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Burden of COVID-19 in children 5-11 years of age

= 1.9 million cases

= 8,300 hospitalizations

= 2,316 Multisystem Inflammatory Syndrome in Children (MIS-C) cases
" 94 deaths

= Burden extends beyond case counts; school interrupted, lives disrupted

ACIP slides-2021-11-2-3:03-COVID-Daley-508
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Leading Causes of Death in Children 5-11 Years of Age,
NCHS, 2019
Causes of Death Death Crude rate
(n) per 100,000
Accidents (unintentional injuries) 969 34
Malignant neoplasms 525 18
Congenital malformations, deformations
e 274 10
and chromosomal abnormalities
Assault (homicide) 207 0.7
Diseases of the heart 115 04
66 COVID-19 Chronic lower respiratory diseases 107 04
associated deaths Influenza and pneumonia 84 0.3
in children 5-11 Intentional self-harm (suicide) _ 66 0.2
10/3/20-10/2/2021 Cerebrovascular diseases 56 0.2
' , Septicemia 48 02
Total population 5-17 years, 2019: 52,715,248
. Accessed at hitp'wonder.cdc.gowucd-icd 1 0.htmi on May €, 2021

ACIP slides-2021-11-2-3/03-COVID-Jefferson-508
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Other pediatric vaccine preventable diseases:
Hospitalizations per year prior to recommended vaccines
e o Varicella? 3
epatitis A ; Influenza COVID-19
(Chickenpox)
Age 5-14 years <20 years 5—-17 years 5-11 years
Time period 2005 1988-1995 | 2003-2007 | Oct 2020-Oct 2021
Hospitalization
S <1 4-31 30-80 25
(per 100,000 population)
5/ wearw. mcaw/mnwfprzwew'mmmvassohi htm
'Mq!rPA.Sﬂﬂd.FvaAD Wharton M. \tma?mqmmemmmenmmm 1570-1954. J infect Dés. 2000;152{2):383-390. doi-:10.1085/315714
[ I —

ACIP slides-2021-11-2-3:08-COVID-Oliver-508
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Other vaccine preventable diseases:
Bl Deaths per year prior to recommended vaccines
Hepatitis Al Men(i:gococcal Varicella®? | Rubella® | Rotavirus® | COVID-19
Age <20 years 11-18 years | 5-9years | All ages <5 years | 5-11years
Time Oct 2020
period 19901995 2000—2004 1990—-1994 | 1966—1968 | 19851991 Oct 2021
Average
deaths
e 3 8 16 17 20 66

Wogt TM, Wise ME, Bell BP, Finelli L Declining hepatitiz A mortality in the United States during the era of hepatitis A vaccination. J Infect Diz2008; 197:1282-8.

“National Notifiabie Diseases Surveillance System with adcitional serogroup and outcome data from Enhanced Meni
Meyer PA, Seward JF, Jumaan AD, Wharton M. Varicela mortaiity: trends before vaccine icensure in the United States, 1570-1554. J inflect Ois. 20007182(2):383-390. coic10.1085/315714

‘Roush SW , Murphy TV; Historical ¢

d of morbicity and mortality for !

Disease Surveillance for 2013-2019.

eventable dizeaszes inthe United States. JAMA2007; 238:2155-63.

P, W n s 3 w 7 x g
Glass Rl, ﬁﬁ?ﬁ MnmaaLMﬂﬂdmmamm United States: surveillance and estimates of disease burden. J Infect Dis. Mki,i?‘ﬁl 1353-11.

ACIP slides-2021-11-2-3:08-COVID-Oliver-508
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Summary
SARS-COV-2 epidemiology in children aged 5-11 years

= Children are at least as likely to be infected with SARS-CoV-2 as adults
— Over 1.9 million reported cases; seroprevalence estimated ~“38% among 5—11 years in Sept 2021
— Infections in children less likely to be reported as cases than infections in adults
= Children 5-11 years of age are at risk of severe illness from COVID-19
— >8,300 COVID-19 related hospitalizations as of mid-October
— Cumulative hospitalization rate is similar to pre-pandemic influenza seasons

— Severity comparable among children hospitalized with influenza and COVID-19, with
approximately 1/3 of children 5—11 years requiring ICU admission

— MIS-C most frequent among children 5-11 years
— Post-COVID conditions have been reported in children

= Secondary transmission from young school-aged children occurs in household and
school settings

ACIP slides-2021-11-2-3:08-COVID-Oliver-508
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https://www.mhlw.go.jp/content/10906000/000884207 .pdf
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Pfizer-BioNTech Pediatric COVID-19 Vaccine

