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DRUG: Nevirapine Tablets, Extended Release have been developed Ok

400 mg adult strength

FORMULATION: The tablet formulations contain nevirapine anhydrous, lactose
monohydrate, hypromellose (hydroxypropyl methylcellulose), iron oxide we
magnesium stearate e

RELATED INDs and NDAs: 74,744; 36,026; 20-636; and 20-933

INDICATION: Nevirapine XR is indicated for combination antiretroviral treatment of
HIV-1 infection.

INTRODUCTION

Nevirapine tablets (immediate release [IR]) were approved and received first marketing
authorization in the US in June 1996 (marketed as VIRAMUNE). An oral suspension
formulation was approved in 1998. The nevirapine XR tablet is investigated to support
the same indication as the nevirapine IR tablet. An extended release formulation of
nevirapine may offer a meaningful therapeutic benefit, relative to marketed
VIRAMUNER® (nevirapine). The recommended dose for marketed VIRAMUNE®
(nevirapine) is one 200 mg tablet daily for the first 14 days, followed by one 200 mg
tablet twice daily. In contrast, nevirapine XR would be prescribed for once daily dosing.
Nevirapine extended-release tablets are proposed to be marketed under the trade name
VIRAMUNE XR.
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TOXICOLOGY

The toxicology and safety profile of nevirapine has been previously established and no
additional toxicology studies were conducted in support of the nevirapine development
program. For detail description of nonclinical studies, please refer to the review of NDAs
20-636; and 20-933.

CONCLUSIONS

There are no nonclinical pharmacology and toxicology issues which would preclude the

approval of this NDA.
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