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3.2.S.3.1. ELUCIDATION OF STRUCTURE AND OTHER CHARACTERISTICS

This section contains information specific for formulations containing Original drug 
substance, which are discontinued. For information purposes, data/information 
supportive of the platform development approach for other presentations is 
maintained.

3.2.S.3.1.1. Introduction

This section describes the structure and characteristics of BNT162b2 drug substance (DS) 
which have been assessed using the analytical approaches outlined in Table 3.2.S.3.1-1. The 
analytical methodologies employed for BNT162b2 RNA drug substance characterization are 
capable of evaluating primary structure, including 5’-capping and 3’-poly(A) tail, and higher 
order structure. The results demonstrate that BNT162b2 RNA drug substance has the 
expected structure.

Analytical characterization was performed with BNT162b2 drug substance batch 
(20Y513C101), which is representative of the commercial process.  
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Table 3.2.S.3.1-2. LC-MS/MS – Oligonucleotide Mapping Sequence Coverage for 
BNT162b2
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Table 3.2.S.3.1-3. LC/MS/MS – Oligonucleotide Mapping Summary of BNT162b2
DS

Characteristics Results
RNA sequence 
confirmation

BNT162b2 DS sequence coverage:
Detected nucleotides represent (Table 3.2.S.3.1-2)

RNA termini  - oligonucleotide mapping – see 3.2.S.3.1.3
for detailed analysis of 5’ terminus

 (see 3.2.S.3.1.4 for 
detailed analysis of PolyA tail)
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Figure 3.2.S.3.1-15. Ion Pairing RP-HPLC Chromatograms for DS batches R427-
P020.2-DS and 20Y513C501

09
01

77
e1

a2
03

c4
48

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 2
4-

O
ct

-2
02

4 
10

:0
7 

(G
M

T
)

4.2 1st ind



BNT162b2
3.2.S.3.1 Elucidation of Structure and Other Characteristics

CONFIDENTIAL
Page 29

Figure 3.2.S.3.1-16. Fragment Analyzer Electropherograms of Peak 1, Peak 2, and 
Unfractionated DS
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