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Drug: Dexmethylphenidate hydrochioride (Focalin) extended-release capsules
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Recommendations:

This application for an extended-release dosage form of dexmethylphenidate relies on preclinical toxicology
data submitted to the original tablet NDA (21-278) for supporting safety information. This is considered
adequate for the drug substance; and since there are no new impurities or unusual excipients in the new
formulation, there are no Pharm/Tox objections to approval.

Ccc:

NDA (21-802)

Div File

J.E. Fisher, Ph.D.

HFD-120/LFreed/RTaylor/EFisher



This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Edward Fisher
5/11/05 03:31:37 PM
PHARMACOLOGIST

Lolis Freed ‘
5/12/05 09:28:49 AM
PHARMACOLOGIST



