















































































































































































































































































































































090177e198392438\Approved\Approved On: 05-Oct-2021 01:41 (GMT)

BNT162b2
2.5 Clinical Overview

14

15

16

18

20

21

22

23

Coronavirus Disease 2019 (COVID-19)-Associated Hospitalization Surveillance
Network (COVID-NET). Available at: https://www.cdc.gov/coronavirus/2019-
ncov/covid-data/covid-net/purpose-methods.html. Accessed 21 September 2021.

Centers for Disease Control and Prevention (CDC). Health Department-Reported Cases
of Multisystem Inflammatory Syndrome in Children (MIS-C) in the United States.
Available at: https://www.cdc.gov/mis/cases/index.html. Accessed 14 September 2021.

Friedman J, York H, Mokdad AH, Gakidou E. U.S. children “learning online” during
COVID-19 without the internet or a computer: visualizing the gradient by race/ethnicity
and parental educational attainment. Socius. 17 February 2021. Available at:
https://doi.org/10.1177/2378023121992607.

Kesler C, Bash S. A growing educational divide in the COVID-19 economy is especially
pronounced among parents. Socius. 21 January 2021. Available at:
https://doi.org/10.1177/2378023120979804.

Word Health Organization (WHO). Child and Adolescent Health. COVID-19 and
Children. Available at: https://www.euro.who.int/en/health-topics/Life-stages/child-and-
adolescent-health/covid-19-and-children. Accessed 03 October 2021.

Centers for Disease Control and Prevention (CDC). Symptoms of COVID-19. 21 Feb
2021. Available at: https://www.cdc.gov/coronavirus/2019-ncov/symptoms-
testing/symptoms.html.

Centers for Disease Control and Prevention (CDC) COVID-19 Response Team.
Coronavirus disease 2019 in children — United States, February 12—April 2, 2020.
MMWR Morb Mortal Wkly Rep. 2020;69(14):422-6.

Fleming S, Thompson M, Stevens R, et al. Normal ranges of heart rate and respiratory
rate in children from birth to 18 years of age: a systematic review of observational
studies. Lancet. 2011;377(9770):1011-8.

Goldstein B, Giroir B, Randolph A; International Consensus Conference on Pediatric
Sepsis. International pediatric sepsis consensus conference: definitions for sepsis and
organ dysfunction in pediatrics. Pediatr Crit Care Med. 2005;6(1):2-8. DOI:
10.1097/01.PCC.0000149131.72248.E6.

Centers for Disease Control and Prevention (CDC). Information for Healthcare
Providers about Multisystem Inflammatory Syndrome in Children (MIS-C). Available
at: https://www.cdc.gov/mis-c/hcp/. Accessed 09 December 2020.

Centers for Disease Control and Prevention (CDC). Coronavirus Disease (COVID-19).
Available at: https://www.cdc.gov/coronavirus/2019-ncov/need-extra-
precautions/people-with-medical-conditions.html. Accessed 09 December 2020.

CONFIDENTIAL
Page 113



090177e198392438\Approved\Approved On: 05-Oct-2021 01:41 (GMT)

BNT162b2
2.5 Clinical Overview

24

25

26

Food and Drug Administration (FDA). Toxicity Grading Scale for Healthy Adult and
Adolescent Volunteers Enrolled in Preventive Vaccine Clinical Trial. Guidance for
Industry. September 2007. Available at: https://www.fda.gov/media/73679/download.

Hospitalization Rates and Characteristics of Children Aged <18 Years Hospitalized with
Laboratory-Confirmed COVID-19 — COVID-NET, 14 States, March 1-July 25, 2020.
Available at: https://stacks.cdc.gov/view/cdc/92567.

Centers for Disease Control and Prevention (CDC). What to Do if You Had an Allergic
Reaction After Getting a COVID-19 Vaccine. Available at:
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/allergic-reaction.html.
Accessed 18 September 2021.

CONFIDENTIAL
Page 114



090177e198392438\Approved\Approved On: 05-Oct-2021 01:41 (GMT)

Document Approval Record

Document Name: COVID-18 Vaccine 2.5 Clinical Overview - Pediatric (5 to<12 Years) M

AA Extension (Oct 2021)

Document Title: COVID-19 Vaccine 2.5 Clinical Overview - Pediatric (5 to<12 Years) M
AA Extension (Oct 2021)

Signed By: Date{(GMT) Signing Capacity

EFEREE 05-Oct-2021 01:41:34 Final Approval



i

e e

i+

Ra = wall &1

e s o g e Ui ol

o

v

DR0Y L S AT sas iR Aeq O 0900084 U494 (G





