
Section 5 510(k) Summary

June 24, 2008 OCT 2 12008
A. Submitter's Name/1Address

Ronda K. Magneson
Director, Regulatory Affairs and Quality Assurance
Megadyne Medical Products, Inc.
11 506 South State Street
Draper, UT 84020
(801) 576-9669
(801) 576-9698 fax

B. Contact Person

Primary: Ronda K. Magneson
Director of Regulatory Affairs
Megadyne Medical Products, Inc.
11 506 South State Street
Draper, UT 84020
(801) 576-9669
(801) 576-9698 fax

Alternate: lhsan Samara
Quality Manager
Megadyne Medical Products, Inc.
11 506 South State Street
Draper, UT 84020
(801) 576-9669
(801) 576-9698 fax

C. Megadyne's Manufacturing Facility
Megadyne Medical Products, Inc.
1 1506 South State Street
Draper, UT 84020
(801) 576-9669
(801) 576-9698 fax
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D. Device Name

Common Name: Device, electrosurgical, cutting & coagulation &
accessories

Trade Name: E-Z Clean electrosurgical electrodes

Classification (if known): 21 CFR 878.4400, Electrosurgical cutting and
coagulation device and accessories

E. Predicate Devices

The predicate devices include American Medical Products' E-Z Clean Cautery Tip
which was cleared for marketing via 510(k) # K862221 by FDA's Office of Device
Evaluation on August 11, 1986; and Utah Medical Products' Epitome® Scalpel
electrode with ZapGuardT M which was cleared for marketing via 510(k) #K960255 on
March 27, 1996.

F. Applicant Device Description

The Megadyne E-Z Clean electrosurgical electrode is a monopolar electrosurgical
electrode that is coated with polytetrafluoroethylene (PTFE). It is insulated over the
majority of its exposed length. It is intended for general electrosurgical use, and is
designed to fit into and work in conjunction with an industry standard hand- or foot-
activated electrosurgical pencil which is connected to an electrosurgical unit or ESU.
This device is supplied sterile and is not intended to be reused.

The E-Z Clean electrosurgical electrodes are available in a number of tip
configurations and lengths. Tips such as standard blades, modified blades, needles,
blunt needles, ball-ends, and others are typical.

Some tip configurations (ACE blades) contain a slightly different geometry that will
enhance the affects of the generator's Advanced Cutting Effect (ACE) Mode. In this
mode, the blade will make skin incisions without the blanching or thermal damage
commonly seen with standard electrosurgery. The new E-Z Clean ACE Blade
provides a wound site that will heal similar to a scalpel wound (comparable
Histopathology) when used in conjunction with the ACE mode. When not being used
to perform skin incisions the ACE Blade functions as a standard E-Z Clean blade in
all cutting and coagulating modes.

This submission also includes the option of a guard or nosecone on some
configurations of electrodes. This nose cone provides additional dielectric protection
at the junction where the E-Z Clean electrosurgical electrode is connected to an
electrosurgical pencil.

G. Applicant Device Intended Use

E-Z Clean electrosurgical electrodes are intended to conduct radio frequency (RF)
current for cutting and coagulation from the electrosurgical generator to target soft
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tissue in a broad range of surgical procedures requiring the use of electrosurgery for
cutting and cauterization.

Some tip configurations have a specific geometry that minimizes blanching and
thermal damage in skin incisions when used in conjunction with the generator's
Advanced Cutting Effect (ACE) mode.

H. Technological Characteristics

The proposed device shares the same technological characteristics found in the
predicate devices. It is an electrosurgical electrode intended for electrosurgical cutting
and coagulation.

L Safety information

Questions of safety and effectiveness are the same for this device as they are for the
predicate devices and other electrosurgical electrodes on the market. There are no
new technologies incorporated into the device.

Megadyne has conducted extensive testing to ensure conformance to the voluntary
standard ISO 60601-2-2:2006, Medical electrical equipment, Part 2: Particular
requirements for the safety of high frequency surgical equipment, and ANSI / AAMI
HF 18-200 1, Electrosurgical Devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Megadyne Medical Products, Inc.
% Ms. Ronda K. Magneson OCT 2 1 2008
Director, Regualtory Affairs
11506 South State Street
Draper, Utah 84020

Re: K081791
Trade/Device Name: E-Z Clean electrosurgical electrosurgical electrodes
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical cutting and coagulation device and accessories
Regulatory Class: II
Product Code: GEl
Dated: October 9, 2008
Received: October 10, 2008

Dear Ms. Magneson:

We have reviewed your Section 510(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.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such 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
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); 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.
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Page 2 - Ms. Ronda K. Magneson

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health's (CDRH's) Office of Compliance at
(240) 276-0115. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH's Office of Surveillance and Biometric's (OSB's) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems
at (240) 276-3464. 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 (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Mark N. Melkerson
Director
Division of General, Restorative
and Neurological Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Section 4 Indications for Use Statement

510(k)Number(if!known): K081791

Device Name: E-Z Clean electrosurgical electrodes

Indications for use:

E-Z Clean electrosurgical electrodes are intended to conduct radio frequency (RF)
current for cutting and coagulation from the RE electrosurgical generator to target
soft tissue in a broad range of surgical procedures requiring the use of
electrosurgery for cutting and cauterization.

Some tip configurations have a specific geometry that minimizes blanching and
thermal damage in skin incisions when used in conjunction with the generator's
Advanced Cutting Effect (ACE) mode.

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of General, Restorative
and Neurological Devices

510(k) Number Vt: 1 [

Prescription Use x/ OR Over-The-Counter Use

(Per 21 CFR 801.109)
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Megadyne Medical Products, Inc.
% Ms. Ronda K. Magneson OCT 2 1 2008
Director, Regualtory Affairs
11506 South State Street
Draper, Utah 84020

Re: K081791
Trade/Device Name: E-Z Clean electrosurgical electrosurgical electrodes
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical cutting and coagulation device and accessories
Regulatory Class: II
Product Code: GEl
Dated: October 9, 2008
Received: October 10, 2008

Dear Ms. Magneson:

We have reviewed your Section 510(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.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such 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 fiuther 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
CFR Part 807); labeling (21 CFR Part 801); 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.
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Page 2 - Ms. Ronda K. Magneson

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health's (CDRH's) Office of Compliance at
(240) 276-0115. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH's Office of Surveillance and Biometric's (OSB's) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems
at (240) 276-3464. 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 (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Mark N. Melkerson
Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Section 4 Indications for Use Statement

5 10(k) Number (if known): _K081791

Device Name: -E-Z Clean electrosurgical electrodes

Indications for use:

E-Z Clean electrosurgical electrodes are intended to conduct radio frequency (RF)
current for cuffing and coagulation from the RF electrosurgical generator to target
soft tissue in a broad range of surgical procedures requiring the use of
electrosurgery for cutting and cauterization.

Some tip configurations have a specific geometry that minimizes blanching and
thermal damage in skin incisions when used in conjunction with the generator's
Advanced Cutting Effect (ACE) mode.

Concurrence of CDRH, Office of Device Evaluation (ODE)

51()Number- F 7~ 1261[

Prescription Use OI R Over-The-Counter Use___

(Per 21 CFRSO01.109)
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'DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administ-ra-tion
Center for Devices and
Radiological Health
office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

September 15, 2008 Rockville, Maryland 20850

MEGADYNE MEDICAL PRODUCTS, INC. 510(k) Number: K081791
11506 SOUTH STATE ST. Product: E-Z CLEAN
DRAPER, UT 84020 ELECTROSURGICAL
ATTN: RONDA K. MACMESON ELECTRODE

We are holding your above-referenced Premarket Notification (510(k))
for 30 days pening r7eceipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST cite your 510(k)
number and be sent in duplicate to the Document Mail Center (HFZ-401)
at the above letterhead address. Correspondence sent to any address
other than the one above will not be considered as part of your
official premarket notification submission. Also, please note the
new Blue Book Memorandum regarding Fax and E-mail Policy entitled,
"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on
current fax and e-mail practices at www.fda.gov/cdrh/ode/a02-0l.html.

