“__.\ < (/
—{/ =N y \ ,_ == vaccine
\ only single immunisation
/] = l) f ( (. AdS)
The body synthesizes'S protein, The vaccine based on another Time
in response, the production adenovirus vector unknown (days) 0 7 14 21 28 35 42 49 56

of immunity begins to the body boosts the immune
response and provides
for long-lasting immunity
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> <<7}9l"’f77>> FI R 691k F #rSputnik VAR & AR E R mflljl]/‘jﬁ| || 2937 50 2 4721977 4 %
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 %65: Sputnik VEFZ % i R 4% 71 B X 66: Sputnik VErax% g <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
Rk EVE . H A= = S o K 5 ROk E VS, H e s S o B 53
FH A Sputnik VEH B, [EHELERGL AT AR Sputnik VE 5 B M, [E 8 IERH5 AT
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> 2021F2R 41, FEFEXRAE (Wt 71) EREXTEMAREHF AR GOEREIT, ERXTT AAHHF
K 2BMHEOCLSEMHFPHFLT, RENAERFERYFEIALEZI AT IR GG
P EFH+HAF I E80. 7%, AFHAFNFEIFE63. 1%, mEREMNFTXARMNE F22X F|90K 8
BRFEERFHEO6T% (CHERTON, TEKRI16%) o

> 3H25H, FHAENRTIMIERRLHIE, SPIKE K, EMA% EAEKGCOVID-197 &
K KT6%, TG T E R mAAEIL T @37 E 2100%, 65% B VA L% iR H ARGt BLE K6
COVID-19 7 5k /1 i£85% . X —H ABIrm A KK IJLJE & £ EFDAR % 248 A4 (EUA) &9 %%
R I
B E67: FTHF)E R TR B RA 24 R

F+480. 7%, 2 67%

£ 68: FTAFF|EF G B A 4R

Table 1 Efficacy of ChAdOx1 nCoV-19 after two doses Table 2 Efficacy of ChAdOx1 nCoV-19 after a single dose

ChAdOx1 Vaccine Efficacy
Cases > 14 days after second dose N cases CoV-19 Control (95% CI)
— _ s = = = — "0/ = Symptomatic COVID-19 Cases > 21 N cases ChAdOx1 Control Vaccine Efficacy
Primary symplomatic COVID-19 332 34/8597 (1.0%) 248/3580 (2.9%) 66.7% (57.4%, 14.0%) days after a single SD dose aCoV-19 95% CI)
SD/SD 271 7477201 (1.0%) 19777178 (2.7%) 63.1% (51.8%, 71.7%)
LD/SD 61 10/1396 (0.7%) 5171402 (3.6%) 80.7% (62.1%, 90.2%)¥ Time since first standard dose
27 10 30 davs 37 719257 30/9237 77% (47%, 90%)
Asymptomatic/Unknown infection 0 | sma071 (L) 136 (18 2220 (9. 9%. 45.0%) 31 10 60 days 28 &/7147 2277110 73% (33%, 89%)
(COV002 UK only)
— ) 2 2 ] % (36%. 93%
SD/SD 3 3172692 (1.5%) 322751 (1.5%) 2.0% (:50.7%, 36.2%) 61 to 90 days 23 4/2883 13/2974 78% (36%, 93%)
LD/SD a7 1671379 (1.2%) 31/1385 (2.2%) 49.3% (1.4%, T2.2% )1 90 to 120 days 10 4/ 1368 6/ 1404 32% (-142%, 81%)
22 to 90 days 88 17 7 76% (59%, 86%)
Any PCR+ 507 161/8597 (1.9%) 346/8580 (4.0%) 54.1% (44.7%, 61.9%) - — ’
SD/SD 300 | 1327201 (1.8%) 25877178 (3.6%) 39.5% (37.7%, 59.0%) Asympiomatic COV!D'W infections N L] Control Vaceine Efficacy
> 21 days after a single SD dose cases nCoV-19 (95% CI)
LD/SD 17 29/1396 (2.1%) 8/1402 (6.3%) 67.6% (30.8%, 78.7%)¥
Symptomatic COVID-19 Cases > 14 N ChAdOx1 Control Vaccine Efficacy Time sinee first dose
) days after second dose cases nCoV-19 (95% CI) 2210 30 days 12 619257 619237 0.2% (7209%‘ 68%)
Time between first and second dose
SD/SD 3110 60 days 1 517147 6/7110 17% (-172%, 75%)
<6 weeks 11 35/3900 (0.9%) 76/3860 (2.0%) 54.9% (32.7%, 69.7%)
61 10 90 days 1 012883 112974
6-8 weeks 64 20/1103 (1.8%) 2471004 (4.4%) 59.9% (32.1%, 76.4%)*
911 weeks ] 11/905 (1.2%) 32/957 (3.3%) 63.7% (28.0%, R1T9¥ 90 to 120 days 5 111368 4/1404
=12 weeks 53 871293 (0.6%) 1571356 (3.3%) 82.4% (62.7%, 91.7%)F 22 to 90 days u 1 13 16% (-88%, 62%)
Time between first and second dose
SD/SD or LD/SD
=6 weeks 1 3573915 (0.9%) T6/3875 (2.0%) 54.9% (32.7%, 69.7%) Any PCR+ 22 to 90 days 12 28 84 7% (49%, 78%)
6-8 weeks 64 2071115 (1.8%) 4471018 (4.3%) 59.7% (31.7%, 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 152038 (0.7%) 76/2093 (3.6%) 80.7% (66.5%, 88.9%)7
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> 1 A28 R G 0GR FH P Ao AR SR BLETO: FTAFIER TS 8 5 =45 28K # Foditk
AT, HEIFHEPIET AT ] AT 68

