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510(k) Summary t
This summary of 510(k) safety and effectiveness informatiois submitted in
accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

A. Name, Address, Phone and Fax Number of Applicant
Primaeva Medical, Inc.
42840 Christy Street, Suite 101
Fremont, CA 94538, USA
Telephone: (510) 933-6000
Fax: (510) 933-6001

B. Contact Person
Bankim Mehta
President & CEO DEC
Phone: (510) 933-6010
Fax: (510) 933-6001

C. Date Prepared
August 8, 2007

D. Device Name
Trade Name: Finesse System
Common Name: Electrosurgical Unit and Accessories
Classification Name: Electrosurgical cutting and coagulation device and

accessories (21 CFR 878.4400, Product Code GEl)

E. Predicate Devices
The Primaeva Medical Finesse System is substantially equivalent to the
Thermage ThermaCool System (K000944 and K003183), ArthroCare Visage
Cosmetic Surgery System (K981870), and Radionics Cool-Tip RF System
(K984552).

F. Device Description
The Primaeva Medical Finesse System is comprised of four primary
components; an RF Generator 'with User Interface Software, a Cooling
System Hand Piece, a Cooler Controller, and a disposable Electrode Insertion
Device with an integrated cable. RF energy is delivered from the RF
Generator, through the electrodes, and into the target tissue. The bi-polar RF
energy is delivered between independent adjacent electrode pairs. The RF
Generator, Cooler Controller, and Cooling System Hand Piece are not
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disposable. Each Electrode Insertion Device is supplied sterile and is for
single patient use only and cannot be re-sterilized.

The insertion device is a hand-held mechanical device that is used to insert
the electrodes, at an acute angle, into the target tissue. The device has ten
(10) electrodes arranged in a single row array. The device has a mechanism
to deploy and retract the electrodes when actuated by the user. There is a
cable with a connector that connects to the RF Generator.

The Cooler system comprises a solid state cooling device with a feedback
loop to monitor and control temperature. The cooling device is placed on the
tissue surface during the treatment cycle.

The RF Generator is the energy source for the system. Accessory cables and
power cords are also supplied with the system.

G. Intended Use
The Primaeva Medical Finesse System is intended for use in Dermatologic
and General Surgical procedures for electrocoagulation and hemostasis.

H. Technological Comparison
The technological characteristics and principals of operation of the Finesse
System are substantially equivalent to the noted predicate devices.

I. Summary of Pre-Clinical Data
Results of pre-clinical testing demonstrated that the Finesse System is safe
and effective for its intended use.

J. Summary of Data
The Finesse System has been carefully compared to legally marketed
devices with respect to intended use and technological characteristics. In
addition, pre-clinical testing was conducted to validate the performance of the
device and ensure the Finesse System functions as intended and meets
design specifications. The comparison and pre-clinical results demonstrate
that the device is substantially equivalent to the predicate devices and is safe
and effective in its intended use.
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