The deficiencies identified represent the issues that we believe need
to be resolved before our review of your 510(k) submission can be
successfully completed. In developing the deficiencies, we carefully
considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial
equivalence of your device. we also considered the burden that may
be incurred in your attempt to respond to the deficiencies. We
believe that we have considered the least burdensome approach to
resolving these issues. If, however, you believe that information is
being requested that is not relevant to the regulatory decision or
that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the "A Suggested Approach to
Resolving Least Burdensome Issues" document. It is available on our
Center web page at: http://www.fda.gov/cdrh/modact/leastburdensome.html.
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TIf after 30 days the additional information (AI), or a request for anextension of time, is not received, we will discontinue review of yoursubmission and proceed to delete your file from our review system(21 CFR 807.87(1)). Please note our guidance document entitled,"Guidance for Industry and FDA Staff, FDA and Industry Actions onPremarket Notification (510(k)) Submissions: Effect on FDA ReviewClock and Performance Assessment". If the submitter does submit awritten request for an extension, FDA will permit the 510(k) to remainon hold for up to a maximum of 180 days from the date of the AI request.The purpose of this document is to assist agency staff and the deviceindustry in understanding how various FDA and industry actions that maybe taken on 510(k)s should affect the review clock for purposes ofmeeting the Medical Device User Fee and Modernization Act. You may reviewthis document at http://www.fda.gov/cdrh/mdufma/guidance/1219.htm .Pursuant to 21 CFR 20.29, a copy of your 510(k) submission will remain inthe Office of Device Evaluation. If you then wish to resubmit this510(k) notification, a new number will be assigned and your submissionwill be considered a new premarket notification submission.Please remember that the Safe Medical Devices Act of 1990 states thatyou may not place this device into commercial distribution until youreceive a decision letter from FDA allowing you to do so.
If you have procedural questions, please contact the Division of SmallManufacturers International and Consumer Assistance (DSMICA) at(240)276-3150 or at their toll-free number (800) 638-2041, or contact
the 510k staff at (240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisor Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and
Radiological Health

53
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and D-rug AdmIEinistra~tion
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-40
9200 Corporate Blvd.June 26, 2008 Rockville, Maryland 20850

MEGADYNE MEDICAL PRODUCTS, INC. 510(k) Number: K081791
11506 SOUTH STATE ST. Received: 25-JUN-2008
DRAPER, UT 84020 Product: E-Z CLEAN
ATTN: RONDA K. MAGNESON ELECTROSURGICAL

ELECTRODE

The Food and Drug Administration (FDA), Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification,
(510(k)), you submitted in accordance with Section 510(k) of the FederaFood, Drug, and Cosmetic Act(Act) for the above referenced product and
for the above referenced 510(k) submitter. Please note, if the 510(k)
submitter is incorrect, please notify the 510(k) Staff immediately. Wehave assigned your submission a unique 510(k) number that is cited abov
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. We will notify you whethe processing of your 510(k) has been completed or if any additional
information is required. YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL
DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (DMC) (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official 510(k)
submission.

On September 27, 2007, the President signed an act reauthorizing medica
device user fees for fiscal years 2008 - 2012. The legislation - theMedical Device User Fee Amendments of 2007 is part of a larger bill, thFood and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/cdrh/mdufma/index.html for more information regardinfees and FDA review goals. In addition, effective January 2, 2008, any
firm that chooses to use a standard in the review of ANY new 510(k) neeto fill out the new standards form (Form 3654) and submit it with their
510(k). The form may be found at
http://www.fda. gov/opacom/morechoices/fdaforms/F'DA-3654 .pdf.

A new provision of the Food and Drug Administration Amendments Act of
2007, 42 U.S.C. 282(j) (5) (B), requires that a certification form
(http://www.fda. gov/opacom/morechoices/fdaforms/FDA..3674 .pdf) accompany
all 510(k)/HDE/PMA submissions on or after December 26, 2007. You areresponsible for registering certain device clinical trials in the
Clinical Trials Data Bank (http://prsinfo.clinicaltrials.gov) . If your
submission does not include FDA Form 3674, please send 2 hardcopies ofthe completed certification form referencing the submission number
identified above. Additional information about the new certification

tLiq
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form may be found at the following link to the Federal Register Notice
(http://www.fda.gov/OHRMS/DOCKETS/98 fr/07-6023.htm).

Please note the following documents as they relate to 510(k) review:
l)Guidance for Industry and FDA Staff entitled, "Interactive Review for
Medical Device Submissions: 5l0(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements". This guidance can be found at
http://www.fda.gov/cdrh/ode/guidance/l65s.pdf. Please refer to this
guidance for information on a formalized interactive review process.
2)Guidance for Industry and FDA Staff entitled, "Format for Traditional
and Abbreviated 510(k)s". This guidance can be found at
www.fda.gov/cdrh/ode/guidance/1567.html. Please refer to this guidance
for assistance on how to format an original submission for a Traditiona
or Abbreviated 510 (k).

In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, you will save FDA
resources and may help reviewers navigate through longer documents more
easily. Under CDRH's e-Copy Program, you may replace one paper copy of
any premarket submission (e.g., 510(k), IDE, PMA, HDE) with an electron
copy. For more information about the program, including the formatting
requirements, please visit our web site at
www. fda.gov/cdrh/elecsub.html.

Lastly, you should be familiar with the regulatory requirements for
medical devices available at Device Advice www.fda.gov/cdrh/devadvice/"1
If you have questions on the status of your submission, please contact
DSMICA at (240) 276-3150 or the toll-free number (800) 638-2041, or at
their Internet address http://www.fda.gov/cdrh/dsma/dsmastaf. html. If
you have procedural questions, please contact the 510(k) Staff at
(240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
office of Device Evaluation
Center for Devices and Radiological Heal
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

June 25, 2008 Rockville, Maryland 20850

MEGADYNE MEDICAL PRODUCTS, INC. 510(k) Number: K081791
11506 SOUTH STATE ST. Received: 25-JUN-2008
DRAPER, UT 84020 User Fee ID Number: 6037142
ATTN: RONDA K. MAGNESON Product: E-Z CLEAN

ELECTROSURGICAL
The Food and Drug Administration (FDA) Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification you
submitted in accordance with Section 510(k) of the Federal Food, Drug,
and Cosmetic Act (Act) for the above referenced product. We have
assigned your submission a unique 510(k) number that is cited above.
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by the
Medical Device User Fee and Modernization Act of 2002 (MDUFMA) and the
FDA Amendments Act of 2007 (FDAAA) (Public Law 110-85), authorizes FDA
to collect user fees for certain types of 510(k) submissions. The
submission cannot be accepted for review until the fee is paid in full
therefore, the file has been placed on hold. When your user fee payment
has been received , review of the 510(k) will resume as of that date.
Alternatively, you may request withdrawal of your submission. Please
send a check to one of the addresses listed below:

By Regular Mail By Private Courier(e.g.,Fed Ex, UPS, etc.)

Food and Drug Administration U.S. Bank
P.O. Box 956733 956733
St. Louis, MO 63195-6733. 1005 Convention Plaza

St. Louis, MO 63101
(314) 418-4983

The check should be made out to the Food and Drug Administration
referencing the payment identification number, and a copy of the User Fee
Cover sheet should be included with the check. A copy of the Medical
Device User Fee Cover Sheet should be faxed to CDRH at (240)276-4025
referencing the 510(k) number if you have not already sent it in with
your 510(k) submission. After the FDA has been notified of the receipt
of your user fee payment, your 510(k) will be filed and the review will
begin. If payment has not been received within 30 days, your 510(k) will
be deleted from the system. Additional information on user fees and how
to submit your user fee payment may be found at www.fda.gov/oc/mdufma.

tl&

Records processed under FOIA Request # 2013-2972; Released by CDRH on 08-17-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



In all future premarket submissions, we encourage you to provide anelectronic copy of your submission. By doing so, you will save FDAresources and may help reviewers navigate through longer documents more
easily. Under CDRH's e-Copy Program, you may replace one paper copy ofany premarket submission (e.g., 510(k), IDE, PMA, or HDE) with anelectronic copy. For more information about the program, including theformatting requirements, please visit our web site at
www.fda.gov/cdrh/elecsub. html.

Please note that since your 510(k) has not been reviewed, additionalinformation may be required during the review process and the file may beplaced on hold once again. If you are unsure as to whether or not youneed to file a 510k Submission with FDA or what type of submission tosubmit, you should first telephone the Division of Small Manufacturers,International and Consumer Assistance (DSMICA), for guidance at(240) 276-3150 or its toll-fee number (800)638-2041, or contact them attheir Internet address www.fda.gov/cdrh/dsma/dsmastaf.html, or you maysubmit a 513(g) request for information regarding classification to theDocument Mail Center at the address above. If you have any questionsconcerning receipt of your payment, please contact Christina Zeender at
Christina.Zeender~fda.hhs.9 ov. If you have questions regarding thestatus of your 510(k) Submission, please contact DSMICA at the numbers or
address above.

