Medtronic Xomed
6743 Southpoint Dr. N.
Jacksonville, Florida 32216-0980

Medironic tel 904.296.9600
XOMED

October 12, 2005

Colin Pollard

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Blvd

Rockville, MD 20850

RE: PMA P820075 Lamicel® Osmotic Cervical Dilator; Petition for Reclassification
under Section 513(e)
Dr. Pollard:

Medtronic Xomed is submitting this letter to formally withdraw our petition for the
reclassification of Lamicel®.

This letter of withdraw is being submitted in triplicate. If you have any questions regarding
this submission, please contact me directly at (904) 279-7586, or by email at
jayme.wilson@medtronic.com, or contact Dave Timlin at (904) 279-7532.

Sincerely,

%‘_ 0.
Jayme Wilson
Sr. Regulatory Specialist



