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MEMORANDUM

The Applicant submitted a New Drug Application (NDA) for their terazosin oral solution via
505(b)(2) pathway for the treatment of BPH and hypertension. To support this 505(b)(2) NDA,
the Applicant relies on findings from NDA 020347 (Hytrin, terazosin capsules, 1 mg, by Abbott
Laboratories) as the listed drug. The Applicant conducted the following two comparative
bioavailability studies to establish a clinical bridge with Hytrin:

e A Single-Dose, Open Label, Randomized, Balanced, Three-Period, Two-Treatment, Three-
Sequence, Three-Way Crossover Study in Healthy Human Adult Subjects to Assess Oral
Bioavailability and to Assess the Effect of Food on Test Formulation of Terazosin
Hydrochloride Oral Solution 1 mg/mL Under Fed (Treatment A) and Fasted (Treatment
B)Conditions with a Reference Formulation of Terazosin Capsules USP 1 mg (Treatment C)
Under Fasted Conditions (Study #: TERA-21-077)

e An Open-Label, Balanced, Randomized, Single-Dose, Two-Treatment, Two-Sequence, Two-
Period, Two-Way Crossover, Oral Bioavailability Study Comparing Terazosin Hydrochloride
Oral Solution 1 mg/mL (Test Product) with that of Terazosin Capsules USP 1 mg (Reference
Product) in Healthy, Adult Human Subjects Under Fed Conditions (TERA-23-003)

No new clinical efficacy data were submitted in this NDA to support the approval of the

proposed Terazosin oral solution. Therefore, statistical review of NDA 218139 is not necessary.
The decision on approvability of the proposed drug product is deferred to the DUOG.
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