BNT162b2: Study Overview: 5 to <12 Years

48 2:1 4 O entiez2
PARTICIPANTS randomization | BRI
oo ® 30
T*Ti 5to <12 yrs c:':gg }
&;es : ~Additional 1500 BNT162b2 and 750 placebo recipients
Identification of most with 22 weeks post dose 2 safety data
preferred dose
level(s)
m m m Non-inferior immune responses Although not required for
have been established to infer EUA approval, COVID-19
vaccine efficacy surveillance was conducted
< permitting evaluation of
Children 16-25-year-olds 2
5to<i2years O from the pivotal vaccine efficacy
of age Phase 3 study

CC-6

AEHME 1 20216 B7TH~9A6H (F 7R HRERLVAED

ACIP slides-2021-11-2-3/02-COVID-Gurtman-508
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Local Reactions, by Maximum Severity, Within 7 Days

After Each Dose in 5 to <12 and 16-25 Year Olds

0%

0%

100% 1
80% -
60% -
40% -
20% -

M Mild ® Moderate ™ Severe M Grade 4

100% 1
80% -
60% -
40% -
20% -

Redness Swelling Pain at Injection Site
83.4%
741% -
31.3%
14.7% — 15.9%
10.5% 8.3%
— 4
ﬂq ,ﬂ 0.9% T— -T% fm— 1.1% l
10 pg Piaeebol 30pg Placebo: 10pug Ptaeebo| 30pg Placebo: 10ug Plaeebol 30pg Placebo
5-<12 16-25 5-<12 16-25 . 5<12 16-25
71.0% L
29.5%
18.5% s 57 15.3% s = 121%
GEERY - - 0.2% o 2.7% i o 0.2% 1

10 pg Ptaeebol 30pug Placebo
5<12 16-25

10 pg Placebo| 30pg  Placebo
5<12 16-25

Redness and swelling severity definition: Mild= >2-5cm, Moderate= >5-10 cm; Severe= >10 cm; Grade 4= necrosis

Pain at injection site

severty definition: Mild=no interference; Moderate=some interference; Severe=prevents daily activity; Grade 4=ER visit or hospitalization

Dose 1: 5-<12yrs N=2260; 16-25 yrs N=1064 Dose 2: 5-<12 yrs N=2242 16-25 yrs N=084

BT OE & 1316~255% (30ug) £ V) £ L& UMER
ACIP slides-2021-11-2-3/02-COVID-Gurtman-508

10 pg Pbcebo' 30pg Placebo
5-<12 16-25

CC-10
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Systemic Events, by Maximum Severity, Within 7 Days

After Dose 2 in 5 to <12 and 16-25 Year Olds

Systemic Events: = Mild M Moderate 1 Severe W Grade4
Fever: [138.0°C-38.4°C M 38.4°C-389°C 11389°C-40.0°C N>40.0°C

100% 1 Fever Fatigue Headache Chills Vomiting Diarthea ,Muscle Pain, Joint Pain
s 65.6% p——
60% -
BNT162b2 39.4% 40.0% 40.8%
o | 17.2% = 21.5%
e SN [P Iy
0% +——— — — o BN =

e s b S e e PR PP TS,
5<12 1625 5<12 1625 5<12 1625 | 5<12 1625! 5<12 1625 5<12 1625 5<12 1625 ! 5<12 1625
10pg 30pg ; 10pg  30pg | 10pg  30pg | 10pg 30pg ; 10pg  30pg ; 10pg  30pg ; 10pg  30pg ; 10pg  30pg

Placebo
24.3% 23.2% 18.6% 238%
b - 9.7%
o oo OB B M| oo s lom wen]ame s ne 3% sex an
— e B

5<12 16-25; 5<12 16-25 | 5<12 16-25 | 5<12 16-25 | 5<12 16-25; 5<12 16-25 | 5<12 16-25 ;| 5<12 16-25
10pg 30pg § 10pg 30pg ; 10pg 30pg ;| 10pg 30pg | 10pg  30pg | 10pg  30pg | 10pg  30pg | 10pg  30pg
Fatigue, headache, chills, muscle pain, joint pain severity definition: Mild=no interference; Moderate=some interference; Severe= ts daily activity. Grade 4=ER visit or hospitalzation
Vomiting severity definition: Iﬂd=mn’\t’e':l24h;uoderate=>2&msh24h;8evem=ﬂewies Nhydraim;Gtade4=ERvisit0tﬁospializaﬁo'¥l
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 CcC-1
Nnca 2+ Fe1? ure N=7747 1R.97 ure N=0RA

