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3.2.P.3.1 Manufacturer(s)

The facilities and responsibilities for the manufacture, testing and release of mMRNA-1273 Drug
Product are summarized in Table 1.

Table 1: Facilities and Responsibilities for the Manufacture and Testing of mRNA-1273
Drug Product
Facility Address Responsibility
ModernaTX, Inc. One Moderna Way EUA and Clinical Supply
Norwood, MA 02062 e Lot Release
USA ¢ Release Testing

(excluding Bacterial Endotoxin
and Sterility)
e Stability Testing
(excluding Bacterial Endotoxin
and Sterility)
Clinical Supply ONLY
e Release Testing
(excluding Bacterial Endotoxin)
e Stability Testing
(excluding Bacterial Endotoxin)

e Fill/Finish
e Packaging
e Labelling
Catalent Indiana, LLC 1300 South Patterson Drive EUA and Clinical Supply
A wholly owned indirect subsidiary of | Bloomington, IN 47403 e Fill/Finish
Catalent Pharma Solutions, Inc. USA e Packaging
e Labelling
o Release Testing (Sterility)
e  Stability Testing (Sterility)
Catalent Pharma Solutions (b) (4)
RxCrossroads 3PL LLC 5101 Jeff Commerce Drive EUA Supply ONLY
(McKesson) Louisville, KY 40219 e Distribution
Associates of Cape Cod, Inc. 124 Bernard St. Jean Drive EUA and Clinical Supply
East Falmouth, MA 02536 e Release Testing
USA (Bacterial Endotoxin)
e Stability Testing
(Bacterial Endotoxin)
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