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SUMMARY

The Applicant, Aqua Pharmaceuticals, Inc., has submitted a 505(b)(2) NDA application for 75
mg doxycycline hyclate capsules. Aqua Pharmaceuticals is relying on FDA’s previous findings
of safety and effectiveness for the reference listed drug (RLD), Vibramycin® (doxycycline
hyclate) capsules 100 mg, as well as on two bioavailability/bioequivalence studies conducted by
. The proposed 75 mg strength provides a new
strength of the (RLD) which 1s currently only available in 50 mg and 100 mg dosage strengths.
All other attributes of the proposed drug product (75 mg doxycycline hyclate capsules) such as
the active ingredient, dosage form, route of administration, conditions of use, indications and
dosing regimens are the same as those of the RLD. The proposed 75 mg strength may be useful
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for some pediatric patients for whom weight-based dosing is appropriate.

As there were no clinical studies intended for the evaluation of efficacy and no changes to the
RLD labeling applicable to statistics, this reviewer has no statistical comments relating to
efficacy. The Reviewer also has no comments relating to safety of the 75 mg capsules. The
Reviewer defers analysis of this application to the other respective review disciplines.
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