Sincerely yours,

Diane M. Garcia
Public Affairs Specialist
Office of Device Evaluation
Center for Devices and
Radiological Health
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Aproval
FOOD AND DRUG ADMINISTRATION 0MB No. 9010-0120

Expiration Date: August 31, 201 0.CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See 0MB Statement on page 5.
Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known)
6/4/2008 

* -ire.T A m11-hM1 6
PMA PMA & HIDE Supplement PDP 510(k) MeetingEloriginal Submission El Regular (1 80 day) ElOriginal PDP Original Submission: El Pre-5 10~(K) MeetingEl Premarket Report El Special ElNotice of Completion Traditional ElPre-IDE MeetingEl Modular Submission ElPanel Track (PMA Only) El1 Amendment to PDP El1 special ElPre-PMA MeetingEl Amendment El30-day Supplement ElAbbreviated (Complete E1 Pre-PDP MeetingEl Report ElI 30-day Notice section I, Page 5) El Day 1 00 MeetingEl Report Amendment LI 135-day Supplement ElAdditional Information El Agreement MeetingEl1 Licensing Agreement El Real-time Review El Third Party El Determination MeetingEl1 Amendment to PPM El Other (specify):

&HDE Supplement
ElOther

IDE Humanitarian ~Device C-lass -IIExemp~tion Petition Evaeluation of A-utomatic OhrS~ubmission
Exemption (HIDE) Class Ill Designation

Eloriginal Submission El Original Submission El1 Original Submission (De Novo) El 513(g)Amendment nAmendment F1Additional Information El Original Submission El Other
ElSupplement El1 Supplement F- diinlIfrain(describe submission):

El1 Report
____ ____ ____ ____ _ E Report Amendment

Have you used or cited Standards in your submission? El Yes ElNo (If Yes, p/ease complete Section t, Page 5)

Company I Institution Name Establishment Registration Number (if known)
Megadyne Medical Products i1721194

Division Name (if applicable) PoeNme icuigae oe
(801 ) 576-9669

Stre AdesFAX Number (including area code)
11506 South State Street( 801 ) 576-9698

City Stt I Province ZI/osa Code Cou-ntry~Draper UT 8402 USA

Contact Name
Ronda K. Magneson

Contact Title CnatEmiAdress
Director of Regulatory Affairs rmgeo~eayne.comn

Company / Institution Name
same as above

Division Name (if apibl)Pone Number (including area code)

ntact Title Contact E-mail Adress
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[] Withdrawal H] Change in design, component, or [ Location change:
F] Additional or Expanded Indications specification: Manufacturer

Request for Extension [ Software / Hardware Sterilizer
I Post-approval Study Protocol [] Color Additive H Packager

F Request for Applicant Hold [] Material
F]Request for Removal of Applicant Hold H Specifications
[ Request to Remove or Add Manufacturing Site Other (specify below)

[] Process change: [] Labeling change: H] Report Submission:
[] Manufacturing [] Indications [] Annual or Periodic
H Sterilization [] Instructions [] Post-approval Study
F Packaging H] Performance [] Adverse Reaction
[] Other (specify below) [ Shelf Life H Device Defect

[] Trade Name H Amendment

[] Response to FDA correspondence: Other (specify beow) Change in Ownership

H] Change in Correspondent
[] Change of Applicant Address

H Other Reason (specify):

*[I-"] 0-*L =a1to I

F] New Device [] Change in: F] Repose to FDA Letter Concerning:
New Indication [] Correspondent I Applicant El Conditional Approval
Addition of Institution [] Design / Device [] Deemed Approved

[ Expansion / Extension of Study [] Informed Consent [] Deficient Final Report
[] IRB Certification [ Manufacturer [] Deficient Progress Report
[ Termination of Study [] Manufacturing Process H Deficient Investigator ReportH] Withdrawal of Application H] Protocol - Feasibility [] Disapproval
[] Unanticipated Adverse Effect [ Protocol - Other [ Request Extension of
[] Notification of Emergency Use E Sponsor Time to Respond to FDA
[1 Compassionate Use Request Fl Request Meeting1 Compassionateent ID Report submission: H Request Hearing
EH Treatmuen AIDess F Current Investigator

C A Annual Progress Report
F Site Waiver Report
L Final

LI Other Reason (specify):

F] New Device H] Additional or Expanded Indications [ Change in Technology

Other Reason (specify):
Add the option of EO sterilization
Add an optional guard or nosecone
Changes in labeleing related to the use of a specific geometry of electrode in a specific generator CUT mode for skin incisions
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Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
i~GEl 21 31 4 safety and effectiveness information

E] 510 (k) summary attached
6 _L7 I[8 510 (k) statement

,rmation on devices to which substantial equivalence is claimed (if known)

510(k) Number Trade or Proprietary or Model Name Manufacturer

1 K862221 1 E-Z Clean Cautery Tip 1 American Medical Products

2 K960255 2 Epitome® Scalpel electrode with
2a~arT 2 Utah Medical ProductsZapGuardTM

3 3 3

4 4 4

55 5

6 6 6

1 0 ****~~~~~~:1Rl ia II0128 F111 A 1111 *~go *II.f

Common or usual name or classification

Electrosurgical cutting and coagulation device and accessories

Trade or Proprietary or Model Name for This Device Model Number

1 E-Z Clean Electrosurgical Electrode 1 TBD

2 2

3 3

4 4

5 5

FDA document numbers of all prior related submissions (regard/ess of outcome)
1 2 3 4 5 6

7 8 9 10 11 12

Data Included in Submission
E Laboratory Testing Animal Trials [] Human Trials

*~~~~~ .- SI A * 5 *'' ,5 ,

Product Code C.F.R. Section (if applicable) Device Class
GE1 21 CFR 878.4400

[] Class I Class II
Classification Panel E] Class Ill [ UnclassifiedGEI-General and Plastic Surgery

Indications (from labeling)
E-Z Clean electrosurgical electrodes are intended to conduct radio frequency (RF) current for cutting and coagulation from the RE electrosurgical

erator to target tissue in a broad range of surgical procedures requiring the use of electrosurgery for cutting and cauterization.

Some tip configurations have a specific geometry that minimizes blanching and thermal damage in sking incisions when used in conjuction with the
generator's Advanced Cutting Effect (ACE) mode.
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Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

Original ~Facility Establishment Identifier (FF1) Number Mnfcue otatSeiie
Original 1721194 ZMnfcue otatSeiieLiAdd E Delete Contract Manufacturer E Repackager I Relabeler

Company / Institution Name EtbIshment Registration Number
Megadyne Medical Products 1721194

Division Name (if applicable) Phone Number (including area code)
801 ) 576-9669

Street Address FAX Number (including area code)
11506 South State Street ( 801 ) 576-9698

City State / Province ZIP/Postal Code Country
Draper IUT 84020 USA

Contact Name Contact Title Contact E-mail Address
Ronda K. Magneson Director of Regulatory Affairs nmagnesonmegadyne.com

Facility Establishment Identifier (FE]) Number
[] Original [] Manufacturer []1 Contract Sterilizer
[] Add [] Delete [] Contract Manufacturer [] Repackager / Relabeler
Company/Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

( )
Street Address FAX Number (including area code)

( )
City State / Province ZIP/Postal Code Country

Contact Name Contact Title Contact E-mail Address

LII Original Facility Establishment Identifier (FEI) Number H Manufacturer H Contract Sterilizer
H Add [] Delete [] Contract Manufacturer [] Repackager / Relabeler
Company/Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

( )
Street Address FAX Number (including area code)

( )
City State/ Province ZIP/Postal Code Country

itact Name Contact Title Contact E-mail Address
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Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard"
statement.

Standards No. Standards Standards Title Version
Organization

HF-18 AAMI Electrosurgical Devices 2001
1

Standards No. Standards Standards Title Version
Organization

60601-1 IEC Medical Electrical Equipment- General 2005
2 Requirementsfor basic safety and essential

performance

Standards No. Standards Standards Title Version
Organization

60601-2-2 IEC Medical Electrical Equipement - Particular 2006
3 Requirements for the safety of high frequency

surgical equipement

Standards No. Standards Standards Title Version Date
Organization

11135-1 ISO Sterlization of healthcare products - Ethylene Oxide 2007
4 - Requirements for development, validation, and

routing control of a sterlization process for medical
devices.