> s 2 | ” Figure 4 Relationship between binding and neutralising antibody 28 days post second dose,
e e T2 Z 024
é'] k j 1 2}"1 , VESR::] 'f%*) i’ 7% N L’E)l /& }”EJ Ha é@ o and vaccine efficacy against primary symptomatic COVID-19

> HH, ARELXARLRZF+ET R £+4 10
FeGEMFZ, AR GRS RREERE G =
o iy Y A W A e R ) B 5 AR R 5"
> ERME—FHOLBTRAGTERL |, i
BiEAH, ARX—BZLEBARITHE : T
M FE A I MBS ERENEE, o
B £69: [T LA 1A 52 e AL Sy oo T, o5
A} 100 .
75 W o ﬁ‘wncc y f:ﬂ’:ﬁpﬁcmm”: ) § &0 J{
T ol S L S W S .
e "

T T : . Pseudovirus neutralisation 28 days post boost (GMT, 95%Cl)

2 JEE "-“T i il e Vaceine efficacy with 95% C1 against primary symptomatic COVID-19 in SD/SD and LD/SD participants

i 1 mnﬂmnm"""mnﬂmﬂmmm""mmm combined are shown plotted against A) the GMT (95% CI) of anti-SARS-CoV-2 spike IgG from an immunoassay,
= 36 56 84 112 and B) the GMT (95%CI) pseudovirus neutralisation, for each prime boost interval.

Prime-boost interval, days (midpoint)
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o 1.54{LE TH AR B ILN;

«  2021F1A315 AT, 8w asat e 765007 FxE, HF29001eHm & B, MitSFoAAEEmE
B 4t & 217 5

o ARG R ikag AL ek b #2021 AT 6 4 B AE B2 201257

o ZARGWHHFRELER R T248K;

o NANAFAERGHELERAKMETHEARER, T2R: 1) @3 mR4RA LRI R L2, 2) Y
TRAEEEZHMOZR G, RFHMmik4;

e In vitroAF Xk PAIZ G T VAP Ao 32 B AR & AE 4k

o P ILFLARKIESFH AR GHEN (ROFEFTERLETLFHE) ;

o ¥ 3 FeBioNTechE£ A|5-5% k. :

o 20215 2 F £ A K B2010 5], 1BfE X 201CH AR L E T,

o RHFRLITAH YR GHLSME BB EIT, 12 8 AR E 1 E20215F k41 45 5] 69 iR 20 2 % 857 < M b
Bigeg—iTH  KMATZE»KAESAI0MCE TN (FHB0ET/F, KRAEFTARGT0%) ;

