
01/10/2022

ModernaTx, Inc

617-417-4428

200 Technology Square

Cambridge MA

USA 02139

michelle.olsen@modernatx.com

069723520

125752

COVID-19 Vaccine

SPIKEVAX

mRNA-1273 

suspension 100 mcg intramuscular

Active immunization against coronavirus disease 2019 
(COVID-19) caused by the SARS CoV-2 virus in persons 18 
years of age and older.

415360003 |Severe acute respiratory syndrome-related coronavirus (organism)|

6

(b) (6)

FDA-CBER-2022-908-0015636



IR #43 - Clinical Safety Comments

IR #43

ModernaTx, Inc.

One Moderna Way

N/A

Norwood MA

USA 02062

3014937058

000000

116912313

Emma Harrington 

One Moderna Way

N/A

Norwood MA

USA 02062

000-000000

@modernatx.com

Manufacture, Lot Release and Storage of , mRNA-1273 LNP 
Release, stability, in-process testing of , mRNA-1273 LNP 
Lot release  stability and release testing of mRNA-1273 Drug Product 

IND# 19365; 
IND 019745 
EUA 027073

6

(b) (6)

(b) (6)

(b) (4)
(b) (4)

FDA-CBER-2022-908-0015637



Michelle Olsen, Associate Director, Regulatory Affairs 01/10/2022

(617) 417-4428 michelle.olsen@modernatx.com

200 Technology Square

Cambridge MA

USA 02139

Michelle Olsen
Digitally signed by Michelle 
Olsen 
Date: 2022.01.10 09:59:18 
-05'00'

6

(b) (6)

FDA-CBER-2022-908-0015638



ModernaTx, Inc

210 Rustcraft Road 1111111111

Dedham MA

000000

USA 02026
116912313

Emma Harrington 

One Moderna Way

000-000-0000

Norwood MA

USA 02062
@modernatx.com

Release, stability, in-process testing of ModernaTX, Inc. Norwood,MA 02062 , 
mRNA-1273 LNP 
Stability and release testing of mRNA-1273 Drug Product

Aldevron

4055 41st Avenue South 1111111111

Fargo ND

000000

USA 58104
048764943

4055 41st Avenue South

000-000-0000

Fargo ND

USA 58104

Manufacture oflinearized plasmid DNA(pDNA) template 
Release testing oflinearized pDNA template

4 6

(b) (6)

(b) (6)

(b) (6)
(b) (6)

(b) (6)

(b) (4)

FDA-CBER-2022-908-0015639



Lonza Biologics, Inc.

101 International Drive 3001451441

Portsmouth NH

000000

USA 03801
093149750

101 International Drive

000-000-0000

Portsmouth NH

USA 03801

Manufacture , Release testing, storage of , mRNA-1273 LNP, CX-24414 
Stability Testing of CX-24414

Associates of Cape Cod

124 Bernard Street 1219145

Jean Drive

East Falmouth MA

000000

USA 02536
076574078

124 Bernard Street 

000-000-0000

Jean Drive 000-000-0000

East Falmouth MA

USA 02536

Release and Stability testing of , mRNA-1273 LNP, mRNA-1273 Drug product (bacterial 
endotoxin)

5 6

(b) (6)
(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (4)

(b) (4)

FDA-CBER-2022-908-0015640



Catalent Indiana, LLC (subsidiary of Catalant Pharma Solutions, LLC)

1300 South Patterson Drive 3005949964

Bloomington IN

000000

USA 47403
172209277

 

1300 S. Patterson Drive 

000-000-0000

Bloomington IN

USA 47403

Fill/Finish, Packaging, Labeling, In-Process testing, Release Testing (Sterility) of Drug Product

Baxter BioPharma Solutions

927 S. Curry Pike 1000115571

Bloomington IN

000000

USA 47403
604719430

927 S. Curry Pike

 

000-000-0000

Bloomington IN

USA 47403

Fill/Finish, Packaging, Labeling, In-Process testing, Release Testing (Sterility) of Drug Product

6 6

(b) (6)
(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

FDA-CBER-2022-908-0015641




