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1. Please revise your Integrated Summary of Safety (ISS) to include all studies conducted
using the 12DU dose. We note that you have summarized safety data for various
combinations of studies, but not all of the studies together.

2. Please revise your ISS and integrated summary of efficacy (ISE) to include all studies
using 12DU dose, analyzed by subgroups including adults 18-65 years old, adults over 65
years as well as race, ethnicity and sex.

Please do not hesitate to contact us with any questions.

Matthew Steele, PhD

LCDR, US Public Health Service
Primary Reviewer and RPM
FDA/CBER/OVRR/DVRPA
Phone: (301)796-2640

Fax: (301)402-0004
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