
M odernaTX, Inc. mRNA-1273 
3.2.P.2.3 Manufacturing Process Development 

3.2.P .2.3. 7.5 Summary of Analytical Procedure Changes - mRNA-1273 Drug Product 

Table 61 provides a summary of the analytical procedure changes implemented prior to method 

validation. The analytical methods for mRNA-1273 Drug Product have been validated and 

changes between the validated processes and previously used processes are summarized in 

Table 62. 

Changes to the mRNA-1273 Drug Product analytical procedures are described below: 

Identity - The method has been revised from sequencing full Open Reading Frame (ORF)■ 
The full ORF is still sequenced for 

to positively confirm the presence 

of the correct active in the drug product is considered sufficient given the more stringent method 

is used for CX-024414 mRNA. 

In vitro Translation - An analytical procedure (in vitro translation with methionine labelling) 

has been developed to determine protein expression. 

Lipid Identification/Lipid Impurities - The method has been revised to expand the sample 

curve, change sample injection volume and target concentration, increase the quantitation limit, 

and revise the system suitability criteria. The revisions are based on method optimization and 

considered commensurate with increase in scale. The revised method was qualified and found to 

be equivalent to the previous method. 
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