FDA Approves First Cell Culture Influenza Vaccine

On November 20, 2012, the FDA announced the approval of Flucelvax, the first seasonal influenza
vaccine licensed in the United States produced by animal cells instead of fertilized chicken eggs. This
marks a significant turning point for the influenza vaccine manufacturing process, in that production
turn-around for future lots of influenza vaccine in the United States is hoped to be much more rapid in
the event of a pandemic similar to what occurred during the 2009 H1N1 influenza outbreak. At that
time, development and production of a vaccine against HIN1 was slowed by the antiquated chicken egg
technique. Due to poor financial incentive to find new methods for production, this method had
remained in place for over 70 years.

The 2012 guidelines published by the Centers for Disease Control recommend that patients 6 months of
age and older be vaccinated annually to prevent infection from a variety of influenza strains. However,
Flucelvax is only approved currently for the vaccination of patients 18 years of age and older.
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