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JUN 3 2011

Re: K072505

Ulthera™ System
Evaluation of Automatic Class III Designation
Regulation Number: 21 CFR 878.4590
Regulation Name: Focused Ultrasound Stimulator System for Aesthetic Use
Regulatory Classification: Class II
Product Code: OHV

Dear Dr. Miller:

This letter corrects our previous letter of September 11, 2009.

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has completed its review of your Evaluation of Automatic Class III Designation Petition (de
novo) for classification of the Ulthera™ System, a prescription device under 21 CFR Part 801.109
that is indicated for use as a non-invasive dermatological aesthetic treatment to lift the eyebrow to
achieve a desired aesthetic effect. FDA concludes that this device, and substantially equivalent
devices of this generic type, should be classified into class II. This order, therefore, classifies the
Ulthera™ System, and substantially equivalent devices of this generic type, into class II.

FDA identifies this generic type of device as:

Focused Ultrasound Stimulator System for Aesthetic Use is a device using focused ultrasound to
produce localized, mechanical motion within tissues and cells for the purpose of producing either
localized heating for tissue coagulation or formechanical cellular membrane disruption intended for
non-invasive aesthetic use.

In accordance with section 513(f)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
360c(f)(l)) (the FD&C Act), devices that were not in commercial distribution prior to May 28, 1976








