FDA Firsts

In the case of the products created for the professional aesthetic market,
there are several “firsts” as cleared by the United States Food and Drug
Administration (FDA) on September 11, 2009:

1.) First ultrasound therapy device for use in aesthetic applications

2.) First ultrasound treatment device containing ultrasound imaging

3.) First energy based aesthetic device with “lifting” as its designated
indication for use

4.) First compact, broad use of ultrasound tfreatment not specifically
designed or limited to hospital use. (No MRl machine needed or
general/local anesthesia.

5.) First device in its class, which has resulted in a new technology
category for the FDA



