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1. Executive Summary

1.1 Conclusions and Recommendations
No statistical comment is required. The application did not include any new clinical
studies of efficacy or safety. The Biopharmaceutical Reviewer will review and comment
on the studies on the bioequivalence of the Capsule versus the Tablet dosage forms.

1.2 Brief Overview of Clinical Studies

The submission contains an application for a new Tablet dosage form of the existing
marketed product, Doryx® 75 mg and 100 mg Capsules that are marketed under
approved NDA 50-582. Two clinical pharmacokinetic studies were conducted to
compare the bioavailability of the new Tablets with the current Capsules. Under fasting
conditions, the sponsor found the dose regimens to be bioequivalent. With food, the rate
but not the extent of the doxycycline absorption was decreased but the decrease was not
clinically significant.
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