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1 INTRODUCTION

The proposed proprietary name, Dalvance, was found acceptable in OSE Review# 2013-1073, dated
September 30, 2013 under IND 060613. This memorandum is to communicate that DMEPA
maintains the proposed proprietary name, Dalvance, is acceptable from both a promotional and safety
perspective under NDA 021883.

If you have further questions or need clarification, please contact Karen Townsend, OSE project
manager, at 301-796-5413.

1.1 COMMENTS TO THE APPLICANT

We have completed our review of the proposed proprietary name, Dalvance, and have concluded that
this name is acceptable.

If any of the proposed product characteristics as stated in your November 8, 2013 submission are
altered, the name must be resubmitted for review.
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