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Indication Treatment of Obsessive Compulsive Disorder
INTRODUCTION

NDA 22-235 was submitted on June 21, 2007 and accepted for filing on August 28, 2007.
This NDA was established to review the data from study S114.2.09, a maintenance study
in adult patients with OCD, and provided a draft package insert in the new PLR labeling
format. On December 3, 2007, the Division requested that the draft labeling be amended.

In Table 1, the draft label for NDA 22-235 submitted January30, 2008 is compared to the
approved label for Luvox® tablets, NDA-21-519.

RECOMMENDATION

The Office of Clinical Pharmacology has reviewed the pertinent parts of the “Clinical
Pharmacology”, “Drug Interactions” and the “Dosage and Administration” Sections of
the Labeling submitted by the firm. The labeling is acceptable as revised provided an -
agreement is reached between the sponsor and the Agency regarding minor corrections in
the labeling. The following comments should be sent to the sponsor.

The Medical Officer should review the comments provided and finalize
recommendations regarding those sections.



COMMENTS TO THE SPONSOR

Minor changes are recommended in the WARNINGS AND PRECAUTIONS section and
the DRUG INTERACTIONS

[ e———————— - The sentence at the end of the paragraph
should read:
“Ramelteon should not be used in combination with fluvoxamine.”

2. — Alcohol: The following sentence should be added:

“As with other psychotropic medications, patients should be advised to
avoid alcohol while taking LUVOX Tablets”

COMMENTS TO THE MEDICAL OFFICER

There are minor differences between the proposed draft label and the approved Luvox®

IR tablet.
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