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august-2022)
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3 CDC, 2022. Advisory Committee on Immunization Practices (ACIP) (https://www.cdc.gov/vaccines/acip/index.html)
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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
RONEIS 1 5SARS-Cov- 2R\ IR S oG I T T
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Difference (Study 204 vs. 301) 0.7 -04
95% Cl (-1.0, 2.5) (-2.7,1.5)
. 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%)
A‘ 2N5E§T(17D‘%ﬁ§€b\3040A‘ jjt/—r\b\1008)\_§u D Incidence rate per 1000 person-years (35% Cl) 100 (70, 138) 146 (87, 231) Incidence rate per 1000 person-years (95% Cl) 104 (81, 131) 194 (140, 261)
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Effectiveness 44.0% 36.8%
(95%cly  40% 1 e
20% -
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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)

1 FDA, 2022. Vaccines and Related Biological Products Advisory Committee June 14-15, 2022. Event materials https://www.fda.gov/advisory-committees/advisory-committee-
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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
BRI T3, SABREE (BNT162b2) RUTSTRICEMERICE s R |
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g E-m 329
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75.6% (95% CI: -369.1%, 99.6%) T. BNT162b28¥C 0 NA nA B
(ZCOVID-191%14l. TStRBfTIF2BITH >z, FIcEE Postfose?  PostBosed | PostDosed Postboses PostDose2 Postosed
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calendar/vaccines-and-related-biological-products-advisory-committee-june-14-15-2022-meeting-announcement [Accessed August 19, 2022]. 47
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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
100%
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®)
SYSTEMIC EVENTS: Mild M Moderate M Severe M Grade4
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Fever i Decreased appetite
Dose 1 Dose 2 Dose 3 i Dose 1 Dose 2 Dose 3
100% 3ug Placebo 3pg Placebo 3ug Placebo 3pg Placebo 3pg Placebo 3ug Placebo
I
]
i
50%
I
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0%
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i
51.2% v
S0 | 47.2% 47.4% g 43.6% S76%
. 21.2% v
O T e e | 2ew - /=
0%

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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Table 2: BNT162b2 vaccine effectiveness against laboratory- confirmed SARS-CoV-2 infection and severe disease in children aged 5-11years
F‘Z— sh Bﬁ;‘z}J
BT IR 5—11FD/MNRICHITS
o

o 1[EHEREEE : 27.4% [95%Cl: 26.4—28.4] 9 A F— 05 F AEBORBDT P E
o 2[EHEREEE : 29.4% [28.5—30.2] o0,

HAEEFRHEIR 2
« 1 [E#EFEES : 38.1% [20.9—51.5]

o 2[OPEFEEF : 41.1% [22.2—55.4] g 0
g 8
—_ =\ W —t o A — . £ 204 —3
2 CIFEZAERF(C VT DIEIETERT & LENTT R TR RDEZFETT T X0 S DFRHF ’
HZ LA TDBDIHRENTULD 10
e EETTO0-148#8% : 38.7% [37.7—39.7] b
N =/ vaccinated fully vacainated  fully vaccinated  fully vacanated  fully vaccinated
o IEMETT43—84H#RBE 1 21.2% [19.7—22.7] ‘ e et e e
?% :r(g:j ZJ:@1 éEﬁHnPﬁb‘HXD‘fE&J_C%\}é /ZTL\‘C .0)“3’]357’/%%5’]7&53%1,% ﬁ R FZFTOMA (S KD THRSNICERREHI(CET DIFHINMNETNT LD,
%3 E!L/ 1 [o] %‘%@ 14E|L/{ DR (IR Eﬁ( % 1485 AR E EE | A1) A EGYED; /liﬁb\bZSElL,{ DABTE = (3FET
2 B AR e A R éat/m S SHEIAI05E ﬂ:w‘i'n, —)ﬂxéllgaab‘%itﬂijzg]u/\% EE kLT, A S AR IR
é Sacco C, et al; Italian National COVID— 19 Integrated Surve|||ance System and the ltal|an COVID-19 vaccines registry. Effectiveness of BNT162b2 vaccine agamst SARS-CoV-2 infection and severe

