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510(k) Summary of Safety and Effectiveness

ConMed ThermoGard® and Therinocard® Plus ABC Dispersive Electrodes

This 5 10O(k) summary is being submitted in accordance with the requirements of 21 CFR 807.92.
ConMed Corporation is hereby submitting the 5 10(k) Summary for 5 10(k) number _____

as of March 11, 2014

A. Submitter

ConMed Corporation
525 French Road
Utica, N.Y. 13502
Registration Number: 1320894

B. Company Contact

Sandy LeClair
Regulatory Affairs Specialist
ConMed Corporation
525 French Road
Utica, N.Y. 13502
Phone: 3 15-624-3435
Fax: 315-624-3225
Email: sandvleclair~wconmed.corn

Alternate Contact*
Lisa Anderson
Regulatory Affairs Manager
ConMed Corporation
525 French Road
Utica, N.Y. 13502
Phone: 315-624-3371
Fax: 315-624-3225
Email: lisaandersonc~iconmed.com
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C. Device Name

Trade Name: The ConMed ThermoGard® and ThermoGard® Plus ABC
Dispersive Electrodes

Common Name: Dispersive Electrodes
Classification Name: Electrosurgical cutting and coagulation device and

accessories
Regulation Number: 21 CFR 878.4400
Class: 11
Product Code: GEl
Panel: General and Plastic Surgery

D. Predicate Device

Thermouard®t and ThermoGard® Plus ABC Dispersive Electrodes
ConMed Corporation
5 10O(k) # K972628
Product Code: GET
Regulation Number: 878.4400

E. Device Description

The ConMed ThermoGard® and ThermoGard® Plus ABC Dispersive Electrode is
a single use, non-sterile dispersive electrode with a pre-attached cord. The
purpose of the return electrode is to complete the electrosurgical circuit between
the generator, the active electrode, and the patient. The ConMed ThermoGard®
and ThermoGard® Plus ABC Dispersive Electrode is designed for use with
electrosurgical generators equipped with either continuity monitors or contact
quality monitoring systems. The ConMed ThermoGardD and ThermoGard®o Plus
ABC Dispersive Electrode is composed of a non-conductive border adhesive
surrounding the entire conductive gel area to ensure full contact with the patient's
skin, and a pre-attached cordset.

F. Intended Use of Device

Both the proposed and predicate devices have the same intended use. The
ConMed ThermoGard® and ThermoGard® Plus ABC Dispersive Electrode is used
for the dispersion and return to the electrosurgical generator of therapeutic energy
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(RF) introduced to the patient at the active electrode during electrosurgical
procedures.

G. Technological Characteristics

The proposed devices are equivalent to the predicate devices in their
technological characteristics and performance. Both are designed for use with
electrosurgical generators equipped with either continuity monitors or contact
quality monitoring systems.

Both devices are designed to disperse and return therapeutic (RE) energy from the
patient back to the electrosurgical generator during electrosurgical procedures.

Both devices demonstrate compliance with applicable sections of AAMI / ANSI
ES6060 1-1:2005/(R) 2012 and C 1:2009/(R)20 12 A2:201 0/(R)20 12 Medical
electrical equipment - Part 1: General requirements for basic safety and essential
performance and LEG 6060 1-2-2 Edition 5.0: 2009 Medical electrical equipment -

Part 2-2: Particular requirements for the basic safety and essential performance of
high frequency surgical equipment and high frequency surgical accessories.
Materials analysis demonstrates the ConMed ThermoGard® and ThermoGard®'
Plus ABC Dispersive Electrode materials comply with the requirements of ISO
10993-1:2009 Biological Evaluation of Medical Devices Evaluation and Testing
within a Risk Management Process.

The proposed devices differ from the predicates with minor design changes
affecting dimensions, construction, and patient contacting materials.

H. Non-Clinical Testing
Design testing was performed to verify that none of the changed features would
affect equivalence. New patient contacting materials were tested per ISO 10993
and verified to be biocompatible.

