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2.3.S.2 Manufacture  

2.3.S.2.1 Manufacturer(s)  

The name and address for the manufacturing and testing facilities of mRNA-1273.045 LNP-B 

are listed in Table 2 and Table 3. 

Table 2: European Facilities and Responsibilities for Manufacture and Testing of the 

mRNA-1273.045 LNP – B  

Facility Address Responsibility 

Lonza AG Lonzastrasse  

3930 Visp  

Switzerland 

• Manufacture of mRNA-1273.045 LNP - B (200 g Scale) 

• Quality control testing (excluding identity testing and In 

Vitro Translation Testing)  

Microsynth AG Schützenstrasse 15 

9436 Balgach 

Switzerland 

• Quality control testing for identity  

 

Table 3: US Facilities and Responsibilities for Manufacture and Testing of the mRNA 

1273.045 LNP– B 

Facility Address Responsibility 

ModernaTX, Inc. One Moderna Way 

Norwood, MA 02062 

USA 

• Manufacture of mRNA-1273.045 LNP-B (200g Scale) 

• Quality control testing (excluding bacterial endotoxin 

testing) 

• Storage 

ModernaTX, Inc. 

(Quality Control 

Laboratory 

Annex) 

210 Rustcraft Road 

Dedham, MA 02026 

USA 

• Quality control testing (excluding bacterial endotoxin 

and In vitro Translation testing) 

Associates of 

Cape Cod, Inc. 

124 Bernard E. St. Jean Drive 

East Falmouth, MA 02536 

USA 

• Bacterial endotoxin testing 
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Table 9: mRNA-1273.045 LNP-B Supporting Stability Program Lots  

Lot Product Purpose 
Manufacturing 

Site 

Lot 

Size 

Fill 

Volume 
Container Closure 

Conditions 

Temperature a Duration 

DH-38558.1 
mRNA-

1273.045LNP – B 
Development 

ModernaTX 

(Norwood, MA) 
 6.0 mL 

50 mL  

 Bag 

70°C±10°C 48 months 

5°C±3°C 6 months 

25°C±°5C 3 months 

a Stability chamber temperature set point chosen based on site capabilities: study for DH-38558.1 is ongoing at  

 

Table 10:  mRNA-1273.045 LNP Registration Stability Program Lots  

Lot Product Purpose 
Manufacturing 

Site 

Lot 

Size 

Fill 

Volume 
Scale 

Process 

Train 
Container Closure 

Conditions 

Temperature a Duration 

5014122001 

mRNA-

1273.045

LNP - B 
Stability a 

ModernaTX 

(Norwood, MA) 
 15 mL B 8 

50 mL  

 bag 

-60°C to -80°C 36 months 

5 ± 3°C 2 months 

a Stability chamber temperature set point chosen based on site capabilities: study for 5014122001 is ongoing at  
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