Q&A

Q: A28 0HF2021F £ RE20/CH K@ ? HAeh 2N 8 8T AR AN AL, R AAELRE
KK, REBZRD—F,HFBL,

A: BREMNEEZNLEG LRI AR (ELRRBEEL /RO 3 Bk, BZRELAFRAN LR
H s, RAMAEERMNNABITERZALRK LR K8, B &MN 52 RAANEME, ™ LAFIAE
FasR A YR B H ARG, BRAVTT GG IFELZFW T, BRMNAS T RN LEIE5] . ZAREREL
HREWHALEH G, BEAEZVAFHARGTHLESRELNTFYAGTY, BASFLER EHRRBUTITE,
WO, BABRFLARSHTHIE, HRRGHEORELET S, MTAREHAA LT, KN4 —LAK,
FARIEE LA 45 7]

Q: MARGOAIAH L BZA EERGBRMN LA HR?
A: BITHTREXRENNGEZLFURARE Ko X —3RLFHEFMT2HOESL IEK,
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0: AARKXRALARKREVNFHAERBRINERMUARNHEFROAGZXE, ERKAAIRZTEZRIAKAS Y
ARENRG, BHRATAIRARRBREHTRGOALEMT?

A: BMAALANKE, REELEZLETANABNHANERANIAL TSR, F—7@, ARSZIHEA, R
WARKRZE RS E, AT ARG IHE F0E/k. TACHAEM R RIETHLEN, EFHELT, REL
“Af%mﬁ&ﬁ TR B9 ET e AP, BT AR BN A& L6992, RBEH100 R /M E — /N3 69 e iz 4
B, NEXZBEMERUARN R GNEFCARARIRA, RMNMAAZEZRZ 0By, KMNLBEL2RENEZRE
FaorA, TEH—NHAR, B3 5 LEFAREIT TR GEMNGIZ), INRAEFERLLFA K
KeGFeh. B, K413 ARG EXFKRMBLAZ B4 £4F.

Q: R TR AREE 24 E R T RFHRBMITGGRH?

A: NBEmE, BdEEHmEHERILERESL, REERG. REZFREFEOERAL: RAE2ARAXNTRIESF
PREG TR BARIF R G KT, T IARG XA AR, PTARAT B AT X 2 4k 4 A2 Jx m4’F7’77703§€Jr VAR
BRGEAMEEGFHE/RGBEN GETERHRAERLI LR LR -

Q: HARFFINZE, %@ﬁﬁ%wﬂuﬁ@%vaEUAzmméﬁE%?

A: T B2LREREVIE, T2022F 2 )5 BUFT AT F 4 KA E AT, BT IEZRERERAT,
B/NAARRRATR G

Q: NI REFEAEAMTHERBITNETH? RS, S F0LERRAESA A TEEHAH?

A: BAIEANATRRGFTE: 1) 6NABEREGBE: 2) 2AABEEGMIE4,; 3) BM—A4s3t4r &
g E, REfERAHHEZR (RBJ/RAMEAF) . LB ERE, RAIAA A Z TG Moz
BT o 2010509 = REAR R IR G 09,

Q: HIFFRCHEKRS A AR ENterninal-adaptation (EBREN AREBERSBFAZEIHNTHT) B,
LRUESFEHALTHF, ARBRHLEERHELH?

