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Summary of Discussion: 

• No production plans for SPIKEVAX 

• No launch lots will be available at the time of a regulatory action 

• Moderna does not foresee the demand beyond USG contracts 

• If they plan on starting the production of the SPIKEVAX, they will notify 
CBER 

• In the events SPIKEVAX lots will be released, CBER clarified specifics of 
concurrent testing to Moderna and Moderna agreed to follow the steps 
outlined by CBER, i.e. DP samples to be sent to CBER before Moderna 
completes their own testing; once testing is complete LRPs for lots that meet 
specs should be submitted.   
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