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As per the instructions provided in the above referenced draft FDA Guidance for Industry, issued for
public comment in November 2005, Novartis is providing the attached comments. The comments
are provided in tracked-changes form in the guidance document itself (Attachment 1), and
accompanied by a document with detailed explanations of the comments in a cross-referenced list
ey (Attachment 2). Novartis appreciates the opportunity to provide comments to this important
“ ' Guidance document. :

If you have any questions or comments regarding this submission, please contact me at (862)
778-0495.

Sincerely,

leMeld

/ Gregory King
Senior Therapeutic Area Manager

Drug Regulatory Affairs
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