Dear Ms. Harrison,

Please see the following information request. Please respond to this request as soon as possible,
as the action due date is approaching.

With regards to the immediate AEs (within 30 minutes of vaccination):

For study Td508 you provide a list of solicited immediate AEs after vaccination,
however, no such list is provided for study M5i02. Please compile a list of solicited immediate
AEs after

vaccination for study M5i02 as was provided for study Td508.

Thank you,

Juan

Juan C. Lacayo, Ph.D.
LCDR, United States Public Health Service
Regulatory Reviewer/Project Manager
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