A: REFHRIEAEHBERS, HIFFCBHFHRAR T LARLR, X AT A TR 5 FRE B R E B 5
HFE BMAATFHATHOLA T F BB IRD . 38 Bl B L i%FFiLA—FHEM RS, 5F
FRAAF NG N IZEEHBETHE, RN ATRERESG,
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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 %71: Pfizer/BioNTech# &% s #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 R T3: HAAELR b o G HAAN
> 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

[BET2: £ EFEGIE I AFZVSEA FH 7 FL 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% 74: Pfizer/BioNTech% & i 52 Vs 2 7] 20 Zf 2 A 4 s #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 £75: Pfizer/BioNTechz ig 7 1R 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%) AR K% (10. 9°/) ;
BA T AL T I8 T E A9k e 2 %K%$ﬁ0 3%, %ﬁ+5‘i‘éﬂ4/&$%@i&, B E A, F)E
B RBAK, TREAERFLSMH 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%ﬁﬁ%k, Csnfoith £ 3 QB Cinfoith £ N ;

B % T76: iR e H —4ETRRR IS (16-55%: 4201A; >55%: 33064 )

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

FALE R A, FDA, [ #KiEKEFE P
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R AR R B A ] AL
> T REHEAR (—REFAR. THA

W REETORREEG & EAR) “nL- : t"’ %g
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> = 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
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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 %82 Ik f B £83: FHKE (AR )
; 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”']/ - -
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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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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 K 88: F itk a1

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 - =
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TURE I

FHAFRbARm F i E100%, EiFEFERA,

Hm iR 4T BOR A B

B X89: FHHMHIE

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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e c3E: CD4. CD8%mJe R 344 Fatd

B %90: CD4+Thlzafe#4%

8 AR B B

A CD4+ Thl Cells

Cohort 1a (18-55 yr of age)

—
=

> FE076% 83%4Y % 1K A CDA+T
g i RN

> £ H60% 67%:

> FEE2051%64%40Y % 1K 7 CD8+T

—

without Th2 Cytokines
=
Ll IIIIII:I_‘ Lol oo

Interferon-y, Interleukin-2, or Both

Percentage of CD4+ T Cells Expressing

.
"

'an o

Cohort 3 (=65 yr of age)

LR L

=
<

l_-_-®_ e s N s s __WN_______ 4 ____ = __.
& L R
5 0 ~ o 0.001 T T T T T T T T T T T T
> 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
HAFRN: NEIM, [F #7ERAFZ T
B &91: TLalest1% B X92: CD8+T2afb# 1%
Chort1 D4 Thi | Day15  [EETILRNE
}Yl]i Xf}iﬂé{]%ﬁ% éﬂ]}]@}iﬁ . Cohort 1a (18-55 yr of age) Cohort 3 (265 yr of age)
1855 & 76% 0. 08% 5 1
% 71 % 83% 0. 1% ga ]
Cohort3 Th1 ﬁ N I3 . .
% 3 H B R R A 2 N s 1 .. = :
& T = 60% 0. 09% 33 0 ’ ’ & % 2 = i
& 7 & 67% 0. 1% S 1. & .. X S S S T R 2
ChorttcD8 | Dayi5 | 85 o0 =— — — —_ . = — = -_— -
& AR L RA ) NG5 £
'f&ﬁ']_é’_‘ 51% O 07% E = 0.001 T T T T T T T T T T T T
= x| -3 Da Da D D Da Da Da Da D D Da Da
i=] ﬁlj = 64% O 09% 1Y ].5}Ir fy IESY ].Y ].SY ].Y ].SY fy I;Y ].Y ].5Y
Chort3 CD8 “ Placebo Low Dose High Dose Placebo Low Dose High Dose
ME WU A L St E:) N 953 No. at Risk 7 ¥ 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

FAEF R NEIM, [ HERBFE P AL NEIM, [F 24 LEXGE 5T
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Novavax# @& B I1IHEIE: ZERIBRPERIN, HIFITHRY RAastK

£ EH3A118, Novavax/™ 7 T NVX-CoV237349 & #f I
KX ISR, I E TR 493805 R X 3 ¥ 2150008 AL Novavex G BT ARRY S

