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   F.D.A. Refuses to Review Moderna’s mRNA Flu Vaccine 

• Moderna was notified that the F.D.A. will not review its application for an mRNA-

based flu vaccine. 

• The agency issued a “refuse to file” letter—an unusually early-stage rejection. 

      Reason for the Rejection 

• Dr. Vinay Prasad, the F.D.A.’s top vaccine regulator, said Moderna’s clinical trial 

used a comparison vaccine (GSK’s Fluarix) that the agency does not consider 

the best available standard of care. 

• The F.D.A. did not cite safety or efficacy concerns about Moderna’s product. 

      Broader Policy Shift Under Health Secretary Robert F. Kennedy Jr. 

• Kennedy has broadly rejected mRNA vaccine technology, despite its success 

against Covid. 

• He has canceled hundreds of millions of dollars in mRNA-related research 

projects. 

• Several mRNA vaccine initiatives—including Moderna’s bird flu project—have been 

halted. 

              Industry Impact and Tensions 

• Moderna invested heavily: 41,000 trial participants and major funding, 

including $750 million from Blackstone. 

• The biotech industry has expressed concern about “decisional volatility” at the 

F.D.A. 

• Moderna’s stock has fallen over 90% since its 2021 peak. 

      Comparison With Pfizer’s mRNA Flu Vaccine 

• Pfizer’s mRNA flu vaccine performed well against A strains, but not B strains, in 

seniors. 

• F.D.A. Commissioner Dr. Marty Makary has publicly criticized Pfizer’s data, 

signaling a tougher regulatory stance. 

   Global Context 

• No country has yet approved an mRNA flu vaccine. 

• Moderna’s product is currently under review in Europe, Canada, and Australia. 

        What’s Next for Moderna 

• Moderna is seeking further meetings with the F.D.A. 

• The company is halting some late-stage studies for infectious disease vaccines 

but continuing work on cancer vaccines. 