SRS, BA. BEA E)I216~255% (30ug) & V) HE WA
ACIP slides-2021-11-2-3/02-COVID-Gurtman-508
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Immunobridging Criteria Between 5 to <12 and 16-25 Years of Age

Were Met Both for GMR and for Seroresponse

BNT162b2 (10pg) | BNT162b2 (30ug)
5to <12 Years 16-25 years 5 to <12/ 16-25 years
Met Immuno-

Dosing/Sampling GMT GMT GMR bridging
Assay Time Point n (95% ClI) n (95% Cl) (95% ClI) (Y/N)
SARS-CoV-2 1197.6 1146.5 1.04
neutralization assay - 2/ 1 Month 264 (1106.1, 253 (1045.5, (0 93' 1.18) Y
NT50 (titer) 1296.6) 1257.2) ISR

Immuncbridging is declared if the lower bound of the 85% confidence interval of the GMR is > 0.67 and the GMR is 20.8

BNT162b2 (10pg) BNT162b2 (30ug) Difference in %
5 to <12 Years 16-25 years 5t0<12/16-25years
Met Immuno-
Dosing/Sampling n (%) n (%) % bridging
Assay Time Point N (95% ClI) N (95% Cl) (95% Cl) (Y/N)
SARS-CoV-2
i 262 (99.2) 251 (99.2) 0.0

neutralization assay - 2/ 1 Month 264 253 Y

NTS50 (titer) (97.3, 99.9) (97.2,99.9)  (-2.0,2.2)
Seroresponse defined as achieving a 24 fold rise from baseline (before Dose 1)
Immunocbridging is declared if the lower bound of the 85% confidence interval for the percentage difference is greater than -10 CC-23

PG Z1216~258% (30ug) & A%
ACIP slides-2021-11-2-3/02-COVID-Gurtman-508
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(FITT IV R E TOREEFRITIC D LT DREHNT)

High Efficacy was Observed in 5 to <12 Year Olds Descriptive Analysis

of First COVID-19 Occurrence From 7 Days After Dose 2
Subjects WITHOUT Evidence of Infection Prior to 7 Days After Dose 2

Surveillance Surveillance VE
Efficacy Endpoint n Time (n) n Time (n) (%) (95% Cl)

First COVID-19 occurrence

>7 days after Dose 2 3 0.322 (1273) 16 0.159 (637) 90.7 (67.7, 98.3)

No severe cases of COVID-19 were reported
No cases of MIS-C were reported

Total surveillance time: 1000 person-years for all subjects within each group at risk for the endpoint cc-27

KETFHIRETEW (FZ7ZLF 78 EADFERITAEE)
ACIP slides-2021-11-2-3/02-COVID-Gurtman-508
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Benefits and risks of Pfizer-BioNTech COVID-19 vaccine

for children 5-11 years of age

Benefits

Prevention of COVID-19 cases

--------------------------------------

[ Likely prevention of

1

ihospitalizations, MIS-C and deaths
.  and post-COVID conditions

N ———————

Greater confidence\in safer return
to school and socialNnteractions

OVERIC L TOD MIS-ClZ BHARTIE A7 0

7
R TFHIENRIZBRERY

27
Risks
Myocarditis or other rare
events after mRNA
vaccines?
Short-term reactogenicity
35
EE— [ —

ACIP slides-2021-11-2-3:08-COVID-Oliver-508
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I Reports of myocarditis to VAERS among children ages
5-11 years (n=10) (as of Dec 10, 2021)

" Doses administered = 7,141,428 (as of Dec 9, 2021)
= 3,233 reports to VAERS among children ages 5-11 years

* 14 reports of myocarditis
* 5 reports; follow up in progress
* 9 reports with follow up information obtained
* 8 reports met CDC working case definition for myocarditis
* 4 male, 4 female
* After dose 1 = 2 cases; after dose 2 = 6 cases

* 1 report under review

2L

DA DFAEIZI2~24F D100 DIIRE T, WINHEE

ACIP slides-2021-12-3: 05-COVID-Su-508
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Weekly /Vol. 70 / No. 51-52

December 31, 2021

COVID-19 Vaccine Safety in Children Aged 5-11 Years — United States,
November 3-December 19, 2021

Anne M. Hause, PhD'; James Baggs

, PhD!; Paige Marquez, MSPH!; Tanya R. Myers, PhD'; Julianne Gee, MPH!; John R. Su, MD, PhD;

Bicheng Zhang, MS'; Deborah Thompson, MD%; Tom T. Shimabukuro, MD!; David K. Shay, MD!

