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Overview of Application/Review: This labeling supplement for the Serevent MDI is to provide for enhanced
unity between the approved Diskus labeling and that of the MDI (in part occurring secondary to labeling
negotiations during the approval process for the Diskus).

Outstanding Issues: The Project Manager needs to complete her review to assure that only the highlighted
changes in the mark-up labeling were made. If this is the case, the labeling supplement is approvable from the
clinical standpoint as the mark-up changes are acceptable and consistent with the Diskus labeling. For both
products, however, at the next printing, the efficacy tables in the Clinical Trials subsection should be modified to
specify which Serevent product was the source of the data (i.e., the Serevent MDI labeling table should replace
“Serevent” with “Serevent Inhalation Aerosol”).
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