OVID-19 in children aged 5-11 years in ltaly: a retrospective analysis of January—April, 2022. Lancet. 2022 Jul 9;400(10346):97-103. 76
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HO. ABRFHHIRELEBNRIZN TULIZEHRESNTLD,

Tan et al! (NEJM, 2022)
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IHETERE. 1 EHEEAD . 2EUERERPACHMU. 2022 1 F21E o imomm s o wioie
73\5 4 ﬁ 8 Eo)ﬁﬂ %/HHFEﬁXE'(:B L\_C\ %ﬁ(ZEB LT%?T’I’U’-HUU o 31”:' i SR A et prp— V*‘i"l;:gtg;ff"“

F AL — XORBRF R ARR(CH S S FHzhR % 5T L /=] P

R— NRTE,

#&5R : 255,93661 (RAFAARIR TR DIEABEERAN 28] « 173,23761, o= i i o n mn U s
1[0 :30,6566l. O :52,0436l) AT/, IHEBBFZMEE 77 e v w0 o oo o L ciean s

EUT. 1[OHEAERFNU 2 [MHEERHCH T DRRPERU ARG (CXH T DT
B RSUTDLD (CIRESNTULD,

BRELFRhRIR ABEFRiEhER
o 1 [OHEFEEF : 13.6% [95%CI: 11.7—15.5] o 1 [OHEIEEF : 42.3% [24.9—55.7]
o 2[OoHEIEEF : 36.8% [35.3—38.2] o 2 [OHEAEEF : 82.7% [74.8—88.2]

2 OliEfE7 — 14H : 87.8%[72.2-94.7]
2 OliEfE#%15—-29H : 84.5%([72.7-91.2]
2 [OliEfE#%30—-59H : 80.4%[67.0-88.4]
2 EHEREZO0EL L - N.AXS

o 2[OlEE1%7—-14H : 48.8%[46.9-50.8]

o 2[OHEE%15-29H : 37.6%[35.7-39.3]
o 2[OlEER30-59H : 28.5%[36.3-30.7]
o 2[EHEE60BLLE : 25.6%[19.3-31.5]

X1 1[OE#E 1 BE%H 5 2 OHiEE 6 BB E COREZSD. %2 2[OB#EENS 7 BU LB UEREZST.

%3 COHRBICBNTS > HR—IVEARTS—o > > SNEHREI0FT D1 IILABEREID S 599%U E#= A= O EHTULVE

%4 PCRIEE. TFRE. RUTDMA CTRENERSNITESNZSE. X5 Not Applicable; ZBEHCHITDAMREL 2 T, WHRENZE L DRV DRTAREEZ D T,

1. Tan SHX, Cook AR, Heng D, Ong B, Lye DC, Tan KB. Effectiveness of BNT162b2 Vaccine against Omicron in Children 5 to 11 Years of Age. N Engl J Med. 2022 Jul 20. 77
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KEICHIFTB5-11EONBICH TS, A IO0F IO F IR ERORIRIGECREAT B RMRIET —IN—XHET (2022
F2HEE) (CBUVT, $1,600hEIDFBREICDVWTCENLIEECS. ZREICEAITIRZERESNAM> 2,

