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EF IV F kB (FDARSER1) ' ' i Study 204 Study 301
Infants/Toddlers Young Children Young Adults*
Do 57 Analveic. Part 2 (6-23 Months) (2-5 Years) (18-25 Years)
! . . ay alysis, Pa mRNA-1273 (25 pg) mRNA-1273 (25 pg) mRNA-1273 (100 pg)
ARAE : J1x—X2/35 R TD. £186~235BKU2~4 PSVNA ID50 assay N =230 N = 264 N =295
7|\ > }_2/714 AR GMC (Geometric Mean Titer) 1781 1410 1391
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. awd 5 = — 4N V ~
ﬁi . 2@?&j§'f§57 EI if@%bﬂ%(g&":b VG, EE1§6 23% Success  GMC Ratio: Lower 95% Cl| = 0.67 & Point Estimate 2 0.8
ﬁ (ttﬁﬁjjpﬂg¥l8’\’25ﬁ§) T (3:\ SARS-CoV-2 GMTGDJ:[:Z“_—( Criteria Difference in Seroresponse Rate: 95% CI| > -10% & Point Estimate > -5%
(3:1.28 (950/0CI : 1.12, 1.47) N 2—5%@%}]“%(:8{,\( Per Protocol Immunogenicity Subset; *Samples tested at PPD laboratories CONFIDENTIAL

(%1.01 (95%CI :0.88, 1.17) THhoT,
2 EliEFEERDGMRODLER (67/%-25/k% & DLEE)

10000 -
1391 1402 1610 1410 1781

1000
Neutralizing

Geometric 100 -
Mean Titer/
Concentration

10 o

1 N= 320 230
Study 301 Study 203 Study 204 Study 204 Study 204
Young Adults Adolescents Children [Young Children Infants/Toddlers
(18-25 Years) (12-17 Years) (6-11 Years) (2-5Years) (6-23 Months)
Dose 100 ug 100 pg 50 ug 25 ug 25 ug
Geometric Mean Ratio
(vs Young Adults) it 2 IeCr e28

S
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MARAS : T —X2/3HEETD. H#E6~235ARU2~4 =y 5111511 34%) #15066%) Cases, N (%) 11912.5% (46%) 611858 0.1%
,‘—‘E@/J\ ( Z 3:5“—5 2 @}y%ﬁ{é@%’ffﬂﬁ nEJIEl’Jﬁ )JJ |‘$ﬁ¢$ﬁ-—c(; I Incidence rate per 1000 person-years (95% Cl) 138 (103, 182) 280 (194.391) Incidence rate per 1000 person-years (95% Cl) 175 (145, 209) 277 (212, 356)
LEI VE (%) based on incidenc rate (35% CI) 50.6% (21.4, 68.6) I VE (%) based on incidence rate (95% Cl) 36.8% (125, 54.0)
ﬁ%ﬁi’é(glfy? 1}%7?\,() i&%z;glg\z( );" {/;Fj_( Jz-{-?gfgcgj;b 301 case definition of COVID-19 301 case definition of COVID-19
N 1 b\_j_\ E /e > cIN - j /1N ot Cases, N (%) 371151 (24%) 18/513(35%) Cases, N (%) 112,584 (2.7%) 431858 (5.0%)
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- BNT 162b2 (30 pg)
1M Post-Dose 2 6M to <2/ 16-25 years

I7A—HER (FDAIRSER)

TRINE : O T — A2/ SHERTH, L6235 ARU2~AmDING "
[CBFBSARS-CoV-2REFEEDIR NGR4T SREF (CH UL T, SARS-CovV-2 neutralization 1406 5 1180.0 1.19
DOF S OESEME o TEEDERE (USA WA]./ZOZO) (CHT B assay - NT50 (titer) 82 42113,16331) | 0  (1066.6, 1305.4)  (1.00, 1.42) &
SARS_COV_2$$DGMT&m;%}img%ﬁ{lﬁ%g¥:‘& (:E$4ﬁo Immunabridging & deciared if he lower bound of e 35% confdence inlenval of the GMR is > .67 and he GMR i 20.8 and 21 per FDA crileria
B":;mr;llﬂ Difference in %
R : £186~235 8 (LBNBEI16~258%) AD 3 EiEE%1 75 T T o
FTOBMEICHT, SARS-CoV-2 GMTDLE(F1.19 (95%CI : B v orio  SSEENRGE enis o
1.00, 1.42) . 2-4BmOENECHTIFL.30 (95%CI : 1.13, ey ooy ®_gsaoan | ™ gomwm® | coken Y