1. Substantial Equivalence
The differences between the predicate device and the proposed device do not raise
any new issues of safety or efficacy. Supporting documentation per this
premarket submission confirms that the proposed ConMed ThermoGardo and
ThermoGard®g Plus ABC Dispersive Electrodes are substantially equivalent in
design, manufacturing materials, intended use, and technical characteristics to the
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predicate ConMed ThermoGard' and ThermoGard® Plus ABC Dispersive

Electrodes.
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DEPARTMENT OF HEALTH & HUMAN SERVICESPulcHatSeve

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - W066-G609
Silve Spring. MD 20993-W002

July 10, 2Q14
ConMed Corporation
Ms. Sandy LeClair
Regulatory Affairs Specialist
525 French Road
Utica, New York 1 3502

Re: K140658
Trade/Device Name: Thermogard & Thermogard Plus ABC dispersive electrodes
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical culling and coagulation device and accessories
Regulatory Class: Class II
Product Code: GEI
Dated: April 15, 2014
Received: April 21, 2Q14

Dear Ms. LeC lair:

We have reviewed your Section 5 10(k) premarket notification of 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: CDRI-i 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 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
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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forth in the quality systems (QS) reg,-ulIat ion (2 1 CFR Part 820); arid if applIicable, thle elIectronic
produLct radiation controlI provisions (Sect ions 53 1-542 ofIthle Act); 2 1 CER 1000-1050.

If you desire specific advice for yotir device on our labeling reguilation (21 CFR Part 801 ), please
contact the Division of Industry and ConsumIICr Education at its toll-fr-ee number (800) 638-2041
or (30 1) 796-7 100 or at its Internet address
hittp://www,%.la.iv/ Medicaill)cvices/RecsouireslbrIYou/lnduistr /dle'lhult.htrni. Also, please note
the regulation entitled. "Misbranding b 'y reference to premrarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events tinder the MDR regulation (2 1
CFR P'art 803). please go to

htt:/Aww.ld~uo/M d a IDcvice/S lcv/Rpota~ob cm/c ~inIt.Nmfor thle CDRIl's Office
Of Surveillance and Biometirics/Division of Postmarket Surveillance.

You may obtain other gneral information On your responsibilities tinder the Act from the
Division of Industry and ConsumerCI Education at its toll-free number (800) 638-2-04 1 or (301)
796-7100 or at its Internet address
hlttp://\\v\\\.Iftlaitov/Medical ]Devices/ReSOtrrlbCSr01You/lndtltstrv/det'iilt.lhtni.

Sincerely yours,

David Krause -S
for Binita S. Ashar, ML).. M.B.A., F.A.C.S.

Di rector
Division ofStirgical Devices
Office of Device Evaluation
Center for D~evices and

Radio logicad HeleIth

Enclosure
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Devtce Name
ConMed Thaemo~wdO and Thumio~rdO Plus ABC Dispersive Electodes

Indicatons for Use foeswme)
The Con~ed TermooardSl and Thenmoflud®I Plus ABC Dispersive Electrodes am wsed tribte dispersion and return to
the electrosurgical generator of therapeutic CR!) energy introduced to the patient at the active electrode during
eevivewical procedures.

Type of Use Maedt one or both, ns appictf)

S Presciption Use (Pert 21 CPA 801 Subpart D) 0Over-The-Counter Use (21 CFA 801 Subpart C)

PLEASE 00 NOT WRITE stLOW THIS LINE - CONTINUE ON A SEPARATE PACE IF NEEDED.

Concurrenoe of Center for Weoies and Radiological Heat (CORHI) (SV""h)

Joshua C. Nipper -S
This section applis only to requirements of the Paperwoirk Reduction Act of 1995,

*DO NOT SEND YOUR COMPLETED FORM TO THE PRtA STAFF EMAIL ADDRESS BELOW.'
The burden thie for ti~s collection of Iniformation Is estimated to average 79 hours per response, Inculg the
time to review Istructions, search existing data sous, gather end maintain the. data needed and complete
and review the colleduln of triformalli, Send commentS regarding this burden estmate or any other aspect
of tis information collection, Including suggestions for medudngi this burden, to:

Department of Hoehn and Human Services
Food and Drug AdMlclStrllon
Office of Cite Information Officer
Paerswork Reducton Act (PitA) Staff
PRAS~affWe.hh.qov

-An agency maey not conduct oraonao, and a Pers ft re quh-ed to r9sPond to. 8 collection Of
mfnaieon unless it dfaptya cons nily va~d OMG numbet

FORM FDA 3851 (1fl4) Page 1 of I lpp01W


