
K It3r&
MAR 1 52012 PAc&,F j cFZ-

SECTION 6
510(K SUMMARY

510(K() SUMMARY

1. Submitter;.

Boston Scientific Corporation
100 Boston Scientific Way
Marlborough, MA 0 1545
Telephone: .508-683-435S9
Fax: 508-683-5939

Cotc:Ashley Pyle
Director Regulatory Affairs
Date Prepared: September 12, 20 1.1

2. Device:

Trade Name: LeVeen Sup&rSlimn Needle Electrode

,CombmonName: E-lectrode, ELectrosiugical

Classification.Name: Electrosurgical cutting-and coagulation device-and accessories

RegulationNum~ber: 878.4400
Product Code: GE1
Classification: -Classfl

3. Predicate Device:

Boston Scientific Corporation's LeVeen, Superslim Needle Electrode,I(09, 0 09

4. Device Description:

The description of the proposed mnodified LeVeen Needle Electrode is tie samie as the,

predicate devices, The Leyeen SuperSlim Needle Electrode consists of a pre-shaped4

inulti-aried. electrode arira y which is contained-withifl a-deliverycanmdia. The armS' is

attached to a handle mechanism that deploys thearray into targeted tissue. The device is.

connected to a generator so that RB energy pai~bes fromwthe array to a patient ground pad

and heats the tissue surroundiig the array.

5. Atended Use:

Thie LeVeeb ,Supei'SliimiNeedle Electrde is intended to be used in conjunction1 with a

radiofrequency (RF) generator for the-thermal coagulation necrosis 6f soft'ti~sues'

including partial or comuplete: ablation of nolirescctable liver lesiorns.
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6. Te6linologieal Clawracteristics:

The proposed Leveen Supersliii Needle Electrode device wvill have PEEK insulation. The
currently cleared Leveen Superslim Needle Electrode insuilationi material is FEP (1Q92009).

The proposed Leveen SupersimaNeedle Electrode device has a modified handle and cannula
design as compared to the currently cleared Leveen Superslim Needle Electrode (1(,092009).

7. Perfoiitihne Data:

Bench Testing has been performed on the proposed I eveen Superslirn Needle Electrode

device with PEEK insulation,.which demonstrates that the PEEK inisulation met the required

specifications for the completed desigin veri fleation, electrical tests and biocompatibility tests.

Bench Testing has been Performed on the proposed Leveen Superslimi Needle.Electrode
device with modified handle andcananula design, which demonstrates that the handlc and
caninula re-design met the required specifications for.the completed design verification tests.

8. Conclusion:

Boston Scientific corpordtioii has demonstrated that the6 proposed Leveen Superslitn Needle
Electrode is substantially equivalent to the currently cleared Leveen SiiPerslim Needle
Electrode (K(092009).
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DEPARTMENT OF HEALTH &HUMAN SERVICES Public Health Service

4:4 Food and Drug Administration
10903 New 1Hampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002
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Boston Scientific Corporation
%Ms. Ashley Pyle

100 Boston Scientific Way
Marlborough, Massachusetts 0 1752

Re: K1 13090
Trade/Device Name: LeVeen SuperSlim. Needle Electrode
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical cuffing and coagulation device and accessonies
Regulatory Class: Class 11
Product Code: GEl
Dated: March 02, 2012
Received: March 05, 2012

Dear Ms. Pyle:

We have reviewed your Section 5 10(k) premarket notification of int ent to market the device
referenced above and have determined the device is substantially equivalent (for th e 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 11 (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 2 1, 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 http://www.fda. Vov/AboutFDA/CentersOffices/CDRH/CDRF[Offices/ucml I5 809.htm for
the Center for Devices and Radiological Health's (CDRI-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www. fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm 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) 63 8-2041 or (301) 796-7100 or at its Internet address
http://www.fda.g~ov/MedicalDevices/ResourcesforYou/Industrv/default.htm.

Sincerely your ,

Mark N. Melkerson
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



SECTION 5
INDICATIONS FOR USE STATEMENT

Indications for Use:

510(k) Number (if known): To Be Determined Y013~0

Device Nmrnt LeVeen SuperSlimu Needle Electrode

Indications For Use:

The LeV~en SupersSlim Needle Electrode is intend4I d to be used in conjunction with a

radiofrequenoy (RE) g~~trfor the thermal1cagulation necrosis of soft tissUCs;

including partial of tdhwplete. ablation of nonresectable liver lesions.

Prescription Use x AND/O OverlThe-Counter Use

(Part 21 (2FR 801. Subpart D) (21 CFR 8.07 Subpart C)

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

NEEDED)

Cocurrncero Evalut~ion(DE)

vis on n-O
Division of Surgical. Orthopedic,
and Restorative Devices

5IO (k)Number 1

Spccial Premarket Notifkatio.LeVC~L SiiperSlirn Needle Electrodes O O.