1.50) T&ho1=,

BHEFERICHT S 3 OEEERDGMR 2-5i%

BNT162b2 (30 pg)
— 16-25 years
Me dian time ! ! -
between Dose2 and 12.9 weeks i 106 weeks i 13.0 weeks 1M Post 2 to <5/ 16-25 years
i

Dose 3 (Min, max ) (8.6, 20.0) ! (8.6,13.7) ! (11.9, 14.3) GMT GMT GMR Met Criteria
1000 4 ' ' GMR n (95% CI) n (95% CI) (95% CI) (YIN)
i i SARS-CoV-2 neutralzation . 1535.2 o 1180.0 1.30 -
g ! ! assay - NT50 (titer) (1388.2, 1697.8) (1066.6, 1305.4) = (1.13, 1.50)
(o]
- 139 H 155 Immundbridging & declared if he lower bound of he 95% confidence interval of he GMR is > (.67 and the GMVR is 20.8 and 21 per FDA crileria
113
g I : i £
g 1w T b2 (30 pg)
tE 16-25 years Difference in %
. 1M Post-Dose 2 2 to <5 - 16-25 years
F n (%) n (%) % Met Criteria
t - luoq Seroresponse N (95% CI) N (95% CJ) (95% CI) (YIN)
, ,
10 : : SARS-CoV-2 neutralization 141 (100.0) P 168 (98.8) 1.2 =
BNT16b2 (3 pg) | BNT16b2(3 pg) | BNT16b2 (30 pg) assay - NT50 (titer) (97.4, 100.0) (95.8,99.9) (-1.5,4.2)
6m to <2 years ! 2to <Syears ! 18to 50 years
(N=34) (N=37) (N=30)
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[l Delta Omicron BA.1
RAE : T —X2/3MERTD. F&6~235 ARU2~4 BNT1G02 (3ol , BNT1602 (3 ol ; BNT 1662 (3 o)
D/ INB(CH TS 2 BIRU 3 CHERER O TR ECRr a1 10 i 1 016
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FEVER: 38.0°C-38.4°C M 384°C-38.9°C M 38.9°C-40.0°C M >40.0°C
i ; ; : ; | Muscle |  Joint
Fever i Fatigue | Headache | Chills |  Vomiting | Diarrhea | Pain Pain
100% 1 3pg Placebo] 3ug Placebo| 3ug Placebol 3ug Placebo] 3ug Placebo] 3pg Placebo| 3ug Placebo] 3pg Placebo
| | | | | | |
Dose i | | : |
1 0% | 29.7%  306% | | : | | |
52% 53% | P BN 4su  49% | 23%  24% | 30% 27% | TT%  8.0% | o4y 479 | 08%  2.0%
0% _——— T T T T T T 1 T 1 T T T T T d
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Dose s
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0% — T T T T T T T T 1
V27 b 14
1~ 3 [EEE 7 BRICHITILBMNEIR (6 5 A~ 2i®)
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Fever i Decreased appetite
Dose 1 Dose 2 Dose 3 i Dose 1 Dose 2 Dose 3
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I
]
i
50%
I
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51.2% v
S0 | 47.2% 47.4% g 43.6% S76%
. 21.2% v
O T e e | 2ew - /=
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1 FDA, 2022. Vaccines and Related Biological Products Advisory Committee June 14-15, 2022. Event materials https://www.fda.gov/advisory-committees/advisory-committee-
calendar/vaccines-and-related-biological-products-advisory-committee-june-14-15-2022-meeting-announcement [Accessed August 19, 2022].
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