Draft Questions for Vaccines and Related Biological Products Advisory Committee  (Meeting Date: December 17, 2002)

Cold Adapted Influenza Vaccine, Trivalent - FluMist(
MedImmune Vaccines Inc.
Question #1:  Safety (Voting)

1a.
Are the data adequate to support safety of FluMist in individuals:
–  5–17 years of age?

–  18–49 years of age?

–  50–64 years of age?

–  Individuals undergoing annual revaccination?

In your discussion, please consider data related to:
–respiratory events, e.g., asthma and URI

–shedding and transmission, potential for reversion and reassortment.

1b.  
If the data are not adequate for specific age groups or there are other safety concerns, please discuss what additional data should be requested.

Question #2:  Efficacy (Voting)

2a.
Are the data adequate to support efficacy of FluMist in individuals:
· 5–17 years of age?

· 18–49 years of age?
· 50–64 years of age?
2b.
If the data are not adequate for specific age groups, please discuss what additional data should be requested.

Discussion Point #3:  Clinical Studies for Annual Release of New Strains

Please comment on the design, including endpoints, for the clinical study performed in adults for the annual release of new strains.

Discussion Point #4:   Post-marketing Studies

If the data are adequate to support safety and efficacy for licensure, please discuss what additional information, if any, should be requested from post-marketing studies.