Standards No. Standards Standards Title Version Date
Organization

10993 ISO Biological evaluation of medical devices - Part 1 2003 AND 1995
Evaluation and testing AND Part 7: Ethlyene oxide
sterlization residuals

Standards No. Standards Standards Title Version Date
Organization

11607 ISO Packaging for terminally sterlized devices 2006
6

Standards No. Standards Standards Title Version Date
Organization

D4169 ASTM Standard Practice for Performance Testing of 2005
7 Shipping Containers and Systems

Please include any additional standards to be cited on a separate page.

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searchingexisting data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burdenestimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Food and Drug Administration
CDRH (HFZ-342)
9200 Corporate Blvd.
Rockville, MD 20850

,Fn agency may not conduct or sponsor, and a person is not required to respond to, a collecton of information unless it displays a currently valid GMB control

FORM FDA 3514 (9107) 
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Section 1 Medical Device User Fee Cover Sheet (Form FDA 3601)

DEPARTMENT OF HEALTH AND HUMAN SERVICESFOOD AND DRUG ADMINISTRATIONPAYMENT iDENTIFICATION NUMBER: 
MEDICAL DEVICE USER FEE COVERt SHEET Write the Payment identification number on your check.
A completed cover sheet must accompany each original application or supplement subject to fees. If payment Is sent by U.S. mail orcouner, please include a copy of this completed form with payment. Payment and mailing instructions can be found at
httpJ/www.fda.gov/oc/mdufmatcovenrseetst.

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) Ronda Magneson

2.1 E-MAIL ADDRESS
MEGADYNE MEDICAL PRODUCTS INC rmagneson~megadyne-com
11506 SOUTH STATE STREET
DRAPER UT 84020 2.2 TELEPHONE NUMBER (include Area code)
US 801-5769669-805

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
801-5769698

3. MARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: http:/Iw~w.tda.gov/dc/mcufma

Select an aonlicatton tvye 3.1 Select one of the types below
[X] Premarket notification(510(k)); except for third party IXj Original Application
I 113(g) Request for Information Supplement Types:

[ Biologics License Application (BLA) [J Efficacy (BLA)
I1 Premarket Approval Applicatioo (PMA) [ Panel Track (PMA, PMR, PDP)
I Modular PMA [ Real-Time (PMA, PMR. PDP)
[I Product Development Protocol (PDP) []180-day (PMA. PMR, PDP)
[j Premarket Report (PMR)
[I Annual Fee for Periodic Reporting (APR)
11 30-Day Notice

4. ARE YOU A SMALL BUSINESS? (See the instructions for more Information on determining this status)
JX] YES, I meet the small business cnteria and have submitted the required NO, I am not a small businessqualiying documents to FDA
4.1 It Yes, please enter your Small Business Decision Number: SBD088318

5. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO. CHECK THE
APPLICABLE EXCEPTION.
[ I This application Is the first PMA submitted by a qualified small business, [ J The sole purpose of the application Is to support

including any affiliates. parents, and partner firms conditions of use for a pediatric population
I I This biologics application is submItted under secion 351 of the Public [ I The application is submitted by a state or federalHealth Service Act for a product licensed for further manufacturing use only government entity for a device that is not to be distributed

commercially

6. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN APEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (if so, the application Is
subject to the fee that applies for an original premarket approval application (PMA).)

[lYES [X NO
7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

24-Jun-2008
PF., M 3,01 (01 2004)
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Section 2 Screening Checklist for all 510(k) Submissions

5 10(k) Number:

The cover letter clearly identifies the type of 510(k) submission as (Check the appropriate
box):

El Special 510(k) - Do Sections l and 2

0 Abbreviated 510(k) - Do Sections 1, 3 and 4

0 Traditional 5 10(k) or no identification provided - Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present Inadequate or
Missing

Cover letter, containing the elements listed on Yes (7)
page 3-2 of the Premarket Notification [510)]
Manual.

Table of Contents. Yes (1)

Truthful and Accurate Statement. Yes (14)

Device's Trade Name, Device's Classification Yes (8)
Name and Establishment Registration Number.

Device Classification Regulation Number and Yes (8)
Regulatory Status (Class I, Class II, Class III or
Unclassified).

Proposed Labeling including the material listed Yes (29)
on page 3-4 of the Premarket Notification
[510)] Manual.

Statement of Indications for Use that is on a Yes (10)
separate page in the premarket submission.

Substantial Equivalence Comparison, including Yes (24)
comparisons of the new device with the
predicate in areas that are listed on page 3-4 of
the Premarket Notification [510)] Manual.

510(k) Summary or 5 10(k) Statement. Yes (11)

Megadyne Medical Products, Inc. Page 4 of 105
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Present Inadequate or
Missing

Description of the device (or modification of Yes (20)
the device) including diagrams, engineering
drawings, photographs or service manuals.

Identification of legally marketed predicate Yes (19)
device.

Compliance with performance standards. [See Yes (39)
Section 514 of the Act and 21 CFR 807.87
(d).]

Class III Certification and Summary. N/A

Financial Certification or Disclosure Statement N/A
for 510(k) notifications with a clinical study.
[See 21 CFR 807.87 (i)]

510(k) Kit Certification N/A

Section 2: Required Elements for a SPECIAL 5 10(k) submission: N/A

Section 3: Required Elements for an ABBREVIATED 510(k)* submission: N/A

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL 510(k)
submissions (If Applicable):

Present Inadequate or
Missing

a) Biocompatibility data for all patient- Yes (36)
contacting materials, OR certification of
identical material/formulation:

b) Sterilization and expiration dating Yes (35)
information:

i) sterilization process Yes (35)

ii) validation method of sterilization process Yes (35)

iii) SAL Yes (35)

iv) packaging Yes (35)

v) specify pyrogen free N/A

vi) ETO residues Yes 35)

vii) radiation dose Yes (35

Megadyne Medical Products, Inc. Page 5 of 105
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Present Inadequate or
Missing

c) Software Documentation: N/A

Items with checks in the "Present but Deficient" column require additional information
from the sponsor. Items with checks in the "Missing" column must be submitted before
substantive review of the document.

Passed Screening Y es No

Reviewer:

Concurrence by Review Branch:

Date:
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: GuA YNE

Section 3 Cov'er Letter

June 24, 2008

Food and Drug Administration
Center for Devices and Radiological Health
510 (K) Document Mail Center (HFZ-401) U!J[ :
9200 Corporate Blvd.
Rockville, Maryland 50208

Attention: Document Control Clerk

RE: 510(k) Notification

Megadyne Medical Products, Inc. hereby notifies the Food and Drug Administration of its

intent to market the device described below. This device is not exempt from 510(k) by

regulation or policy. It is subject to review by CDRH.

This 510(k) includes all of the information needed to process this Traditional 510(k)

application according to 21 CFR 807.87, the "checklist" under the refuse-to-accept policy,

and other guidance documents known at the time of submission. Please refer to the table

of contents for a listing of the information included in this 510(k) and its location. The

basis of this submission is a modification of a legally marketed device that would not

otherwise qualify for a Special 5 10(k).

Please note that Megadyne's intent with this submission is to include all E-Z Clean

Electrosurgical Electrodes (excluding laparoscopic) and thereby update the original

510(k) submission to current configurations. The design changes to this family of

products that require 510(k) notification include:

* option of EO sterilization

* addition of an optional guard or nosecone

* changes to Labeling regarding use of the E-Z Clean ACE blade for skin

incisions

In addition, various insignificant changes to the product specifications and labeling are

included in the information provided for this review but do not influence equivalency.
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The following list of information is intended to assist the initial reviewer in routing and
for compliance to 21 CFR 807.87.

