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Walter EB et al! (NEJM, 2021)
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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 GMT (95% CI)j
5 11yr 10pug 264 1197.6 (1106.1-1296.6)
16-25 yr I0ug 253 1146.5 (1045.5-1257.2)

Geometric Mean Ratio,
5-to-11-yr-olds vs. 16-to-25-yr-olds

(95% CI)i:

1.04 (0.93-1.18)

2O BiEE#7 B U BFOFAE 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
infection

Walter EB,TalaatKR, Sabharwal C, et al. Evaluation of the BNT162b2 Ce%®lVaccine in Children 5 to 11 Years of Age [published online aheagbafit, 2021 Nov 9]N EnglJ Med
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v-safe -11
12 15

Reactions and health impact events reported at least once in days 0-7 after Pfizer-
BioNTech vaccination for children and adolescents ages 5-11 and 12-15 years,* by dose

100
90
80
70
60
5

o

Percentage

4

[ew]

3

[ew]

2

(=)

1

(=]

Il || II I| i II - -l . Is
D1 D2 D1 D2 D1 D2 D1 D2 D1 D2

2022.1.5 ACIP Meeting
Safety monitoring of COVID-19 vaccine
among children and young adults in v-safe

D1 D2

Any injection site  Any systemic reaction  Any health impact Unable to perform Unable to attend Needed medical care

reaction

W 5-11 years

daily activities school

I 12-15 years

* The dosage for children ages 5-11 years (10 ug) is smaller than that recommended for persons ages 212 years (30 pg).
Includes 77,747 participants who completed at least one survey in the first week after dose 2, data as of December 19, 2021
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2022.1.5 ACIP Meeting
COVID-19 vaccine safety updates:

. o IR thi Primary series in children and
Reporting rates of myocarditis (per 1 million doses administered) after adoleseents agess. 11 and 12.15

Pfizer-BioNTech COVID-19 vaccination, 7-day risk interval*® years, andbooster dosesin
adolescents ages 16.24 years

Males Females
Age group Dose 1 Dose 2 Dose 1 Dose 2
5-11years 0.0 4.3 Not calculated” 2.0
12-15 years 4.8 45.7 1.0 3.8
e o erencey | OL | 702 0.0 -

= 37,810,998 total doses 1 and 2 of vaccine administered*

= Reporting rates exceed background incidence (peach shaded cells) 8

* Males: after dose 1 (ages 12—15 and 16—17 years) and after dose 2 (ages 5—11, 12—-15, and 16—17 years)
* Females: after dose 2 (ages 12—15 and 16-17 years)
* Reporting rates among males substantially lower among ages 5—11 vs. 12—-15 and 16-17 years

* Reports of myocarditis after doses 1 and 2 of Pfizer-BioNTech COVID-19 vaccine during a 7-day risk interval after vaccination (as of Dec 19, 2021); reports verified to meet case
definition by healthcare provider interview and/or medical record review.

T Too faw reports of females ages 5-11 years to calculate a stable rate.

* Children ages 5-11 years vaccinated Nov 3-Dec 19, 2021, children and adolescents ages 12-15 years vaccinated May 12-Dec 19, 2021,

% An estimated 1-10 cases of myocarditis per 100,000 parson years occurs among people in the United States, regardless of vaccination status; adjusted for the 7-day risk period, this
estimated background is 0.2 to 1.9 per 1 million person 7-day risk period.
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Redness and swelling severity definition: Mi | d =-2c@OModerate= >2-7cm, Severe=>7cm, Grade 4= necrosis
Pain at injection site severity definition: Mild=no interference; Moderate=some interference; Severe=prevents daily activity; Grade 4=ER visit or hospitalization
Dose 1: 5-6 N=562; 7-8 N=636; 9-11 N=1062 Dose 2: 5-6 N=564; 7-8 N=629; 9-11 N=1049
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Fatigue, headache, chills, muscle pain, joint pain severity definition: Mild=no interference; Moderate=some interference; Severe=prevents daily activity; Grade 4=ER visit or hospitalization
Vomiting severity definition: Mild=1-2 time in 24h; Moderate=>2times in 24h; Severe=Requires IV hydration; Grade 4=ER visit or hospitalization

Diarrhea severity definition: Mild=2-3 times in 24h; Moderate=4-5 times in 24h; Severe=6 or more times in 24h; Grade 4=ER visit or hospitalization

Dose 1: 5-6 N=562; 7-8 N=636; 9-11 N=1062 Dose 2: 5-6 N=564; 7-8 N=629; 9-11 N=1049
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Fatigue, headache, chills, muscle pain, joint pain severity definition: Mild=no interference; Moderate=some interference; Severe=prevents daily activity; Grade 4=ER visit or hospitalization
Vomiting severity definition: Mild=1-2 time in 24h; Moderate=>2times in 24h; Severe=Requires IV hydration; Grade 4=ER visit or hospitalization

Diarrhea severity definition: Mild=2-3 times in 24h; Moderate=4-5 times in 24h; Severe=6 or more times in 24h; Grade 4=ER visit or hospitalization

Dose 1: 5-6 N=562; 7-8 N=636; 9-11 N=1062 Dose 2: 5-6 N=564; 7-8 N=629; 9-11 N=1049



