Transmittal Memo Template
TO: Director, OCOD

FROM: Peter Marks
Interim Director
Office of Vaccines Research and Review

RE: Update to CBER’s Approval Web page for: STN 125752 (SPIKEVAX)
DATE: 01/31/2022

Office Point of Contact: Joseph Kulinski, Ph.D., OVRR/DVRPA,;
Josephine Resnick, Ph.D. OVRR/DVRPA

Please include the following information for posting on Web pages:

Proper Name: COVID-19 Vaccine, mRNA

Tradename: SPIKEVAX

Manufacturer: ModernaTx, Inc

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

Please review and redact the documents indicated in the options below and post on CBER’s
Approval Web page. Additional WORD documents (including labeling) are provided via e-mail to
‘CBER-OCOD-Action Packages’ on the date of approval.

The documents identified as “Post to Web” in CBER regulatory systems comprise the official
Action Package for Posting under Section 916 of FDAAA for original BLAS/NDAs.

Please add the following information to CBER’s Approval Web page:
Demographic Subgroup Information — COVID-19 Vaccine, mRNA (SPIKEVAX).

Refer to Section 1.1 of the Clinical Review Memo for information about participation in the
clinical trials and any analysis of demographic subgroup outcomes that is notable.

In addition, please post appropriate documents on the Web pages indicated in the following
table.

Post?
Web page (Add “X”

if Yes)
FDA’s PREA Web page
(https://www.fda.gov/about-fda/center-biologics-evaluation-and-research-cber/biologics-prea-
reviews-and-labeling-changes) X
Vaccines Licensed for Use in the United States (https://www.fda.gov/vaccines-blood-
biologics/vaccines/vaccines-licensed-use-united-states) X
Approved Cellular and Gene Therapy Products (https://www.fda.gov/vaccines-blood-
biologics/cellular-gene-therapy-products/approved-cellular-and-gene-therapy-products)
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Web page

Post?
(Add “x”
if Yes)

Complete List of Donor Screening Assays for Infectious Agents and HIV Diagnostic Assays
(https://www.fda.gov/vaccines-blood-biologics/complete-list-donor-screening-assays-
infectious-agents-and-hiv-diagnostic-assays) [IF SELECTED, PROVIDE THE APPLICABLE
ASSAY TABLE AND DATA TO BE INCLUDED IN TABLE]

Infectious Disease Testing
(http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/License

dProductsBLAs/BloodDonorScreening/InfectiousDisease/default.htm)

Testing Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps) Donors
for Relevant Communicable Disease Agents and Diseases
(https://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/Tissue Safety/ucm095440.ht
m) [IF SELECTED, PROVIDE THE APPLICABLE ASSAY TABLE AND DATA TO BE
INCLUDED IN TABLE]

[INSERT ADDITIONAL WEB PAGES AS APPLICABLE]
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