Submitter's Name / Address Ronda K. Magneson

Director, Regulatory Affairs
Megadyne Medical Products, Inc.
11506 South State Street
Draper, UT 84020
(801) 576-9669
(801) 576-9698 fax

Primary Contact: Same as above

Alternate Contact: Ihsan Samara
Manager, Quality Assurance
Megadyne Medical Products, Inc.
11506 South State Street
Draper, UT 84020
(801) 576-9669
(801) 576-9698 fax

Device Name (Common Name): Device, electrosurgical, cutting & coagulation &
accessories

Device Name (Proprietary Name): E-Z Clean electrosurgical electrodes

Classification Name: 21 CFR 878.4400 Electrosurgical cutting and
coagulation device and accessories

Classification Panel: GEl, General and Plastic Surgery

Class: 2

Tier: II

Establishment Registration Number: 1721194

Performance Standards: None established under section 514 of the Federal
Food, Drug, and Cosmetic Act.

ANSI / AAMI HF 18-2001 and IEC 60601-2-2:2006
are voluntary performance standards for
electrosurgical devices.
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Substantial Equivalence: These electrosurgical electrodes are substantially
equivalent to American Medical Products' E-Z Clean
Cautery Tip 5 10(k) # K862221, and Utah Medical
Products' Epitome® Scalpel electrode with
ZapGuard' TM 510(k) #K960255. (See the Section 12
entitled "Substantial Equivalence Discussion")

The following table addresses the principal factors about the design and use of the device:

Question Yes No

Is the device intended for prescription use (21 CFR 801 Subpart D)? '1

Is the device intended for over-the-counter use (21 CFR 807 Subpart C)?

Does the device contain components derived from a tissue or other biologic ,
source?

Is the device provided sterile? x/

Is the device intended for single use? x

Is the device a reprocessed single use device? 4
If yes, does this device type require reprocessed validation data? N/A

Does the device contain a drug?

Does the device contain a biologic?

Does the device use software? 4
Does the submission include clinical information? x

Is the device implanted? 4

The subject of this 5 10(k) application is a low-risk device that is substantially equivalent
to the predicate devices listed and there are no significant questions of safety and efficacy.
We hope that you will concur with this conclusion and speedily return a substantially
equivalent decision.

Best Regards,

Ronda K. Magneson
Director, Regulatory Affairs

Megadyne Medical Products, Inc. Page 9 of 105
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Section 4 Indications for Use Statement

5 1 0(k) Number (if known): ________________________

Device Name: E-Z Clean electrosurgical electrodes

Indications for use:

E-Z Clean electrosurgical electrodes are intended to conduct radio frequency (RE)

current for cutting and coagulation from the RF electrosurgical generator to target

tissue in a broad range of surgical procedures requiring the use of electrosurgery
for cutting and cauterization.

Some tip configurations have a specific geometry that minimizes blanching and
thermal damage in skin incisions when used in conjunction with the generator's

Advanced Cutting Effect (ACE) mode.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use__ OR Over-The-Counter Use___

(Per 21 CFR 80l.109)
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Section 5 510(k) Summary

June 24, 2008

A. Submitter's Name /Address

Ronda K. Magneson
Director, Regulatory Affairs and Quality Assurance
Megadyne Medical Products, Inc.
11506 South State Street
Draper, UT 84020
(801) 576-9669
(801) 576-9698 fax

B. Contact Person

Primary: Ronda K. Magneson
Director of Regulatory Affairs
Megadyne Medical Products, Inc.
11506 South State Street
Draper, UT 84020
(801) 576-9669
(801) 576-9698 fax

Alternate: Ihsan Samara
Quality Manager
Megadyne Medical Products, Inc.
11506 South State Street
Draper, UT 84020
(801) 576-9669
(801) 576-9698 fax

C. Megadyne's Manufacturing Facility
Megadyne Medical Products, Inc.
11506 South State Street
Draper, UT 84020
(801) 576-9669
(801) 576-9698 fax
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D. Device Name

Common Name: Device, electrosurgical, cutting & coagulation &
accessories

Trade Name: E-Z Clean electrosurgical electrodes

Classification (if known): 21 CFR 878.4400, Electrosurgical cutting and
coagulation device and accessories

E. Predicate Devices

The predicate devices include American Medical Products' E-Z Clean Cautery Tip
which was cleared for marketing via 5 1 0(k) # K862221 by FDA's Office of Device
Evaluation on August 11, 1986; and Utah Medical Products' Epitome® Scalpel
electrode with ZapGuard'T which was cleared for marketing via 5 10(k) #K960255 on
March 27, 1996.

F. Applicant Device Description

The Megadyne E-Z Clean electrosurgical electrode is a monopolar electrosurgical
electrode that is coated with polytetrafluoroethylene (PTFE). It is insulated over the
majority of its exposed length. It is intended for general electrosurgical use, and is
designed to fit into and work in conjunction with an industry standard hand- or foot-
activated electrosurgical pencil which is connected to an electrosurg-ical unit or ESU.
This device is supplied sterile and is not intended to be reused.

The E-Z Clean electrosurgical electrodes are available in a number of tip
configurations and lengths. Tips such as standard blades, modified blades, needles,
blunt needles, ball-ends, and others are typical.

Some tip configurations (ACE blades) contain a slightly different geometry that will
enhance the affects of the generator's Advanced Cutting Effect (ACE) Mode. In this
mode, the blade will make skin incisions without the blanching or thermal damage
commonly seen with standard electrosurgery. The new E-Z Clean ACE Blade
provides a wound site that will heal similar to a scalpel wound (comparable
Histopathology) when used in conjunction with the ACE mode. When not being used
to perform skin incisions the ACE Blade functions as a standard E-Z Clean blade in
all cutting and coagulating modes.

This submission also includes the option of a guard or nosecone on some
configurations of electrodes. This nose cone provides additional dielectric protection
at the junction where the E-Z Clean electrosurgical electrode is connected to an
electrosurgical pencil.

G. Applicant Device Intended Use

E-Z Clean electrosurgical electrodes are intended to conduct radio frequency (RE)
current for cutting and coagulation from the electrosurgical generator to target tissue
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in a broad range of surgical procedures requiring the use of electrosurgery for cutting
and cauterization.

Some tip configurations have a specific geometry that minimizes blanching and
thermal damage in skin incisions when used in conjunction with the generator's
Advanced Cutting Effect (ACE) mode.

H. Technological Characteristics

The proposed device shares the same technological characteristics found in the

predicate devices. It is an electrosurgical electrode intended for electrosurgical cutting
and coagulation.

L Safety information

Questions of safety and effectiveness are the same for this device as they are for the

predicate devices and other electrosurgical electrodes on the market. There are no
new technologies incorporated into the device.

Megadyne has conducted extensive testing to ensure conformance to the voluntary

standard ISO 60601-2-2:2006, Medical electrical equipment, Part 2: Particular
requirements for the safety of high frequency surgical equipment, and ANSI / AAMI
HIF 18-2001, Electrosurgical Devices.
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Section 6 Premarket Notification Truthful and Accurate Statement

[As required by 21 CFR 807.87(j)]

I certify' that, in my capacity as the Director of Regulatory Affairs of Megadyne Medical
Products, Inc., I believe to the best of my knowledge, that all data and information

submitted in the premarket notification are truthful and accurate and that no material fact
has been omitted.

Ronda K. Magneson

(Typed Name)

9i JJ<Y~

K (Dated)

I certify that, in my capacity as the V.P. of Engineering, Megadyne Medical Products,
Inc., I believe to the best of my knowledge, that all data and information submitted in the

premarket notification are truthful and accurate and that no material fact has been
omitted.

(Signature)

Thomas F. Aramayo

(Typed Name)

6~ %dc
(Dated)

(Premarket Notification [5 10(k)] Number)
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Section 7 Class III Summary and Certification

This section does not apply. The proposed device is Class II.
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Section 8 Financial Certification or Disclosure Statement

This section does not apply. This submission does not include information from clinical

studies. Form 3674 is included in Appendix D.
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Section 9 Declaration of Conformity

Megadyne Medical Products, Inc. (Megadyne) declares that the E-Z Clean electrosur-ical

electrode conforns to the relevant provisions of the following standards and is in

accordance with Megadyne's Quality Management System as verified by internal and

external testing:

ANSI / AAMI I-F 18:2001, Electrosurgical Devices

IEC 60601-1-1:2000, Medical Electrical Equipment - Part ]: General

Requirements for Safety

IEC 60601-2-2:2006, Medical Electrical Equipment - Part 2: Particular

Requirements for the Safety of High Frequency Surgical Equipment

ISO 10993-1:2003, Biological Evaluation of medical devices - Part 1: Evaluation

and Testing

ISO 10993-7:1995, Biological Evaluation of Medical Devices - Part 7 Ethylene

Oxide Sterilization Residuals

ISO 1 1 135-1:2007, Sterilization of healthcare products - Ethylene Oxide -

Requirements for development, validation and routing control of a sterilization

process for medical devices

ISO 11607-1:2006, Packaging/for terminally sterilized devices - Part 1:

Requirements for materials, sterile barrier systems and packaging systems

ISO 11607-2:2006, Packaging for terminally sterilized devices - Part 2:

Validation Requirements for Jbrming, sealing, and assemblyprocesses

ASTM D4169:2005, Standard Practice for Performance Testing of Shipping

Containers and Systems

This document certifies that Megadyne has completed extensive testing to assure product

conformance to these voluntary standards. Conformance with the requirements of the

above standards has been demonstrated using the methods specified by the standard, as

they apply to accessories as defined on FDA Form 3654, located in Appendix C of this

submission.

