












Reviewer: Kumar D. Mainigj NDA no.21'-812.

2.6 PHARMACOLOGY/TOXICOLOGY REVIEW

2.6.1 INTRODUCTION AND DRUG HISTORY: Minoxidil was originally recognized
for its hypotensive action in 1965. In i 979 it was developed as an oral antihypertensive
agent (LONITENR, Upjohn). During the early period of its clinical use, it was
serendipitously observed that patients on minoxidil developed hypertrichosis. This
unexpected finding led to the development of its topical formulations for the treatment of
androgenic alopecia of the vertex. The first fontulation Men's RogaineR Regular Strength
(2% Minoxidil Solution) was marketed in the USA in 1987; it was switched from the Rx to
OTC product in 1996. The second topical formulation Men's RogaineR Extra Strength (5%
Minoxidil Solution) was approved as an OTC product in 1997. Under the current
submission, the sponsor has pro¡1osed the development of 5% Minoxidil Topical Foam as
an aTC drug product.
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Drug:
Trade name: Men's RogaineR Extra Strength

Minoxidil 5% Topical Foam
Generic name: Minoxidil
Code name: U- 1 0858
Chemical name: 2, 4-pyrimidinediamine-6-( 1 -piperidinyl)-3-oxide
CAS registry number: 38304-91-5
Molecular formula/molecular weight: C9H1sNsO/209.25
Structure:
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