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SECTION 6

510(K) SUMMARY

510(K) SUMMARY
1. Subnuitter:

Boston Scientific Corporation
100 Boston Scientific Way
Marlborough, MA 01545
Telephone: -508-683-4359
Fax: '508-683-5939

Contact; Astiley Pyle
Director Regulatory Affairs
Date Prepared: September 12, 2011

2. Device:

Trade Name: LeVeen SupérSlim Needle Electrode
Conmon Name: Electrode, Electrosurgical

Classification Name: Electrosurgical cutting and ¢coagulation device and accessories

Regulation Number: 878.4400
Product ‘Code: GEI
Classification: Class I

3. Predicate Device:

Bostoir Scientific Corporation’s LeVeen Superslim Needle Electrode, K092009

4, Device Description:

The description of the proposed modified LeVeen Needle Electrode is-the same as the:
predicate devices, The LeVeen SuperSlim Needle Blectrode consists: of a pre-shaped;
multi-apmed electrodeé array whichi is. contained. within a-delivery cannula. The array is
attached to a handle mechanisi that deploys the array into targeted tissue, The device is
connected to-a.genefator so that RF energy passes from the array fo a patient grovund pad

atid heats the tissue surrotinding the array.

5. Tntended Use:

‘The LeVeen SuperSlim:Needle Blectrode is inteiided to be used.in gonjuriction witha
radiofrequency (R¥ ) generator f_91"-tlxe'f11e1'mal_cda"g'ulatig';i necrosis:of soft tissues;.

including partial or cdlnple‘té'- ablation-of nonresectable. liver.lesions,
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6. Teclinological Characteristics:

The proposed Leveen Superslii Needie Electrode device will have PEEK insulation. The
curiently cleared Leveen Superslim Needle Electrode insulation material is FEP (1K092009).

The proposed Leveen Superslim Needle Electrode device has a modified handle and cannula

design as-compared to the currently cleared Loveen Superslim Needle Electrade (KK092009).
7. Performance Data:

Bench TFesting has beenperformed.on the proposed T.eveen Supersiim Needle Electrode

device with PEEK insulation; whicl demonstrates that the PEEK insulation met the iequired

specifications for the completed desigh verification, electrical tests'and biocompatibility tests.

‘Bench Testing has' been performed on the proposed Leveen: Superslim Needle Electrode

device with modified handle and.cannula design, which demonstrates that the handle and.

cannulare-design met-the required specifications for.the completed design verification tests.
8. Conclusion:

Boston Scientific Corpordtion has deiianstrated that the proposed Leveen Superslim Needle

Electrode is substantially equivalent-to-the curtently cleared Leveen Supeislim Needle
Electrode (K092009).
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-/(a DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —W066-G609
Silver Spring, MD 20993-0002

MAR 15 2012

Boston Scientific Corporation

% Ms. Ashley Pyle
. 100 Boston Scientific Way

Marlborough, Massachusetts 01752

Re: K113090
Trade/Device Name: LeVeen SuperSlim Needle Electrode
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical cu‘rtmg and coagulation device and accessories
Regulatory Class: Class Il
Product Code: GEI
Dated: March 02, 2012
Received: March 05, 2012

Dear Ms. Pyle:

We have reviewed your Section SlO(k) premarket notification of i intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
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 Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of -
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class 1II (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
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comply with all the Act’s requirements, including, but not limited to: registration and listing (21
 CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to hitp://www.fda.gov/AboutFDA/CentersOftices/ CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s} Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
hitp://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.hitm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

" You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/iMedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yourg]

%3@ 6 v Us
Mark N. Melkerson \/)4
Director

Division of Surgical, Orthopedic
and Restorative Déevices

Office of Device Evaluation
Center for Devices and

Radiological Health

Jir

" Enclosure



~ SICTIONS
INDICATIONS FOR USE STATEMENT

Indications for Use:

510(k) Number (if known): To Be Determined K U 3 DC\ ®)

Device Namé: LeVeen SuperSlim Needle Electrode

Indications For'Use:

The LeVéen SupersSlim Needle Electrode is intended to be used in conjunction with a

radiofrequency (RT) genetator for the thermal coagulation nécrosis of soft tissues;
including partial or coimplete-ablation of nonresectable livér lesions.

prescription Use,__X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C) -

(PLEASE DO.NOT WRITE BELOW ‘THIS LINE-CONTINUE ON ANOTHER PAGE IF.
NEEDED)

ipo Evaluation (ODE)

and Restorative Devices

510(k) Number K 2092
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