Signed:

Director, Regulatory k~sir

Date

Vie,.lre siden, ,Engineefing Date
/
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Section 10 Executive Summary

In the U.S. there are approximately 36 million surgical procedures performed each year,

85% (30 Million) of which use electrosurgery to cut and coagulate tissue. Monopolar

electrosurgery is the most popular method of electrosurgery because it allows the surgeon

to both cut and coagulate tissue. In the monopolar mode current passes from the active

electrode through the patient's body to the patient return electrode and back to the
generator to complete the circuit. For an electrosurgical effect to occur current must flow.

Therefore current must flow from the generator to the patient and back to the generator.

A break in the circuit will not allow current to flow.

Cutting and coagulation is affected by the active electrosurgical electrode due to the very

high energy densities at the tip. Bums do not occur at the patient return electrode site

because the energy is dispersed over a sufficient area to prevent a significant build-up of
heat under the pad.

Electrosurgical pencils, hand- or foot- activated devices, are routinely used in the

operating room to deliver radio frequency current from the generator to the surgical site.

Most electrosurgery is accomplished using blade electrodes.

When the "CUT" switch is activated, a lower voltage, pure sine wave current is delivered

to the surgical site to affect the cutting of tissue. The continuous delivery of the current

causes the cells to heat, burst, and separate. As a result, the target tissue is cut with no
hemostasis.

When the "COAG" switch is activated, higher voltages in an interrupted waveform are

delivered through the pencil. This causes the tissue cells to heat and dehydrate, not burst.

By dehydrating the cells, a coagulurrn is formed which creates hemostasis.

More than 20 years ago Megadyne (formerly American Medical Products) developed the

E-Z Clean line of electrodes, or cautery tips (K862221). E-Z Clean non-stick cautery tips

are coated with a PTFE coating that reduces eschar build up and allows for cleaner, safer
electrosurgery.

In more recent years, Megadyne introduced to the market a high quality, innovative yet

easy to use electrosurgical generator (K050579). One differentiating feature of

Megadyne's MEGA Power electrosurgical generator is the ACE Mode (Advanced

Cutting Effect). The ACE Mode is a derivative of a cut mode in the electrosurgical
generator. The ACE Mode delivers a specially designed waveformn to fully emulate the

cutting effect of a surgical scalpel (no hemostasis).

The proposed device includes some tip configurations with a specific geometry to
enhance the effects of the ACE mode without causing the blanching and thermal damage

typically seen with use of standard electrosurgical electrodes when making skin incisions.

When not being used to perform skin incisions, the ACE Blade will function as a

standard E-Z Clean electrosurgical electrode in all cutting and coagulating modes.
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Use of the E-Z Clean ACE Blade and ACE mode to perform skin incisions will provide
clinicians with a safer environment in which to work as sharp scalpels are removed from
the procedure.

A. Predicate Devices

The predicate devices include American Medical Products' E-Z Clean Cautery Tip
which was cleared for marketing via 5 10(k) # K862221 by FDA's Office of Device
Evaluation on August 11, 1986; and Utah Medical Products' Epitome' Scalpel
electrode with ZapGuard TM which was cleared for marketing via 510(k) #K960255 on
March 27, 1996.

B. Proposed Device

The proposed device is identical in device operating principle and intended use. It
also shares similarities in design, materials and construction.

A device comparison table outlining the differences and similarities between the
proposed device and the predicates is provided in Section 12, Substantial Equivalence
Discussion.

The applicant device is a low-risk device that is substantially equivalent to the predicate
devices listed and there are no significant questions of safety and efficacy.
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Section 11 Device Description

(See Figures A, B, and C below)
The Megadyne E-Z Clean electrosurgical electrode is a monopolar electrosurgical
electrode that is coated with polytetrafluoroethylene (PTFE). It is insulated over the
majority of its exposed length. It is intended for general electrosurgical use, and is
designed to fit into and work in conjunction with an industry standard hand- or foot-
activated electrosurgical pencil which is connected to an electrosurgical generator or
ESU.

(See Figure A below) The device consists of a formed stainless steel rod (1) that is coated
with PTFE at the distal end (2) and insulated over most of its length with polyolefin
insulation (3). The flat, or blade, end of the electrode conducts the energy from a
standard high-frequency electrosurgical generator to the target tissue. Modified
configurations also include an extension of PTFE insulation that surrounds all but the
distal 3-5 mm of the electrode tip (4) focusing the current and minimizing the likelihood
of damage to surrounding tissues. The proximal end fits into a standard electrosurgical
handpiece.

Figure A

The E-Z Clean electrosurgical electrodes are available in a number of tip configurations
and lengths. Tips such as standard blades, modified blades, needles, blunt needles, ball-
ends, and others are typical.

This submission also includes the option of a guard or nosecone on some configurations
of blades (5). This nose cone provides additional dielectric protection at the junction
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where the E-Z Clean electrosurgical electrode is connected to an electrosurgical pencil.
(See Figure B below)

Figure B

Some tip configurations (see Figure C below) contain a slightly different geometry that
involves a thinning of the blade towards the outer edges that will enhance the effects of
the ACE Mode (reference 51Ok #K050579). In this mode, the new tip geometry oftheE-
Z Clean electrode (ACE Blade) will make skin incisions without the blanching or thermal
damage commonly seen with standard electrosurgery.

C

Figure C

This new geometry will provide a wound site that heals similar to a scalpel wound, i.e.
comparable Histopathology (see test report), when used in conjunction with the ACE
mode. When not being used to perform skin incisions, the ACE Blade will function as a
standard E-Z Clean electrosurgical electrode in all cutting and coagulating modes.

Typical lengths and tip configurations include:
Catalog Number Description
0009 E-Z Clean ball electrode, 5"
0012 E-Z Clean flat blade electrode, 2.5"
0012A E-Z Clean flat blade electrode, 2.75"
0012AM E-Z Clean flat blade electrode, 2.75", modified
0012M E-Z Clean flat blade electrode, 2.5", modified
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Catalog Number Description
ACE 0012 ACE flat blade electrode, 2.5"
ACE 0012A ACE flat blade electrode, 2.75"
0012AMD E-Z Clean flat blade electrode, 2.75", modified, with nose cone
0012MD E-Z Clean flat blade electrode, 2.5", modified, with nose cone
0013 E-Z Clean needle electrode, 2.75"
0013M E-Z Clean needle electrode, 2.75", modified
0013MD E-Z Clean needle electrode, 2.75", modified, with nose cone
0014 E-Z Clean flat blade electrode, 6.5"
0014A E-Z Clean flat blade electrode, 4"
00 14AM E-Z Clean flat blade electrode, 4", modified
0014M E-Z Clean flat blade electrode, 6.5", modified
0014AMD E-Z Clean flat blade electrode, 4", modified, with nose cone

0014MD E-Z Clean flat blade electrode, 6.5", modified, with nose cone
0015 E-Z Clean ball electrode, 2"
0016 E-Z Clean needle electrode, 6"
0016A E-Z Clean needle electrode, 4", step-down
0016AM E-Z Clean needle electrode, 4", step-down, modified
0016M E-Z Clean needle electrode, 6", modified
0028 E-Z Clean needle electrode, 5.75", bayonet
0028M E-Z Clean needle electrode, 5.75", bayonet, modified
0029 E-Z Clean Flat Blade electrode, 6.25", bayonet
0029M E-Z Clean Flat Blade electrode, 6.25", bayonet, modified
0066 E-Z Clean flat blade electrode, 2.5", All-in-One
01 13A E-Z Clean needle electrode, 4.5", blunt needle
C1 17 E-Z Clean flat blade electrode, 12cm
C I 17M E-Z Clean flat blade electrode, 12cm, modified
0118 E-Z Clean, Sharp Needle, 2"
0118A E-Z Clean, Sharp Needle, 2.5"
0113 E-Z Clean, Blunt Needle, 2.75"
0113 M E-Z Clean, Blunt Needle, 2.75", modified

0119 E-Z Clean MEGAfine 45 degree Needle
01 19A E-Z Clean MEGAfine 45 degree Needle, 3mm
0120 E-Z Clean MEGAfine 90 degree Needle
0121 E-Z Clean MEGAfine Needle Electrode, 6.5"

Sample drawings of the proposed device, including packaging configuration, are provided

in Appendix A of this submission.

