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Reason for Submission

cc: 

Fill Information 

Container Type: Volume per container:

Approved Storage Period: Storage Temperature:

Number of containers manufactured:
Number of Doses per
container:

Number of containers for release:

Volume of singlehuman dose:
Start Date of period of
Validity:
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cc: 

Lot Number: 

License Name of Product:

Manufacturing Site:

Date of Manufacture:  Date of Expiry: 

Date of Fill:

Product Information

Component Description Batch 
Number

Date of 
Manuf. Manufacture Site Quantity Target 

Concentration

DocUUID : 206efb3b-ea7c-4ed6-a999-e9a921d8b100

(b) (4) (b) (4)

(b) (4)

(b) (4)

FDA-CBER-2021-5683-1150117



4 13

cc: 

Lot Number: 

License Name of Product: 

Table 1. Filled Vaccine Quality Control Tests

Test Test Method Specification Date of Test Result
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cc: 

Lot Number: 

License Name of Product: 

Table 1 (Continued) Filled Vaccine QualityControlTests

Test Test Method Specification Date of Test Result

Abbreviations:

Filled Vaccine Quality Control Tests (cont.)

Sterility

Method: Type:

Container:

Date On Test Medium/Temperature Date Off Test Specification Test Result
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cc: 

Lot Number: 

License Name of Product: 

Filled Vaccine Quality Control Tests (Continued)

Lipid Identity

Specification                Limit              Result    _____Pass

Lipid Standard 
Retention 

Times (RT)

Sample 
Retention Time
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cc: 

Lot Number: 

License Name of Product: 

Filled Vaccine Quality Control Tests (Continued)

RNA encapsulation and content test

Test date                                                        

Test method                         

Specification:         Result    __ ______

Specification:

Sample/Control Acceptance Criteria Result
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cc: 

Lot Number: 

License Name of Product: 

Filled Vaccine Quality Control Tests (Continued)

Identity of encoded RNA sequence test

Test method                __RT-PCR_________

Test date                                                   

Specification               Identity confirmed              Result    __Positive___

 

Sample/Control Lot number Replicate Ct value Acceptance 
criteria

Pass/Fail
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cc: 

Lot Number: 

License Name of Product: 

Filled Vaccine Quality Control Tests (Continued)

In Vitro Expression Assay

Test date                             

Test method                ___Lab-38621______

Specification                cells positive            

Acceptance Criteria Result
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cc: 

Lot Number: 

License Name of Product: 

Limulus Amebocyte Lysate Test

N/A
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cc: 

Lot Number: 

License Name of Product: 

BNT162b2 Drug Substance

Lot Number:

Date of Manufacture: Date of Expiry:

Storage Temperature: Approved Storage Period:

Consumed Quantity:

Table 1. Drug Substance QualityControlTests

Test Test Method Specification Date of Test Result

Abbreviations:
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cc: 

Lot Number: 

License Name of Product: 

BNT162b2 Drug Substance

Lot Number:

Date of Manufacture: Date of Expiry:

Storage Temperature: Approved Storage Period:

Consumed Quantity:

Table 1. Drug Substance QualityControlTests

Test Test Method Specification Date of Test Result

Abbreviations:
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Genealogy Flowchart
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FF8841 Replicates 1-3 
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