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TR L T E 3 1 "Immunogenicity of the IVT mRNA-encoded proteins. For recombinant proteins it

is well established that unintended immunogenicity may result in adverse events such as anaphylaxis,
cytokine release syndrome and infusion reactions. (...) It is also conceivable that the expression of a
foreign protein together with the pro-inflammatory effects mediated by the mRNA backbone may result
in immunopathology on the tissue level. (...) If (...) organs such as the liver, kidney, lungs or
myocardium are targeted, this risk needs to be addressed.”

FOC: [IVT (4 v € b u¥8E) mRNA T2 — FE ks 52 DGR, iz &2 v 280
B, BRILEVWREBRERT F 74 7% — 4 P 24 VIRIERRE. EARICE EOFESE
KEFIFRTAMREESDZ R I MOoATwE T, () FFHC X v X7 HDFEI & mRNA #
KXo THbINERIEFAFHAICL Y., ML~V CREREMELZ 5 2R 3 rRetkE» 5 5
EvFExobNET, (..) K. B, M. Ok CoBBREZERNICT 2568, COY X7 ITHLT
BENH Y ¥£9, | Sahin, Kariko, et al., Nature Reviews Drug Discovery volume 13, pages 759780
(2014)

(BRI 774 = —,)

. 20775 vidERHE QR FTH s

JRNIC BT 2 KRB OR TIIHII TRt L InTnE !

7 7 4 ¥ —EERERER G8E) 52 T H :2024 4£ 2 H 8 H (https:/clinicaltrials.gov/ct2/show/NCT04368728)
7OV EEREER GBER) 5E T H 12022 4£ 10 H 27 H (https://clinicaltrials.gov/ct2/show/NCT04470427)
Mt e HOFEE NG & L MREEREE 1/2/3 #] 12, 774 ¥ —tLog&, Tidox2 Y
—Vyaybfméhfmélo;Xﬂ—F#2%1$3HZ4E‘%E%TH#2M6$5HSE
Lo TWnET,

GREEREE 1 MIE. EARM I o2t % FIRICE & | $ERoEyBIRE (BIN, . .
PRt &t EEER. @) KowTiE§2 2 2 ERHNE LZBRTT, 8 2 Hid,
HRRIRE S 70 DB E 2 R ic, Btk - etk - EYEhies S omat 27 siRcd, 5 3 M
X, Bt oBGRECReEoRE E FRERNE LC, XY REABECTbhE 3, M. BBREfT
SFIE, M~ DOSIMEFE I LT, RERICKS, EI N8O HIPHEICOWTEHHT 5
BERHVET AvI7xr—LF-avevb), £/, ZOHRBEREICOVTDAY v P LT X
Uy b, tOFET 2HRBEELREZHLCHHAL, PHIW REORGICEAL TE TOAEN X
TN Y $HA. 2L T, TORBEBEEZSMEARADS L 2FER, HHERIC X > TOREHE~D




SMBRIBT S NRIE Y A, . WOTHSNEFEIZHBICER? BT &, B S O
BRicxt LT, SROMPBCHIFNHE R EOARIR 25 2 e —Ulawv 2 & 2RAL 2T X%
b7 Y THA,

CHUE, EREE 150 45 210 [EROHWFIL, ER2RIEST 210720 @Y 53l %217
W ERERT2EOHMER L L HIZORTNEELRV] LEDLNTWS Z LICHY LT,

Sponsor:
BioNTech SE

Collaborator:
Pfizer

Information provided by (Responsible Party):
BioNTech SE

Study Details Tabular View No Results Posted Disclaimer 1 How to Read a Study Record

Study Description Goto [v]

Brief Summary:

This is a Phase 1/2/3 study in healthy children and young adults.

upon safety and/or i icity data generated during the course of this study, and the resulting assessment of benefit-risk, the safety, tolerability, and immunogenicity of BNT162b2 in participants <6 months of age may subsequently be evaluated.
Condition or disease & Intervention/treatment & Phase @
‘SARS-CoV-2 Infection, COVID-19 Biological: Biological/Vaccine: BNT162b2 10mcg Phase 2
Biological: BNT162b2 20mcg Phase 3

Biological: BNT162b2 30meg
Other: Placebo

Siological: Biological/Vaccine: BNT162b2 3meg

» Show detailed description
Study Design Goto [v]

Study Type @: Interventional (Clinical Trial)
Estimated Enrollment @: 11422 participants
Allocation:  Non-Randomized
Intervention Model: ~ Parallel Assignment
Masking: None (Open Label)
Primary Purpose:  Prevention
Official Title: PHASE 1, OPEN-LABEL DOSE-FINDING STUDY TO EVALUATE SAFETY, TOLERABILITY, AND IMMUNOGENICITY AND PHASE 2/3 PLACEBO-CONTROLLED, OBSERVER-BLINDED SAFETY, TOLERABILITY, AND IMMUNOGENI!
202 DNA VACCINE CANDIDATE AGAINST COVID-19 IN HEALTHY CHILDREN AND YOUNG ADULTS
Actual Study Start Date @: March 24, 2021

Estimated Primary Completion Date @: May 5,2026
Estimated Study Completion Date @: May 5,2026

https://clinicaltrials.gov/ct2/show/NCT04816643
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BNT162b2 Placebo
(N=21,926) (N*=21,921)
Adverse Event n® (%) n® (%)
Any event 6617 (30.2) 3048 (13.9)
Related® 5241 (23.9) 1311 (6.0)
Severe 262 (1.2) 150 (0.7)
Life-threatening 21(0.1) 26 (0.1)
Anv serious adverse event 127 (0.6) 116(0.5)
Relateds¢ 3(0.0) 0
Severe 71 (0.3) 66 (0.3)
Life-threatening 21(0.1) 26 (0.1)
Any adverse event leading to withdrawal 32(0.1) 36(0.2)
Related® 13 (0.1) 11 (0.1)
Severe 10 (0.0) 10 (0.0)
Life-threatening 3(0.0) 7 (0.0)
Death 3(0.0) 5(0.0)

Table S3 | Particinants Renorting at Least 1 Adverse Event from Dose 1 to 1 Month After Dose 2
During the Blinded Follow-up Period. The population included all >16-year-old participants who
received >1 dose of vaccine irrespective of follow-up time. a. N=number of participants in the specified
group. This value is the denominator for the percentage calculations. b. n=Number of participants
reporting >1 occurrence of the specified event category. For ‘any event’, n=number of participants
reporting >1 occurrence of any event. c. Assessed by the investigator as related to investigational product.
d. Shoulder injury related to vaccine administration, right axillary lymphadenopathy, and paroxysmal
ventricular arrthythmia (as previously reported). Adverse events for 12—15-year-old participants were
reported previously.!!

(Thomas, S.J. et al., New England Journal of Medicine, 2021 Nov 4;385(19):1761-1773.: Safety and Efficacy of the BNT162b2
mRNA Covid-19 Vaccine through 6 Month, Supplementary Appendix 2> ©)
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