A. Device Intended Use

E-Z Clean electrosurgical electrodes are intended to conduct radio frequency (RF)

current for cutting and coagulation from the electrosurgical generator to target tissue

in a broad range of surgical procedures requiring the use of electrosurgery for cutting

and cauterization. The device is intended for single use; it is not intended to be
cleaned or reused.

Some tip configurations have a specific geometry that minimizes blanching and

thermal damage in skin incisions when used in conjunction with the generator's

Advanced Cutting Effect (ACE) mode.
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B. Discussion of device installation

in use, this device is inserted into a hand- or foot-activated electrosurgical pencil that
is connected to an electrosurgical generator. Megadyne recommends in the
Instructions for Use that users familiarize themselves with the performance of the
ACE Blade and ACE mode combination by practicing their technique on appropriate
tissue simulations to determine the anticipated scalpel-like cutting characteristics.

C. Discussion of device operating principle

E-Z Clean electrosurgical electrodes are accessory devices to electrosurgical
generators. They are intended to conduct radio frequency (RE) current for cutting and
coagulation from the electrosurgical generator to target tissue in a broad range of
surgical procedures requiring the use of electrosurgery for cutting and cauterization.
The non-stick coating reduces eschar build up and allows for cleaner, safer
electrosurgery.

The optional guard or nosecone provides an additional dielectric insulating layer to
protect the user and patient from shock or burn due to unintentional direct or indirect
contact with the joint between the electrode and the handpiece.

The cut mode in electrosurgery uses lower voltages and sends a pure sine waveform
to affect the cutting or tissue. The continuous uninterrupted delivery of the current
causes the cells to heat, burst and separate with no hemostasis. The ACE mode is a
"CUT" mode derivative. The ACE Blade provides a unique tissue dispersive
geometry that will work in conjunction with the aforementioned ACE Mode
insomuch that this matched combination will generate a clinical effect of making skin
incisions with minimal to no blanching or thermal damage, thus emulating a cold
scalpel.

This new geometry will provide a wound site that heals similar to a scalpel wound,
i.e. comparable Histopathology (see test report), when used in conjunction with the
ACE mode. When not being used to perform skin incisions, the ACE Blade will
function as a standard E-Z Clean electrosurgical electrode in all cuffing and
coagulating modes. In addition, the clinician will have a safer environment in which
to work as sharp scalpels will be removed from the procedure.
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Section 12 Substantial Equivalence Discussion

This device is substantially equivalent to the American Medical Products' E-Z Clean

Cautery Tip (K86222 1) and Utah Medical Products' Epitome' Scalpel electrode with

ZapGuard1 M (K960255). Listed below is a comparison of the features of the proposed

device and the predicate devices.

A. Comparison table of the proposed device and the predicate devices

Intended use to be used in any same
application which requires
electrosurgical cufting or
coagulation

Electrode 300 series stainless steel same Stainless Steel, Ceramic,

Material and tungsten wire

Insulation Polyolefin and PTFE Polyolefin Polyolefin

Material

Coating Material PTFE PTFE none

Guard Material Silicone none Silicone

Configurations Various including blade, same Blade

available needle, and ball end
electrodes

Sterilization Radiation - Gamma Radiation - Gamma EO

EO

Compatibility Standard 3/32" shaft same same

Single use yes same same

Conforms with yes same same

IEC 60601-2-2

B. Discussion of similarities

The proposed device is similar to the predicate devices in configuration, intended use,

technology, performance, and operation principle.
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C. Discussion of differences

The only difference as identified in the table above is the insulating material used
on certain configurations of the Megadyne electrode is a combination of
polyolefin and PTFE, whereas the material used on the predicate device is
polyolefin. The PTFE material was selected for some modified configurations as
a more durable material than polyolefin.

The addition of PTFE insulation is an insignificant change that does not require
the submission of a new 5 10(k) according to the FDA guidance document
Deciding When to Submit a 510(k) for a Change to an Existing Device, dated
January 10, 1997, since the material is biocompatible, and provides sufficient
insulation strength to meet the requirements of ANSI / AAMI HF18-2001.

D. Substantial Equivalence Decision-Making Process Flowchart

The 510(k) Substantial Equivalence Decision-Making Process Flowchart used by
ODE in evaluating 510(k) notifications follows, with the applicable decision points
highlighted in gray and explained in the table following the chart.
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Decision-Making Process Answer Remarks
Flowchart step

New Device Is Compared Yes The proposed device is substantially equivalent

To Predicate Device to Megadyne Medical Products' E-Z Clean
Cautery Tip (K862221) and Utah Medical
Products' Epitome® Scalpel electrode with
ZapGuardl TM (K960255).

Does New Device Have Yes The new device has the same indication

Same Indication statement as the predicate device. Ref.

Statements'? "Indication for Use" statement, Section 4.

New Device Has Same
Indication Statements And
May Be "Substantially
Equivalent"

Does New Device Have No The proposed device shares the same

Same Technological technological characteristics found in the

Characteristics (e.g., predicate devices but utilizes different materials.

Design, Materials, Etc.)? Ref. Section 12, Substantial Equivalence
Discussion.

Could The New Yes The changes which are the subject of this 510(k)

Characteristics Affect involve material changes. Those changes require

Safety Or Effectiveness? examination of the impact, if any, on the device
safety or effectiveness.

Do the characteristics raise No The differences are discussed in Section 12

new types of safety or entitled "Substantial Equivalence Comparison".

effectiveness questions? The differences do not raise any new types of
safety or effectiveness questions.

Do accepted scientific Yes Industry Standards exist and testing of the

methods exist for assessing proposed device ensures conformance with

effects of the new these standards. Ref. Sections 9, Declaration of

characteristics? Conformance and SectionI 8, Performance
Testing.
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Decision-Making Process Answer Remarks
Flowchart step

Are performance data Yes Megadyne certifies that performance data is

available to assess effects of available and the device conforms to the
new characteristics? applicable standards. Ref. Section 9,

Declarations of Conformance, Section 15,
Biocompatability, and Section 18, Performance
Testing - Bench.

Performance Data Yes Performance data demonstrates substantial
Demonstrate Equivalence? equivalence. The changes do not affect the

safety and effectiveness of the device. Ref.
Section 9, Declarations of Conformance,
Section 15, Biocompatability, and Section 18,
Performance Testing - Bench..

"Substantially Equivalent" The device is substantially equivalent to the
Determination predicate device.
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Section 13 Proposed Labeling

Labeling for the E-Z Clean electrosurgical electrodes consists of the pouch label, box

label, and the accompanying Instructions for Use (IFU). Advertising literature is

undetermined at this point. All labels will be developed in accordance with Megadyne's

standard label control and approval procedures.

Examples of the proposed device draft labeling follow in this section. A sample of the

predicate device IFUs are provided in Appendix B.

A. Box Labels

Figure D below illustrates the box label for devices that are sterilized by exposure to

Gamma radiation.

cTF ACEl1 4 AC-L CLEAN
6.5" /165mm FLECTOSURGICAL TIP

~~ CEV
0050

3%k~s~t~ rFSTERILE R

QIyI12 LOT XXXXX 4c1>30614559102972

Figure D

Figure E below illustrates the box label for devices that are sterilized by exposure to

Ethylene Oxide.

Ag 0012 MD N STICK E[ECTROSLCGICAL
TIP WITH NOSE CONE

2.5" / 64m

cE
0050

® SsngloLU. CvdY STERILE" EQ'

RN d US, PO. 4,785.807Pflor ~o U,.

