






BNT162b2
3.2.S.4.3 Validation of Analytical Procedures 
Bioburden 

CONFIDENTIAL
Page 4

Table 3.2.S.4.3-5. BNT162b2 Challenge Recovery Testing Results (  

Organism Trial Results (CFU Average/Plate) Recovery (%)

Positive Control Test Sample

B. subtilis 1

B. cereus 1

P. aeruginosa 1

1

S. aureus 1

1

C. albicans 1

1

A. brasiliensis 1

1
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Table 3.2.S.4.3-6. BNT162b2 Challenge Recovery Testing Results  

Organism Batch Results (CFU Average/Plate) Recovery (%)
Positive Control Test Sample

Media: Soy Agar ; Incubation: 30-35 °C for 5 days
S. aureus FP5960

FP5961
FT0774

B. subtilis FP5960
FP5961
FT0774

P. aeruginosa FP5960
FP5961
FT0774
FP5960
FP5961
FT0774
FP5960
FP5961
FT0774

C. albicans FP5960
FP5961
FT0774

A. brasiliensis FP5960
FP5961
FT0774

Media / Incubation: Sabouraud Dextrose Soy Agar  / 20-25 °C for 5 
days
C. albicans FP5960

FP5961
FT0774

A. brasiliensis FP5960
FP5961
FT0774

The results of the validation study (challenge recovery) demonstrate the bioburden method is 
effective in recovering microorganisms from the test article.  The analytical procedure is 
validated for its intended use.
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