Hause AM et al! (Pediatrics, 2022) VSDODfRIT SR

TABLE 9 Events Among Children Ages 5to 11y in a 21-d Risk Interval After BNT-162b2 Vaccination Compared to Events on the Same Calendar Day
ﬁﬁﬁﬁ% *. (‘—a:-)\(’ \t (3:2021 ﬂ51 Oﬁ 29 E (‘— A L{J\ (5 1 1 Among [Jhlljdrm Ages oto 11y |:1 a2? 4;d Interval After rhew Most Recent \":ttln:nnjn. '\"E:EEI:P. SafeJT\_.' D&Tahl‘:k. (et 3‘;. E[I'E‘TTL'J I-:h 2‘[‘ 2022
ill_]J'_E) (ij?%%ﬁﬂu :I DTUO;/@?H*ED\EﬁDD én\ Events in Risk Events in Comparison  Adjusted Rate Ratio
= P &l Interval (Events per  Interval (Events per (95% Confidence p Signal,
207232}35*2@)12;].5 H#I%tl%,\]'I ’60073@03 7 7 /rﬁ = 'j 09: Outcome Million Person-Years) Million PersonYears) Interval) —_— isided P < 006
/ \ 1z t (/ \ o Z-sided  1-sided
H{ (: (j:\ ﬁé’l‘ﬂz%:g |J \/0‘\0)7_:&)0)5:—9/\\—1& Acute disseminaled encephalomyeliis 0 0 N/A NfA N/A No
Acute myocardial infarction 0 {m 0 (o NiA NfA N/A Mo
th\ Appendicitis 40 (9952) 21 (1044.9) 094 (051-1.76) 44 B39 No
. 4@}%%;¥E5kk%*&igﬁigb {EE t g b*&ig—5xv l\ Bell 5y 3 (T48) 1 (49.8) 255 (027-67.1) 464 478 No
’- E /e Cer venous sinus thrombosis 0 {m 0 {m N/A NfA NFA No
Disseminated intravascul ar coagulation 0 0 N/A NfA N/A No
77'- //\ XOD /XTL\\O) |—V SafeJ - Encephalitis, myelitis, or encephalomyelitis 0 {m 0 N/A NfA NrA No
Gl M= = =iy
i EE{IE%%‘\)D lj 03: / E‘}i) b%% @*E —/ \/XTA Guillain-Barré syndrome 0 (o 0 {0 MN/A NfA N/A No
T3 [VAERS (Vaccine Adverse Event Reporting ot o v v e nEe "
System) J Myocarditis or pericarditis® 4 (99.5) 1 (498) 0.5 (0L05—-15.68) v b 803 Mo
“ ., _ — Pulmonary embolism® 0 {m 0 {0 N/A NfA N Mo
e ll:,\ﬁﬁﬁfd: &L %HU (L_}EE bt%gﬂ(‘_jb \tEE?j]) Lo Seizure 13 (3235) 8 (3980) 093 (0.35-2.55) 874 859 No
=9 Ly —_ Ty — = Stroke, hemorrhagic 0 {m 0 {0 N/A NfA N/A Noy
%Eﬁn.ujﬁ REENE—SU \/0 S RAF7TATHD TVSD Stroke, ischemic 1 (249) 0 M Not calculable 426 092 No
(VaCC|ne Safety Datahnk)J sis with thrombocylopenia syndrome 0 :UEI 1 :-15'1.8] 0 :U—%.Ih] .3."--1 .B??:'J Moy
“ — g —_ " _ —_ y B O | — O ie thrombocytopenic purpura 0 0 N/A NfA MfA Mo
73\355 ° L_nbODT_Q/\_Z(L_ X N, H@'IE@EL\I{\ (C Transverse myelitis 0 {0 0 {0 N/A i /A No
jl/ \Tﬁ$ﬁ Venous thromboembolism® 0 {m 0 {m N/A NfA NfA Moy
o

Table includes all identified cases and analyses were not limited to chartconfirmed cases There were 40152 personyears of follow-up in the risk interval and 200881 person-years in
the comparison interval Overall estimate from Poisson regression models stratified by site, age in years, sex, race and ethnicity, and calendar date. Onesided P < 0061 required for a

BER:WITNOIWE(CDVNTE. N2 (5-115%) (CPNFD e e e thresn ees v prosaity o » bl postie signal (12 sgral cue o etanee slon) beiow 005 for 2 1y peron of weeky sunvellence WA not spicatie
ZE FOBRERSNEN 2L LTS, edert seome v Bt ot 06
VSD¥ L [CDWTIFARDESDTHD., WTNDOERE
LEESHSREARI (CEER, U R HARIICHITD IR ODLER
0 DYAVANSY il

X1 VSDOF—ZETICHBNTIE. TOFEERL-218%%7 U X UM, 22-42B#EZ EBSRABE Uiz, ROV EIRZRAVTENZNDIERORER (rate) HLE&EN. . Fip. BB
(calendar day) . IEESMINRUENK (race and ethnicity) HiEEENIZ.

1 Hause AM, Shay DK, Klein NP, et al. Safety of COVID-19 Vaccination in United States Children Ages 5 to 11 Years. Pediatrics. 2022;150(2):e2022057313 78
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