COVID-19 Vaccine (BNT162, PF-07302048)
BB-IND 19736

Response to 20-Nov-2020 FDA Query

Table 13. Lot Genealogy and Vials Rejected During Visual Inspection for Particles

DP Lot Fill Drug Product (DP) Date of Manufacturin Drug Substance Inspectio
Number Volume LNP Site Fill/Finish Manufacture Scale (vials) g Site of method
(DP Name) (mL) (Process) Site Manufacture
Pfizer Puurs BioNTech; 100% automa
EJ0724 0.45 Dermapharm (WSL5) 29 Sep 2020 39,195 Rentschler inspection at
Pfizer Pfizer 100% automa
EH9899 0.45 Kalamazoo 7 Oct 2020 179,400 Pfizer Andover inspection
Kalamazoo .
(Line 8)
Pfizer Puurs 12 Oct 2020 BioNTech; 100% automsa
EJ1688 0.45 Dermapharm (WSL5) 150.345 Rentschler inspection at
Pfizer Puurs 16 Oct 2020 BioNTech; 100% automs
EK4176 0.45 Polymun (WSL5) 131.625 Rentschler inspection at
Pfizer Puurs 12 Oct 2020 BioNTech; 100% automa
EK4175 0.45 Dermapharm (WSL5) 145.275 Rentschler inspection at
Pfizer Puurs 16 Oct 2020 BioNTech 100% automa
EJ1691 0.45 Dermapharm (WSL5) 133.575 Rentschler inspection at
Pfizer Puurs 19 Oct 2020 BioNTech 100% automa
EK2808 0.45 Puurs (VC2) 48,945 inspection at
Rentschler
Innoscan
Pfizer Pfizer 22 Oct 2020 100% automa
EK5730 0.45 Kalamazoo 191,295 Pfizer Andover inspection
Kalamazoo .
(Line 8)
Pfizer Puurs 29 Oct 2020 BioNTech; 100% automsa
ELO0140 0.45 Dermapharm (WSL5) 155.610 Rentschler inspection at
Pfizer Puurs 29 Oct 2020 BioNTech; 100% automa
EL0142 0.45 Dermapharm (WSL5) 138.060 Rentschler inspection at
Pfizer Puurs BioNTech; 100% automa
ELO0141 0.45 Polymun (WSL5) 29 Oct 2020 156.195 Rentschler inspection at
. . 100% autome
EL0725 0.45 Puurs Pfizer Puurs 30 Oct 2020 272,073 BioNTech; inspection at
(FC2) Rentschler
Innoscan
Pfizer o
EK9231 0.45 Plizer Kalamazoo | 4Nov2020 | 230,685 Pfizer Andover 100% automa
Kalamazoo . inspection
(Line 18)
Pfizer Puurs BioNTech; 100% automsa
EK4237 0.45 Dermapharm (WSL5) 5 Nov 2020 140.985 Rentschler inspection at
Pfizer Puurs BioNTech: 100% automa
0.45 Puurs (FC2) 3 Nov 2020 294,239 Ren tschler) inspection at
EL0739 Innoscan
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