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BNT162b2 Drug Substance

Drug Substance BioNTech, Mainz incl. hler, Lauphei

Engineering Runs E

PPQ No. 1 Execution 1

PPQ No. 1 Release Data

PPQ No. 1 Stability Study 1w[2w m [2m] [3m] [6m]

PPQ No. 1 Characterization Data

PPQ No. 2 Execution 2

PPQ No. 2 Release Data

PPQ No. 2 Stability Study iw|[2w i [2m] [3m] [6M]

PPQ No. 2 Characterization Data

PPQ No. 3 Execution 3

PPQ No. 3 Release Data

PPQ No. 3 Stability Study iw| 2w im
PPQ No. 3 Characterization Data

Drug Substance Pfizer, Andover

GMP1 Release data G
GMP1 Stability Study M 3M

GMP2 Release data G

GMP2 Stability Study m [3M] [6M]

PPQ No. 1 Execution 1

PPQ No. 1 Release Data

PPQ No. 1 Stability Study m [2m] [6m]

PPQ No. 1 Characterization Data

PPQ No. 2 Execution 2

PPQ No. 2 Release Data

PPQ No. 2 Stability Study M [2m] [6M]

PPQ No. 2 Characterization Data

PPQ No. 3 Execution 3

PPQ No. 3 Release Data

PPQ No. 3 Stability Study iwlaw| [im 2M [3m] [6M]

PPQ No. 3 Characterization Data

PPQ No. 4 Execution 4

PPQ No. 4 Release Data

PPQ No. 4 Stability Study wew| [im [2m] [3M] [6m]

PPQ No. 4 Characterization Data

PPQ No. 5 Execution 5

PPQ No. 5 Release Data

PPQ No. 5 Stability Study 1w|2w im
PPQ No. 5 Characterization Data

Comparability DS BioNTech Mainz and Pfizer Andover _ [

BNT162b2 Drug Product

Manufacturing at Pfizer, Puurs

Engineering Runs E E E | I I I

GMP1 Execution G

GMP1 Release data

GMP2 Execution G

GMP2 Release data

GMP3 Execution G

GMP3 Release data

Process Validation - Phase | (Network PPQ.)1

PPQ 1 - Puurs/Puurs (FC2)’

PPQ 2 - PLY/ Puurs (WSL5)’

PPQ3 - DER/Puurs (WSL5)°

PPQ4 - KZOO/KZOO (L8)°

u|s|lwN|e

PPQS5 - KZOO/KZ0O (L18)*

PPQs (1-5) Release data

PPQs (1-5) Extended charaterization and comparability”

PPQs (1-5) Stability Studies

Process Validation - Phase Il (Puurs site)s’6

PPQ 1-BNT-R/FC2 /139

PPQ2 - ACMF / FC2 / 139L

PPQ3 - BNT-R/ FC2 / 139L

PPQ4 - ACMF /VC2 /139L

PPQ5 - ACMF /VC2 / 278L

PPQ6 - ACMF / FC2 / 278L

PPQ7 - ACMF /VC2 / 278L

* Bulk DP manufacturer / F&F manufactured (Fill line) E Engineering batch Activities executed 1 PPQNo.1 1w Result from sample after 1 week storage 1M Result from sample after 1 month storage
2 Only fill line FC2 will be used in this Phase I and VC2 fill line will G GMP batch Activities scheduled 2 PPQNo.2 2w Result from sample after 2 week storage 3M Result from sample after 3 month storage
be used in the Phase Il PPQ PLY Polymun Submission dates for roll 1 & 2 3 PPQNo.3 6M Result from sample after 6 month storage
®potential post-approval sites shown now as supportive data DER Dermapharm 4 PPQNo.4
4Comparability between Network PPQs, CTM, EUA and GMP KzOO Kalamazoo 5 PPQNo.5
DS manufacturer / F&F Fill line / Batch size BNT-R BioNTech, Mainz incl. Rentschler, Laupheim 6 PPQNo.6
© Timelines shown are tentative, following the best case scenario ACMF Pfizer, Andover 7 PPQNo.7

7 First batch from the Phase | Netwrok PPQ (PPQ1)



