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The commercial DS batches were comprised of:

! Batches manufactured ranging from 2020 to 2023

! Batches manufactured at three commercial manufacturing sites: Pfizer Global Supply 
(PGS) Andover, PGS Grange Castle, and BioNTech Marburg

! Four unique variants (Wildtype/Original and Omicron BA.1, BA.4/BA.5, and 
XBB.1.5)

Table 1 Residual DNA Batch Analysis Evaluation Summary

Parameter

All Sites

Residual DNA

ng DNA/mg RNA

PGS Andover

Residual DNA

ng DNA/mg RNA

PGS Grange Castle

Residual DNA

ng DNA/mg RNA

BioNTech 
Marburg

Residual DNA

ng DNA/mg RNA

Release 
Specification

ng DNA/mg RNA

Minimum

≤ 330

Maximum

Average

Median

Standard 
Deviation

Conclusion:

This evaluation demonstrates residual DNA template results are similar across all 
manufacturing sites and the Comirnaty DS manufacturing process consistently yields DS 
which complies with the established specification. 

5. ASSESSMENT OF RESIDUAL DNA IN DRUG PRODUCT SAMPLES

Purified DS is forward processed into DP through the combination mRNA DS with lipids to 
form lipid nanoparticles (LNP), which encapsulate the mRNA. Residual DNA template 
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