Tamiflu (Oseltamivir) Questions for the Pediatric Advisory Committee

Based on the totality of data presented today on neuropsychiatric (NP) events and the
possible relationship to oseltamivir, does the current labeling for oseltamivir adequately
address the safety concerns regarding NP events? Yes/No

If no, what other steps should be taken to ensure safe use of oseltamivir in the U.S. (e.g.
labeling, risk communication and/or prescriber/patient education)? Please explain.

Based on the totality of the data presented today on NP events and the possible
relationship to zanamivir, does the current labeling for zanamivir adequately address the
safety concerns regarding NP events? Yes/No

If no, what other steps should be taken to ensure the safe use of zanamivir in the U.S.
(e.g. labeling, risk communication and/or prescriber/patient education)? Please explain.

Based on the totality of the data presented today on NP events and the possible
relationship to the M2 inhibitors amantadine and rimantadine, does the current labeling
for amantadine and rimantadine adequately address the safety concerns regarding NP
events? Yes/No

If no, what other steps should be taken to ensure the safe use of amantadine and
rimantadine in the U.S. (e.g. labeling, risk communication and/or prescriber/patient
education)? Please explain.

Do you have any suggestions for other studies or analyses that are feasible and might
clarify this safety issue? Please comment.

Presently we meet on a monthly basis during the influenza season to review adverse
event reports for the 4 influenza products. We plan to continue the current monitoring
schedule. At this time, an update for future PACs is not planned. However, if important
safety concerns emerge, we will report back to the committee. Does the committee
agree? Yes/No



