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I'Set of Questions for the Adverse Event PAC and Tamiflu Q & As|
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Review of the available information on the safety of Tamiflu in pediatric
patients suggests that the increased reports of neuropsychiatric events in
Japanese children are most likely related to an increased awareness of
influenza-associated encephalopathy, increased access to Tamiflu in that
population, and a coincident period of intensive monitoring adverse events.
Based on the information available to us, we can not conclude that there is a
causal relationship between Tamiflu and the reported pediatric deaths.
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2. F[?A R—LR—TI28%H3D Slides [Summary of FDA Action Plan for
Tamiflu Related to Pediatric Safety, Linda Lewis, MD, FDA | &Y RE:

Summary

Summary of FDA Action Plan |1 u Insufficient evidence to establish that

for Tamifiu Related to deaths and neuropsychiatric AEs represent a

Pediatric Saf : safety signal associated with Tamiflu
ediatric Safety : = Pattern of neuropsychiatric AEs more
suggestive of increased AE reporting from

; ; Japan, increased use of drug In Japan, and
Linda L. Lews, M.D. previo'usly described manifestations o
Medical Officer influenza
Division of Antiviral Products, FDA = Severe skin reactions less likely to be

manifestation of influenza, more concern for
drug-related AE, additional data under
review
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Planned Action Planned Action

» DAVP and ODS monthly monitoring of = No current plan to change Tamiflu labeling
AEs reported with use of Tamiflu and related to deaths or neuropsychiatric AEs
other antivirals during flu season = Update of general pediatric safety

» AE information is shared with CDC in information and severe skin reactions

planned when review of current supplement
completed

= Will plan update to Pediatric Advisory
Committee on continued AE monitoring at

regular conference calls and discussed
in context of the U.S. influenza
surveillance data

= Any trends can be further investigated future meeting
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