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510(K) SUMMARY

Venus SwanTM Systemn

510(k) Number K iL iz
Applicant's Name: Venus Concept Ltd.

62 HaHermesh Street
Karmiel, 21652, Israel
Tel: (972)3-644-6656
Fax: (972)3-644-6319

Contact Person: Yoram Levy, Qsite
31 Haavoda St.
Binyamina, Israel 30500
Tel (972)4-638-8837; Fax (972)4-638-0510
Yorarn(a-)sitemed.com

Trade Name: Venus SwanTM

Preparation Date: June 20, 2011

Classification: Name: Electrosurgical, cutting & coagulation device
& accessories
Product Code: GEl
Regulation No: 21 CER 878.4400.
Class: 11
Panel: General and Plastic Surgery

Device Description:

The Venus SwanTM System uses Radiofrequency (RE) energy in (Mp)2 technology
for treatment. (Mp)2 technology is a Multi-Polar array of Bi-Polar RE electrodes.

The Venus SwanTM is a modification to the previously cleared Venus Concept's Venus
Freeze system (1(100586).

The Venus SwanTM is a non-invasive system consisting of:
- Main Unit (console)
- Touch Screen user interface
- RE Power module
- Controller unit
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- Controller unit

- Three optional treatment applicators:

(1) Octipolar-L TM applicator - for large treatment areas, composed of 8 RF

electrodes
(2) Octipolar-MfM applicator - for medium sized treatment areas, composed of 8
RE electrodes

(3) Diamondpolarm applicator - for small treatment areas, composed of 4 RF
electrodes

The system can be connected to two applicators only at a time. The user can choose which

applicator to use according to the size of the treatment area.

The Touch screen user interface provides:
- Applicator selection
- RF Power Output and Treatment Time parameter adjustments

- Current treatment parameters display.

Controller unit
Three optional treatment applicators
The RF power module provides RF energy to the selected applicator, producing a 1MHz

signal.

Intended Use Statement:

The Venus Swan is a non-invasive device intended for use in Dermatologic and general surgical

procedures for the non-invasive treatment of mild to mfoderate facial wrinkles and rhytides.

Predicate Devices: Substantial equivalence to the following predicate device is claimed:

Venus Freeze 1 0586 Nov 29, 2010

Performance Standards

Venus Swan complies with the following voluntary standards:
.EN 60601-4 (Medical Electrical Equipment-Part .1: General

Requirements for Safety-I. Collateral Standard: Safety Requirements for
Medical Electrical Systems).

* IEC 60601-1-2 (Medical Electrical Equipment Part 1-2: Collateral
Standard: Electromagnetic Compatibility - Requirements and Tests)

* ANSI AAMI 60601-2-2 for safety of high frequency surgical
equipment.
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DEPARTMENT OF HEALTH & HUMAN SERVICES P ublic I ealh Service

1,(d cFId [3mg Adii-station
10903 \ewv Hamp)shi- AIVnue
Dot'CL!;I IetItIt C I I) I 1 oom -kV006-6i609
Sit~ vrspime. MDP 2(]993-0002

Venus Concept Ltd.
%/ Qsite
Mr. Yoramn Levy
3)I laavoda Street
lBinvamina, Israel 30500 7e 2

Re: K1 11784
Trade/Device Name: Venus Swan"'
Regu1lation Number: 21 CFRt 878.4400
Regulation Namne: ELectrosurgical Cutting and coaglulation deVice and accessories
RegLatoty C[ass: C lass I1
Product Code: GE!
Dated: Au~guIst22, 2011
Received: September 06, 20 11

Dear Ivr. Levy:

We have reviewed Your Section 5 10(k) premarket notification ofinient to market the dev'ice
referenced above and have determined the device is S~ibstanti ally ecquiv\alent (for1 thle inicat ions
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Mledical Device Amendments, or to
devices that have been) reclassified in accordance with the provisions of thle Federal Food. Drug.
and Cosmetic Act (Act) that do not require approval of a premnarket approval application (P)1vIA).
YOU may, therefbre, market the device, Subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for- annual regi stration, listing of
devices, good Manufacturing practice, labeling, and prohibitions against misbrandling and
adulteration. Please note: CDRI-I does not evaluate information related to con tract l iabili ty
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PN'%IA). it
may be Subject to additional controls. Existing major regulations afcigyour device can be
found in the Code of Federal Regutlations, Tilt e 21. Parts 800 to 898. fin add iti on, FDA may
publish furllther annIIounicemienlts Concerning Your device in the Federial Register.

Please be advised that FDA's issuance of a substantial eqluivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
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or ainy Federal statutes anld reCzuli~onS administered b' other Federal agtencies. You Must
comuply with all the Act's recii reents. iclu-ding, but not limited to: regzistration and listing (2 1
CF-R lPart 807); labeling (2 1 CF"R Part 801 ); medlical device reporting (reportina of' medical
device-related adverse events) (21 CFR 803); good manufbctluig practice requiremenlts as Set
f'orth ill thle cj o i iV systems (QS5) regulation (2 I C FR Pait 820); and if applicable. thle electronic
product radiation control povsios (Sections 53)31-542 of' the Act); 2 1 CF'R 1000-1050.

If you des ire specifhe ad vice for your deCvice Onl our labe illg regull~lationl (2 1 C FR Part 801), please
go to hitti)://"www.tfda.aov/AboitF[D)A/CeniteisO('t-jcs/CD kl-I/CDRI-10tffices/uicnii 115 809.html For
the Center for Devices and Radiological HeIalth's (CDRZI-1's) Off-ice of Compliance. Also, please
note the regu lation entitled, "IMisbranding by reference to premarket notification" (2 1 C FR Part
807.97). For qluestions regarding (lhe reportingl Of adverse events tinder the MvDR regulation (2 1
CER Part 803)., please go to

http//ww~fd~tto/Nldica~evces/a ftv/Rpoul~wbem/e falt.lfor tile CD RI-I's Of'fice
of Surveillance and B ionietric s/Division of' Postinarket Sur veillanice.

You may obtain other iaeneral inilormat~ io \o v or~slons i bi lit ies Luder thie Act from the
Division of Small rvanu- fac tuLre rs International and Consumlier Assistance ait its toll-freeC umber
(800) 638-204 1 or (30 1) 796-7100 or at its hIteirnet address
littp:H//wwvw. fda~i ov/MecdicalDevices/Resouircestbr1YouI/ldoLStv/d/Ceaulitini.

Sincerely' yours,

Mvark N. Mvelkersoq?

Director(/- ,

Division of'S urgi cal, Orthopedic
and Restorativ\e Devices

Office of'1 Device Evaluation
Center for Devices and

Radiological HeIalth

Enclosure



VENUS COQ.ICEPT

INDICATIONS FOR USE STATEMENT

510(k) Number (if known): Vi78 't

Device Name: Venus Swan

Indications for Use: The Venus SwanTM is a non-invasive device intended for use in
Dermatologic and general surgical procedures for the non-invasive
treatment of mild to moderate facial wrlinkles and rhytides.

Prescription Use X AND/OR Over-The-Couniter Use _____

(Part 21 CER 8O1 SubpartfD) (21 CFR 801 SubpartC)

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF

NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-off)
Division of General, Restorative and Neurological Devices
5 10(k) Number (b n ~ ~ ~

Division of Surgical, Orthopedic,
and Restorative Devices

5 10(k) Nuber_ _______
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