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Walter EB et al! (NEJM, 2021)
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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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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

Hi88 1 2022.1.5 ACIP Meeting
Safety monitoring of COVID-19 vaccine
among children and young adults in v-safe
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Any injection site  Any systemic reaction  Any health impact Unable to perform Unable to attend Needed medical care
reaction daily activities school

W 5-11 years| M 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




2. AHOwR: [1] MR (5-11%) OMEBEIOFDIFODOERBICONT EOEBENFERRTHIEE - DOF>HBR
(1) MR (5-11#%) OFRIOFIIFICHIZINENARS AR08 JEER

NMNRB (5-11%) I ITAMBEBIOIOFIDOIVIF>ODOEZLT™ (VAERS)
KEDVAERSOEERICKD E. S-1TROBHICHITIAFEIAFTFIDIOFEBERBOLHROBEXR(L. 12-157%

ROM6-1TRDBHECHITIHRERLIDEVNERESTNTLS,

H B8 : 2022.1.5 ACIP Meeting
COVID-19 vaccine safety updates:

. . 11 sk Primary series in children and
Reporting rates of myocarditis (per 1 million doses administered) after dolossents ages 511 and 12.15

Pfizer-BioNTech COVID-19 vaccination, 7-day risk interval*® years, and booster doses in
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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NT50 = 50% neutralizing titers
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Mild B Moderate

Redness

16.6%
mm 4.6%

5.1%

12.6% 15.0%
o 80% "oy

Swelling
g 10.6% 11.4%
BA% 31% " 27 2,006 "y 28%

Severe B Grade 4
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Pain at Injection Site
76.3% 77.4%

30.3%

64.9%

32.3%

32.0%

10pg Pbo |10ug Pbo |10ug Pbo
5-6 7-8 9-11

20.0% 19.3% 17.3%
B 52% gm 55% BB 55%

10pg Pbo |10ug Pbo |10ug Pbo

5-6 7-8 9-11
2.6%
14.1% 14.0% 16.7%
e 31% pggm 25% BN

10ug PbollOug PbollOug Pbo

5-6 7-8 9-11
71.9% 74.5%
63.2%
m B B
[0)
28.9% 32/0 26.5%
| ] —

10ug PbollOug PbollOpg Pbo
5-6 7-8 9-11

10ug Pbo |10pg Pbo |10ug Pbo
5-6 7-8 9-11

Redness and swelling severity definition: Mild= 20.5-2cm, Moderate= >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

10pg Pbo llOpg Pbo llOug Pbo
5-6 7-8 9-11
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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



FEIMBAERFERSTIEE - DOF RS
(BF4EFE1H26R) RHEERN

2%) MR (5-11%) XIS 3HMEIOFIIFOOEZYE (28RIEQ)

FIITTIL—T (5-6m%. 7-8i%. 9-11i%) [CHITIHEIOFTDIF> 2EEEBERORNREESER (£25RIG)
(F. &FJIL—TTHIRBEZELZ >z,

Systemic events: [ Mild M Moderate Severe M Grade 4 | 77 A —HHRhEN |
Fever: 38.0°C-384°C m 38.4°C-38.9°C 38.9°C-40.0°C @ >40.0°C
Muscle

Joint

100% - Fever Fatigue iHeadache: Chills 1 Vomiting ' Diarrhea

1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 I . I -
! ! ! ! ! + Pain ! Pain
1 1 1 1 1 1 1
0
80% : : : : : : :
1 1 1 1 1 1 1
60% - - - | | | | |
1 1 1 1 1 1
BNT162b2 0 BS. 99637. 4%42 5% 704! 1 | N .
40% 1 26.0% | | | | |
20% 1 . 5% : 0 11.6% : ! ., 14.8%
0 8ﬁ/0 6.0% 57%: - :6.8% 91/0 |27%19%14%|43%51%58%I8£A3 QiAJ s :2_4%330/ 7.8%
— — — R

56 7-8 9-11:56 7-8 9-11,5-6 7-8 911 5-6 7-8 911 5-6 7-8 911 5-6 7-8 911:5-6 7-8 9-11:5-6 7-8 9-11

100% -
80% -
60% -

Placebo 40% -

1
1
1
19
1
1
1

0% L L L] L L : L l L L L] — —
1
1
1
1
1
1
1
1
1
1
1
1
1

1
9.8%!

% - llO 8% 1 1
20% 2.1% 0.5% 1_1% . . 0. -I520/0 5.0% 35%'10% 1.0% 06%'46% 4.0% 52%'52%55% '_:3.1% 3.5% 4.0%

O% L] L] |‘ L] L] L] _I_ '='_'_'

5-6 7-8 9-11. 5-6 7-8 9-11! 5—6 7-8 9-11- 56 7-8 9-11- 5—6 7-8 9-11- 5—6 7-8 9-11- 5—6 7-8 9-11! 56 7-8 9-11

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



