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PFIZER-BIONTECH ANNOUNCE POSITIVE TOPLINE
RESULTS OF PIVOTAL COVID-19 VACCINE STUDY IN
n A L r ic review Il available data, th
ADOLESCENTS
recommendation for use of the Pfizer-BioNTech COVID-19 vaccine in
o e adolescents aged 12-15 years for the prevention of COVID-19.
‘,'3 SO T=Cr4 FOSUNPHARMA
After seconddose | Vaccinegroup | Placebo __|EESURRSURIIIINN
COVID-19 Cases 0/1131 18/1129 12-15 years of age
enrolled in the US
Vaccine Efficacy 100% +  Startenrolling
SARS-CoV2-NT GMT 1239.5 NA phase 1/2/3 study

»0f BNT162b2 in

Higher than in 16 to 25 yo (705.1) ® children aged 6
Side effects Consistent with those observed in participants 16 to months to 11 years
25 years of age

Wednesday, March 31, 2021 - 06:45am

https://www.pfizer.com/news/press-release/press-release-detail/pfizer-b h positive-topli its-pivotal
N L R Safety, Immunogenicity, and
}3 " 1 [ Efficacy of the BNT162b2 Covid-19

Vaccine in Adolescents 1szansmwlu
Jugu 12-15 9 100% piiduiuganilvog

Cokh 19 i Parscipumts =

s || Table 2 SARS-CoV-2 Serum Neutralization Assay Results | Month after Dose 2 of BNT16252 among Participants with-
out Evidence of Infoction.

i | No. of Geometric Mean 50% Neutralizing  Geometric Mean

3 " g s y Age Group Participants Ther (95% Clf 121015 Yr vs. 1610 25 Yrf
. |
i " 1] n" || i | 1215y 1 02.5) 76 (147-2.10)
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VAERS is the nation’s early warning system for vaccine safety

NATIONWIDE

VAERS

Vaccine Adverse Event
Reporting System

VAERS

VAERS accepts all reports from everyone regardiess
of the plausibility of the vaccine causing the event or
the clinical seriousness of the event

- * Data on over 12 million persons per year

key strengths key limitations
* Rapidly detects potential * Inconsistent quality and
safety problems completeness of information
* Can detect rare adverse * Reporting biases
events « Generally, cannot determine demm

cause and effect
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Types of information in VSD
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reports of /peri to VAERS after Symptoms and diagncstic findings of preiiminary
mRNA COVID-19 vauinatlon by age and dose number” myocarditis/pericarditis reports after mANA COVID-19
fas of Jun 11, 2021) vaccination under review, kmited to 529 yean old (N<434)
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to VAERS after mRNA

COVID-19 vxdn:tlon by dose number and time to symptom onset”
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VSD age-stratified analysis: Chart confirmed myocarditis/pericarditis events in
12-39-year-olds in the 7-day risk interval compared with events in vaccinated
comparators on the same calendar days

Care and of cases
to VAERS after mRNA COVID-19 vaccination in persons <29 years old
(N=484) (data thew Jun 11, 2021)

484 total preliminary reports /.olusmh.usedeﬁ.iim

* 323 have met COC werking | * 309 were hospitakized
case cefinition of myocarditss.

|_ or pericardits (cr botn) -
* 218(79%) known 1o have
* 148 are under review recovered from ymatoms
t tme of repert

9 stil hospiaiized (2 in ICL)
5 without Quicome data
* 14 were not hosptalized (seen in
emergency cept., urgent care.

- outpatient cini, not specified)

Myocarditis/pericarditis rates based on ICD-10 coded cases
in VSD in 21-day risk interval, ages 12-39 years old

(thu Jun 8, 2021)

Eventsinrisk  Adj

onset since most recent mRNA COVID-19

Vaccine (dose #) interval 95% CI
| Any mRNA (both doses) 2 X 2.9-46.5
Any mRNA (dose 1) 4 62 0.9-69.8
Any mRNA (dose 2) 18 108 3.2-49.0
Plizer-BioNTech (both doses) 7 24 0.4-249
L (dose 1) | [ | o | o204
|_Plizer-BioNTech (dose 2) 7 6.0 1.1-53.6
Moderna (both doses)' 15 6.9-ne
Moderna (dose 1) | 4 2.1-ne
Moderna (dose 2) | n 6.6-ne

Chart confirmed myocarditis/pericarditis cases in VSD by day of svmptom

e 5, 2003) Female rates Male rates
Female | per million doses  Male | per million doses
Product (dose) cases (95% C1) cases (95% C1)
Ay MANA (both doses) . 121269 » 169(11.0-24.9)
Ay mANA (dose 1) 2 19(02-7.0) . 47(13-120)
Any mANA (dose 2) . (Gusno) | =2
Phiser-ioNTech (both doses) | 3 0810.0-47) n 101 (5.5-19.0)
Plizer-BioNTach (dose 1) 1 1500-05) 1 18(0.0-100)
Pllzer BioNTech (dove 21 ° [ 0 nemown
Moderna (both doses) s T13-168) 15 D5 (154454
Moderna (dose 1) 1 2710.1-149) ) 102 (2.3-29.9)
- a zapsnn | u  wrgeswmy |,

y my ditis/pericarditis cri
- VAERS following mRNA COVID-19 vaccination

ing rates to
(data thru Jun 11, 2021)

length 1-28 days

(o m s, 20200 10
* Most likely clusters o
29 events
s 03 the 631 s
w06 0| somvacomaton
* All have a pvalue <0.000001 3 |
* Parameters for the scan 2 berstcaspuyen
compuin wedon
Inchuden dos 0-56. \ (2241 do)
5cans ot possible wndown of

Overall reporting

rate por million doses | per million doses por million doses
Asvwoups | andoses | oones | oosed | Andoses | oores | vows | Mtdones | owas | owez
o | w1 | 51 | wo | a2 | 1 na |
waw | e [ aa [ma | ae [ us 6 | W |
asaowm | 67 | 25 | t0s | 20 | o8 | uz | as |
o | a2 o [ we | ] o ||
@y | 27 | o0 | s | 20 | os | s 3 | 0 | s
waw | 27 |10 |20 | 1 [ | 8 ||
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* Myocarditis/pericarditis reports per million MANA vaccine
sex and dose number with o restrictions on post-vaccination

administered by
“servation time
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I. CDCEE ntrol and Prevention +  Of 169 million people in the U.S, 5.8 million adolescents ages 12-17.

OReops * There are 7 patients, males ages 14-19 who were otherwise healthy,
experienced symptoms of myocarditis or myopericarditis 2-4 days

after their second dose of the Pfizer-BioNTech COVID-19 vaccine.
* Chest pain is the primary all ded well to

VID-19 Vaccinatios inical Care NSAID and IVIG.
Sl Clinical Considerations: Myocarditis and
Productnfo by Us Pericarditis after Receipt of mRNA COVID-19
| — Vaccines Among Adolescents and Young
| covibeis vaccines Adults

* Since April 2021, increased cases of myocarditis and pericarditis have been reported in
the United States after mRNA COVID-19 vaccination (Pfizer-BioNTech and Moderna),
particularly in adolescents and young adults.

* In most cases, patients responded well to medications and rest and had prompt

improvement of symptoms. Reported cases have occurred predominantly in male
adolescents and young adults 16 years of age and older. Onset was typically within
several days after mRNA COVID-19 vaccination, and cases have occurred more often
after the second dose than the first dose.
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