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This memorandum represents the Office of Generic Drugs' statistical report for July 2003.

Tables I through III detail quantitative information about OGD's receipts, actions, and pending review status for both original and supplemental (CMC and labeling) applications for the past month and for the 11 preceding months. Following the tables, graphic presentations of selective quantitative data are provided.  These graphs allow comparisons to similar data dating back to 1995.  Where appropriate, the graphs have been modified to reflect the change of AADAs to ANDAs as a result of the elimination of Section 507 of the FD&C Act under FDAMA.  

Approvals for the month of July include 13 new generic full approvals and 7 tentative approvals.  Of the 20 approvals, 4 applications were approved as first generics. In addition, 1 new strength supplement was approved and constitutes a first generic approval for that strength.  Separate lists of the approvals for the month of June follow the graphic presentations. 
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