18-84% S iX Al (27% X 265% VI L) - R E YAATIS  HIE Y HRAT RS
> NVX-CoV23733t T % 4 A SARS-CoV-2 849 {4 /1 A
96. 4%, *TFE R EHB. 1. 1. TR 7/ 486, 3%, mrmsn ) . b
2 3 1B 69 33 e R X B BEARBR AP ) 489, T 50%
> @A TR AHIVE K £ R 62800 F ke T 90%
P, ONBEFPEITEREGNHIFERTTHK
B.1.351, ZHIVIAM & XFWRI1F, Z&Gk QOURIF & AQUIR A &

7 755.4% . T EFANINI G AR AT, FF
R ILIZ G AT 5T APCRA S MM, XTRBLL A s Novavaxs a2z, 5 Aars i
96, X G BARLRIT A A48, 6%,

B K 94: T B AL I FLAL T F H AR AT — B 2T [ £95: B HIEIE LA MR O 22 5 TR
--------- 1
| i m————
|
1 I :
| I : 1
| i :
| ; :
| ) "
| '
I
: :
: . . : ' 1
H-Sep 2020-Oct - Picre 2021 Jais 2020-Sep 2020-Nov | 2021|Jan
L -------- -I l -----
TAEE N Novavaxsha] N, B ZLE X BF5 Ff HHFE T Novavaxsea] sa2, [ & LFFR A



Novavax#7 @& % [T I #A4kdE: FZEREERPERI%, &IEeITHERY Rfat4K

> KA ERRYT, FESIME R R
1.1% (Z/E5710.7%)

B % 96: Novavax#iZz ik df#4 (2021.2)

0 s
> i dE1/369 %K F 0 AER R f i B ks E =2 (n=2.200)

H AR AR F TSR ol B R AR S

> H ATNovavax®9yz ¥ ZE—H 1% & IE &+
PRAR AP B AR 36 303 69 Su it

> NI RITHEMEMY, LOHFEETFAE
FREFF R GIEL LA Q2
FF4E 1 R IX 5

> MANG CLZEF AL N, RE., o
ek, BAATEWXE EHF widiL
FE, 2B AH KA R PTG ;

> NElEATEERMREEHTGERIIARKE
MiT2H TN, HdF KT65% 69%F
FARAR G L 2917%;

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
BE97: M (2021.2)

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%)

TAHEF I . Novavaxs\a] s 2, [F K ERFFE BT

Prior COVID-19 Infection with Original Strain May Not Provide
Protection Against South Africa 501Y.V2 Escape Variant

BRI FRIEEMRWBEEBE IR —2 3 HIEFRARK, FELLE, A3
RIS H 0GR ok R A
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BAM AR GIIIHEE: FEERIPF RS TE/RTHRIFERSY (REBEZ2E)

BAERBWEIZAMAGEKEERSE, ERAXTHE

> AR R —AHERIE, N4 AT A, L4681 A E K6 A g A R

> R I MNP/ EEFTBRITFEOON, EHMIAY, L, EERKIFET2S, F5E£66% @HIE
57% (2 KA HBHRENHIEFR) ; S TERPFE A8, HTHAORGHEBELEIRE;

> HAVAH, RARIRA TR G EAREIE SModernaf BioNTech®mRNAZ & A — & £ 86, k3| & K
REGHE T @ISR, 12FmAE (20201123 TEAGR) Rz RESH A ISHA; IF,
MARE T B, BB ERATREAG T (AR ETREETAFERNERIE) LLBFENT
5 ¥h B ME

> Nl WEHKRES, BRI T #4%, S5RE R, @ 4ENovavax. Inovio. Modernafe P &9 H A JL K 37
Iz HBiotech¥y Ktg Lk, &KAVIAA EZZTRA N IMBIEPTATIE, H PNovavaxikha & & ik
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B %107 BLAZE-11% /& it 35 7% 7F

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)
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- Placebo

- Bamlanivimab [All Doses)

— Bamlanivimab 2800 mg +
Etesevimab 2800 mg

Mean Change in Log,, [Viral Load)

H V\] ;ﬁﬁ%ﬁ{‘i&; Study Day
AR IR FLRNG] 2N, B BEAERHFE T
B A109: 1255 CESI A
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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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
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