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JG(E. 12~15R K D BHEE (FD RN ERE=NTN D,

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

HiEE 1 2022.1.5 ACIP Meeting
100 Safety monitoring of COVID-19 vaccine
90 among children and young adults in v-safe
80
70
& 60
3
T 50
o
S 40
30
20 I |
10
0 [ | R BT
D1 D2 D1 D2 D1 D2 D1 D2 D1 D2 D1 D2
Any injection site  Any systemic reaction  Any health impact Unable to perform Unable to attend Needed medical care
reaction daily activities school

| W5-11 yeard M 12-15years

* The dosage for children ages 5-11 years (10 pg) 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 53
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B 1 2022.1.5 ACIP Meeting
COVID-19 vaccine safety updates:

L =i e gL L& Primary series in children and
Reporting rates of myocarditis (per 1 million doses administered) after sdolestents ages 5,11 and 1215

Pfizer-BioNTech COVID-19 vaccination, 7-day risk interval* years, and booster doses in
adolescentsages 16.24 years

Males Females
Age group Dose 1 Dose 2 Dose 1 Dose 2
5-11 years 0.0 4.3 Not calculated” 2.0
12-15 years 4.8 45.7 1.0 3.8
16-17 years
(included for reference) et i 00 ks

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

= Reporting rates exceed background incidence (peach shaded cells)

* 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-BioNTach COVID-1% vaccine during a 7-day risk interval after vaccination (as of Dec 19, 2021); reports verified to mest case

definition by healthcare provider interview and/or medical record review.

" Too few 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 1215 years vaccinated May 12-Dec 18, 2021,

§ An estimated 1-10 cases of myocarditis per 100,000 person 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 persan 7-day risk period. 54
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Hause AM et al! (Pediatrics, 2022) VSDOfRT{EER

TABLE 9 Events Among Children Ages 5to 11 ¥ in a 21-d Risk Interval After BNT-16202 Vaccination Compared to Events on the Same Calendar Day
ﬁﬁhﬁ% *. (;EBL \t (3:2021 £E1 Oﬁ 29 E (g\ /J\ (5 1 1 Among Children Ages 5to 11 y in a 22-42-d Interval After Their Most Recent Vaccination, Yaccine Safety Datalink, Oct 31, 2021 to Feb 26, 2022
FTE) (Ls(jg_5¥ﬁﬂu :I Dj_'jaa:/@i}y}fib\ﬁﬁb!ﬁén\ 20223E Events in Risk Events in Comparison  Adjusted Rete Rabio
2827 BB A THI1,6005ED T 7 Y — RO I F > ine ke ek i

Oulcome Millien Person-Years) Million Person Interval) —-sided P o< 0061

ntb\ﬁo . ) o 2-gided  l-sided
ﬂé (: (j:\ ﬁéE\'l'QE:E:g |J \/0‘0)7::&)0)5;_@/\‘_1& th\ Acute disseminated encephalomyelitis 0 {0y 0 M/& N/A N/& Mo

Acute myocardial infarclion 0 {0 0 {0} N/A NiA NA Mo

b {@@%2%%%?&;&%@%7)‘%&%? E 5*&%?517_ l\ j 7r Appendicitis 40 {995.2) 21 (10dd 5 (94 {(L51-1.76) ?Il-;-d _!%Iﬁ!J N|J:
~ “ ~ — Bell's palsy 3748 | {45 R) 285 (L27-H7.0 464 3T L[
//\ ZO) /ZT-L\O) |_V SafeJ Cerebral venous sinus thrombosis 0 10 0 1 N/A NfA N/A Mo

° I:{;ﬁ,vtE%%—\’D'jOa:/%u 21:5&}[_;%% @ﬁ&%t/Zj—_.L\t“@ Dizseminated intravascular coagulation 0 A 0] NiA NiA NiA Mo

Erccephalitis, myelitis, or encephalomyelitis 0 {0y 1] NfA NfA NfA No

% [VAERS (Vaccine Adverse Event Reporting System) | Gulair-Barré syndrome 00 0 WA wA A No
. L\J\ﬁjjjA,'j’d:t %E‘]‘](:} Ebj— %%(LDL\—C EFH) bT%EE Immune thrambocdopenia IlI ,:l :I| ;Ilv 085 (002-27.0)  0.795 840 No

{95% Confidence n Signal

Kawasak disease Ni& Ni& WA N
IJILJ\ E}J:E g IJ /0 = L 5 > !: t@% rVSD (VaCC|ne Myocarditis or [_w.ru:a,r'l'_-nu:E ., fiJ:’Jb.l | :4i_lh"| {5 :‘J.I!‘:'-—Ib.H'I h.”b _uf.lj Na
Pulmonary embolism i (i} N/A NfA N/A No
Safety Datallnk)J Setzure 15 (323.5) 8 [308.0) (.93 (0.35-2.58) 874 559 Ne
7 Stroke norrhagic 010y 0 1m N/A Nf& N/A No
\ .—l—./\, ng_ % Lroke, hemorrhagic
j:) @5° Lnb@: g/\ (L‘J: D |§EO)’ "‘-“(LDL\ Stroke, ischemic 1 (249 0 1m Mol calculable 426 0026 o
tﬁ*ﬁo Thrombosis with thrombocylopenig syndrome 0 {0 | {408 0 {0-2.15) ard §50 No
Thrombotic thrembecylopenic purpura D] 0 m N/& NfA NiA No
Transverse myelitis 0 (0 (1} N/& N/ N/A No
Venous thromboembolism® {00 0 {h NiA NfA NIA i)
y — Table includes all identified cases and analyses were not imited to chartconfirmed cases There were 40 192 personyears of follow-up in the righk irterval and 200981 person-years in
= Nl
ﬁ;: k/ \?nwﬁﬁm (ij[ \t :5 /J \ (5 1 1 F]’E) (;EF_) ‘/T%ﬁ the comparison interval Overall estimate from Poisson regression models stratified by site, age (0 years, sex, race and ethnicty, and calendar date: Onesided P < 0061 required for a
PN PN —~ N - signal alert. This threshold keeps the probabilty of a false-positwe signal (e, a signal due to chance aloned below (U05 for a 1y period of weekly surveillance. N, not applicable
:T:J:O)ﬁn_;\(j:% bnfd\b\j 7:. t L/t k/ \5 o * Incident outcome definition was first evert recorded

VSD (LDL \_CX 1 (JE’JEEO) ta—s D t“@ D . k/ \g-‘-‘no)$%:5tt$§z ? Incident outcome definition was first event in 60 d.
MSRHB (TN URXTHIRB(CHEIT B YR DD LR ZZREHIE
ANy Futt

¥1 VSDOT—HEACHNTIE, DOF4EER1-218%8% U XM, 22-2B%Z BRI E Uz, ROV EIREAVWTENTNDIERORIER (rate) HLLREN. K. Fi. BB
(calendar day) . HEFEEMIRUER (race and ethnicity) DFEEEZNTZ,

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):2022057313
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