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Table 2. Results of Serum SARS-CoV-2 Neutralization Assay 1 Month after the Second Dose of BNT162b2 among

Participants 5 to 11 and 16 to 25 Yr of Age.®

BNT162b2 No. of
Age Group Dose Level Participants
5-11yr 10ug 264
16-25 yr 30ug 253

GMT [95% CI)j

1197.6 (1106.1-1296.6)
1146.5 (1045.5-1257.2)

Geometric Mean Ratio,
5-to-11-yr-olds vs. 16-to-25-yr-olds
(95% ClJi:

1.04 (0.93-1.18)

2[EBiEE#7 B UBFOFAE TR

SARS-CoV-2 Vaccine Efficacy
Efficacy End Point Infection Status BNT162b2 Placebo (9574 C1)
No. of Surveillance No. of Surveillance

participants timea participants time

with event  (no. atrisk) with event  (no. at risk)

(total no.) (total no.)

1000 person-yr 1000 person-yr %
Covid-19 =7 days Without evidence of 3 (1305) 0.322 (1273) 16 (&63) 0.15% (837) 20.7 (67.7-98.3)
after second dose previous infection
Covid-19 =7 days With or without 3 (1450) 0.353 (1338) 16 (736) 0.176 (704) 20.7 (67.4-98.3)
after second dose evidence of previous
nfection

Walter EB, Talaat KR, Sabharwal C, et al. Evaluation of the BNT162b2 Covid—19 Vaccine in Children 5 to 11 Years of Age [published online ahead of print, 2021 Nov 9]. N Engl J Med
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X TICEETENTZ41,232 NDv-safeSINEDFEMERENHBESTN TS,

Hi8 1 2021.12.16 ACIP Meeting
Adverse events among children ages 5-

Demographic summary of 41,232 v-safe participants ages | 1 yews sfer covio'19 vccination
updates from v-safe and the Vaccine
5-11 years (as of Dec 12, 2021)*

Adverse Event Reporting System (VAERS)

Characteristic % of participants
Characteristic % of participants Ethnicity
S Hispanic or Latino 12.8
ex
Female 49.7 Not Hispanic/ Latino 84.1
Male 50.0 Unknown 3.1
Unknown 0.4 Race
Al/AN 0.5
Asian 6.9
= Doses of Pfizer-BioNTech vaccine Black or AA 4.5
.. NHPI 0.3
administered = 7,141,428 (as of Dec 9, 2021)
White 74.6
* Dose 1in v-safe: 41,232 Multiracial 8.1
* Dose 2 in v-safe: 23,583 Other 2.7
Unknown 2.4

* Includes participants who completed at least one survey in the first week after dose 1, data collected during November 3-December 12, 2021
Abbreviations: Al/AN = American Indian/Alaska Native; NHPI = Native Hawaiian or other Pacific Islander; AA=African American. 5
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INRB (5-11%) EXRITB 3HMBEEOIOFDI9F>OoDEZLE (v-safe) @

KEDV-safed D& 5-11mO/NEDFHEIOFTTIOFUEBRIC, ZRNDODHEFENRHECLDIBERFS<AL E
BITVHREBEERDCEEFFENTH O (91%) LmESNTWND,

Reactions and health impact events reported by children ages 5-11 years

at least once 0-7 days after Pfizer-BioNTech vaccine, by dose (as of Dec 12, 2021)

Percentage

100
90
80
70

50
40
3
2
1

S o o

HiBE 1 2021.12.16 ACIP MeetingAdverse events among
children ages 5-11 years after COVID-19 vaccination:
updates from v-safe and the Vaccine Adverse Event
Reporting System (VAERS)
M Dose 1l
I I M Dose 2
] l mm | mN S
Any injection site  Any systemic Any health Unable to Unable to attend Needed medical
reaction reaction impact perform daily school care
activities

* Questions asked separately on questionnaire, specifying “select all that apply”

Includes 41,232 participants who completed at least one survey in the first week after dose 1, data collected during November 3-December 12, 2021
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KE®DV-safekd & 5-1MBEONEOFHEIOFTDIFUEBROBEIRIEDFEAEN, BENSHEE THOEE
wESNTUVD,

Top 5 solicited reactions reported by children ages 5-11 years at least once
0-7 days Pfizer-BioNTech vaccine, by dose and severity* (as of Dec 12, 2021)

100 H88 1 2021.12.16 ACIP Meeting
90 Adverse events among children ages 5-11 years after
COVID-19 vaccination: updates from v-safe and the

80 Vaccine Adverse Event Reporting System (VAERS)

70
% 60
S
§ 50 Severe
& 40 Moderate

30 H Mild

20

) i1 in B L

0 ] = .
D1 D2 D1 D2 D1 D2 D1 D2 D1 D2
Pain Fever Fatigue Headache Myalgia

Includes 41,232 participants who completed at least one survey in the first week after dose 1, data collected during November 3-December 12, 2021
* Mild = noticeable, not problematic; moderate = limits normal daily activity; severe = daily activities difficult or impossible. Severity of fever was determined
by temperature: mild = 38.0-38.4 C; moderate = 38.5-38.9 C; severe = 40.0+ C. 8
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HiE# : 2021.11.19 ACIP Meeting
COVID-19 Vaccine Booster Dose Safety

Reactions and health impact events reported at least once in days 0-7
after Moderna vaccination, by dose

100
90
*

80 *

70
& 60
)
<
£ 50
2
& 40

*
30 *
20 X
Any injection site  Any systemic reaction  Any health impact Unable to perform Unable to work Needed medical care
reaction daily activities

M Dosel MW Dose?2 Booster

Includes 223,062 participants who completed at least one survey in the first week after each dose, data collected during Oct 20—Nov 14, 2021

* Dose 2 compared to booster: statistically significant difference (p-value <0.05) using multivariable generalized estimating equations model
that accounted for the correlation between registrants and adjusted for demographic variables.
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