L RERAR®R, 1870 [alEiE
EEESEEEZNLIZBET —&N—2X

(FRHEREZEIRIC|E > X T L VAERS)

A, 2494 5 &

AN - REZEAXTFREZHAWVWTHET S
> 27 L (V-safe)

42 50448 &

) B2 B #1817 29,8991

TABLE 1. Adverse event reports among children aged 5-11 years
who received Pfizer-BioNTech COVID-19 vaccine, by selected
demographic characteristics and reported symptoms (N = 4,249) —
Vaccine Adverse Event Reporting System, United States, November 3-

December 19, 2021

Total, % Nonserlous, % Serlous, %*

Characteristic (N=4,249) (n=4,149) (n=100)

Sex

Female 450 451 39.0

Male 446 442 61.0

Unknown 104 10.7 0

Age range, yrs (medlan) 5-11(8) 5-11(8) 5-11(9)

Ethnicity

Hispanic or Latino 11.0 10.9 16.0

Non-Hispanic or Latino 40.0 39.7 56.0

Unknown ethnicity 489 494 28.0

Race

American Indian or 0.6 0.6 0
Alaska Native

Asian 40 40 7.0

Black 41 42 20

Native Hawaiian or 0.2 0.2 0
Other Pacific Islander

White 395 39.2 52.0

Multiracial 2.2 2.1 9.0

Other 7.1 7.1 4.0

Unknown race 423 427 26.0

Abbrevlation: VAERS = Vaccine Adverse Event Reporting System.

* VAERS reports are classified as serious if any of the following are reported:
hospitalization or prolongation of hospitalization, life-threatening illness,

permanent disability, congenital anomaly or birth defect, or death.
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VAERS (Vaccine Adverse Event Reporting System) ~J@lF 5N 7-4,249%%

TABLE 2. Most frequent symptoms, signs, diagnostic results, and
conditions by MedDRA preferred term* reported to the Vaccine
Adverse Event Reporting System among children aged 5-11 years
after receipt of Pfizer-BioNTech COVID-19 vaccine (N = 4,249) —

United States, November 3-December 19, 2021

Symptom, sign, dlagnostic result, or

condition (MedDRA PT) No.reporting % Reporting
Nonserlous reports (n =4,149)

No adverse eventt 1,157 279
Product preparation issue 925 223
Incorrect dose administered 675 163
Underdose 324 78
Vomiting 316 76
Fever 291 7.0
Headache 255 6.2
Syncope 255 6.2
Dizziness 244 5.9
Fatigue 201 48
Nausea 192 46
Urticaria 186 45
Rash 166 40
Pallor 151 36
Product storage error 146 35

|
4,14958(97.6%) ILFZA B H D TlE I h - 72

Serlous reportsS (n = 100)
Fever

Vomiting

Troponin increased

Chest pain
Echocardiogram normal
Blood test

C-reactive protein increased
SARS-CoV-2 test negative
Appendicitis
Electrocardiogram normal
Headache

Rash

Seizure

Intensive care

Full blood count normal

29
21
15
12
12
11
1
1
10
10
10
10
10

290
210
15.0
120
120
11.0
11.0
11.0
100
100
10.0
100
100

9.0

8.0

1004 (2.4%) 1387 & S, WERIE

2291, Mert21ffa &
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N7-42 50444
(2 BEEfER 1
29,89914)

TABLE 3. Reactions reported for children aged 5-11 years (N=42,504) 31

who completed at least one v-safe health check-in survey on days 0-7

after receiving Pfizer-BioNTech COVID-19 vaccine — United States,

November 3-December 19, 2021

% of v-safe enrollees reporting

reactlon or health Impact*

R S HY57.5%

5 H40.9%

FELBEEEFICKE
HELI-OHT.4%
BERTELED>T-DON
10.9%

EREHEE LIDOD
1.1%

Event Dose 1(N=42,504) Dose 2(n=29,899)
Any Injection site reaction 548 575
Itching 38 3.7
Pain 52.7 55.8
Redness 3.7 44
Swelling 39 49
Any systemic reaction 34.7 409
Abdominal pain 5.1 6.4
Myalgia 7.1 10.2
Chills 39 6.8
Diarrhea 26 22
Fatigue 20.1 259
Fever 79 134
Headache 139 198
Joint pain 2.1 29
Nausea 5.0 6.9
Rash 1.2 1.0
Vomiting 23 27
Any health Impact 109 15.1
Unable to perform normal 5.1 74
daily activities

Unable to attend school 79 109
Needed medical care 1.2 1.1
Telehealth 03 0.2
Clinic 0.6 0.6
Emergency visit 0.1 0.1
Hospitalization 0.02 0.02

AB5'0.02%

* Percentage of enrollees who reported a reaction or health impact at least once

during days 0-7 post-vaccination.
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