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AGENDA

The committee will discuss the Factive (gemifloxacin mesylate) Supplemental New Drug Application 21-158/S-006,
submitted by Oscient Pharmaceuticals Corporation for the proposed 5-day treatment of acute bacterial sinusitis.
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AGENDA (continued)

11:45 Questions from Committee to FDA

12:15 Lunch

1:15  Open Public Hearing

1:45  Presentation of Questions and Committee Deliberation

5:00 Adjourn

Questions:

Supplemental NDA 21-158/S-006 Factive® (gemifloxacin mesylate) Tablets, Oscient Pharmaceuticals
Corporation, proposed for the 5-day treatment of acute bacterial sinusitis.

1. Do the safety and effectiveness data presented demonstrate an acceptable risk/benefit profile of Factive®
(gemifloxacin mesylate) for the 5-day treatment of patients with acute bacterial sinusitis?

If yes, is there specific information regarding safety and/or efficacy that should be included in product
labeling? Do you have any risk-management recommendations that should be considered for the 5-day
treatment of acute bacterial sinusitis?

If no, are there other studies or additional information that could support either safety and/or effectiveness for
the 5-day treatment of acute bacterial sinusitis?