'LOT-' x x x Xx {l) 1 (16145591 294 7

Figure E
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B. Unit Labels
Figure F below illustrates a typical unit label for devices that are sterilized by

exposure to Gamma radiation.

It I MEGADYNE" R9.
onDaper, Utah 84020 USA

no6®ACE5 AC i2
aeoom00 2 RVx xxx-M-XX CAl/R[T

Figure F

Figure G below illustrates a typical unit label for devices that are sterilized by

exposure to Ethylene Oxide.

r~ape; IUth 84020 AT O M~

Figure G

C. Device Instructions for Use

The following illustrates the Instructions for Use for the E-Z Clean electrosurgical

electrodes with and without the nose cone.

MEGADYNE®
11506 SOUTH STATE STREET

DRAPER, UTAH 84020 USA
Phone: +1 (801)576-9669 +1 (800)747-6110 (USA)

Fax: +1 (801) 576-9698 +1 (888) 747-8774 (USA)

E-Z CLEAN Electrosurgical Electrodes

E-Z CLEAN electrosurgical electrodes are intended to conduct radio frequency (RF)

current for cutting and coagulation from the RE electrosurgical generator to target tissue

in a broad range of surgical procedures requiring the use of electrosurgery for cuffing and

cauterization.

INSTRUCTIONS FOR USE
E-Z CLEAN electrosurgical electrodes are coated with PTFE to reduce eschar buildup

and aid in the easy removal of eschar with a damp gauze or sponge.
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E-Z CLEAN electrosurgical electrodes are designed to fit most electrosurgical pencils
and other electrosurgical accessories. Prior to use, ensure the electrode has the proper

compatibility and fit with the accessory.

To place the E-Z CLEAN Electrosurgical electrodes into an electrosurgical
accessory:

1. Ensure the accessory is not connected to the generator.
2. Fully insert the electrode into the accessory. Make sure the insulating sleeve fits

securely inside the accessory. If the electrode is equipped with a protective nose
cone make sure the electrode fully seats in the pencil.

3. If the insulating sleeve does not fit securely inside the accessory, do not use the
electrode.

4. Some electrodes are supplied with a tip protector. If a tip protector is present,
remove prior to use.

WARNINGS

* When not in use, store active electrodes in an electrically insulated container.
* If the E-Z CLEAN electrosurgical electrode is equipped with a protective

nosecone. Do not remove the nosecone.
* Electrosurgical electrodes that are activated or hot from use can cause a fire;

do not place them near or in contact with flammable materials and
substances (e.g. drapes, flammable gases, endotracheal tubes, etc).

* Electrosurgery should not be used to perform circumcisions.
* Use the lowest possible power settings to achieve the desired effect.

CAUTIONS

* These devices are intended for single use only. Properly discard after use.
Do not resterilize.

· E-Z CLEAN blade electrodes can be bent up to approximately 600. The use
of instruments to modify the electrode and / or excessive bending may
damage the coating or the electrode.

* Do not use a scratch pad or other abrasive cleaner to remove eschar. This
may damage the PTFE coating.

· If the electrode or coating is damaged discard the electrode.
* Refer to the generator manufacturer's operating manual for proper usage of

electrosurgical generator(s).
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* Activate electrodes when in contact, or in close proximity to target tissue to
avoid the possibility of unintended tissue damage.

* Federal (USA) law restricts this device to sale by or on the order of a
physician.

STERILE IEQR

® Do Not Use [ Poc koe Is Damaged

® Latex fre

C
0050

Below illustrates the Instructions for Use for the ACE Blade electrosurgical
electrode:

MEGADYNE®
11506 SOUTH STATE STREET

DRAPER, UTAH 84020 USA
Phone: +1 (801) 576-9669 +1 (800) 747-6110 (USA)
Fax: +1 (801) 576-9698 +1 (888) 747-8774 (USA)

ACE BLADE Electrosurgical Tips

E-Z Clean electrosurgical electrodes are intended to conduct radio frequency (RF) current

for cutting and coagulation from the RF electrosurgical generator to target tissue in a

broad range of surgical procedures requiring the use of electrosurgery for cutting and
cauterization.

Some tip configurations have a specific geometry that minimizes blanching and thermal

damage in skin incisions when used in conjunction with the generator's Advanced
Cutting Effect (ACE) mode.

Megadyne recommends clinicians familiarize themselves with the performance of the
ACE Blade and ACE mode combination by practicing their technique on appropriate
tissue simulations to determine the anticipated scalpel-like cutting characteristics.

INSTRUCTIONS FOR USE

1. The ACE blade in ACE Mode can be used at any stage of a surgical procedure to
dissect tissue where little to no thermal damage is desired. The ACE blade can be
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used as a standard electrosurgical blade in coagulate modes or blended modes
during the procedure, alleviating the need to change electrosurgical blades.

2. ACE BLADE Electrosurgical tips are coated with PTFE to reduce eschar buildup
and aid the easy removal of eschar with a damp gauze or sponge

3. ACE BLADE Electrosurgical tips are designed to fit most electrosurgical pencils
and other electrosurgical accessories. Prior to use, ensure the electrode has the
proper compatibility and fit with the accessory.

4. To use ACE Blade for scalpel-like effect, place generator in ACE Mode.

5. Incisions may be made using a single pass technique or multiple passes.

6. Cutting with the ACE blade requires very little downward pressure to penetrate
the skin and relatively little pressure when compared to a cold scalpel.

7. Each pass should be made using a determined stroke not pausing at any point in
the course of the incision. Moving slowly through the tissue does not increase
the cutting ability of the ACE blade and may cause thermal damage.

8. For skin incisions, prior to making contact activate the ACE Mode by pressing the
yellow cut button on the pencil.

To place the ACE BLADE Electrosurgical tips into an electrosurgical accessory:

I.Ensure the accessory is not connected to the generator.
2. Fully insert the electrode into the accessory. Make sure the insulating sleeve fits

securely inside the accessory.
3. If the insulating sleeve does not fit securely inside the accessory, do not use the

electrode.
4. Some electrodes are supplied with a tip protector. If a tip protector is present,

remove prior to use.

WARNINGS

• When not in use, store active electrodes in an electrically insulated container.
* Electrosurgical tips that are activated or hot from use can cause a fire; do not

place them near or in contact with flammable materials and substances (e.g.
drapes, flammable gases, endotracheal tubes, etc).

* Electrosurgery should not be used to perform circumcisions.
* Use the lowest possible power settings to achieve the desired effect.

CAUTIONS

* These devices are intended for single use only. Properly discard after use.
Do not resterilize.
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* ACE BLADE Electrosurgical tips can be bent up to approximately 60'. The
use of instruments to modify the electrode and / or excessive bending may
damage the coating or the electrode.

* Do not use a scratch pad or other abrasive cleaner to remove eschar. This
may damage the PTFE coating.

* If the electrode or coating is damaged discard the electrode.
* Refer to the generator manufacturer's operating manual for proper usage of

electrosurgical generator~s).
* For non-skin incisions, activate the electrodes when in contact, or in close

proximity to target tissue to avoid the possibility of unintended tissue
damage.

* Moving slowly through the tissue does not increase the cutting ability of the

ACE blade and may deliver excessive energy to surrounding tissues causing

unwanted thermal damage to the incision edges.

* Federal (USA) law restricts this device to sale by or on the order of a physician.

ISTERILE IEQ
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Section 14 Sterilization and Shelf Life

The proposed device will be supplied sterile with the option of being sterilized by either

of two traditional sterilization methods. The most commonly used method will be

exposure to Co-60 radiation, in accordance with ISO 11137-1 Sterilization of health care

products - Requirements for validation and routine control - Radiation sterilization, and

AAMI/TIR 33, Radiation Sterilization-Substantiation of 25 kGy as a Sterilization Dose-

Method VD Max. The product is validated to a Sterility Assurance Level (SAL) of 10-6.

the minimum dose for achieving this SAL is 25 kGy.

The modified configurations, with the PTFE insulation addition, will be sterilized by

exposure to 100% Ethylene Oxide in accordance with ISO 11135-1 Sterilization of health

care products - Ethylene oxide - Requirements for development, validation and routine

control of a sterilization process for medical devices, and ISO 10993-7 Biological

Evaluation of Medical Devices - Part 7 Ethylene Oxide Sterilization Residuals. This

product will be validated to a Sterility Assurance Level (SAL) of 10-6 using the following

cycle that will be validated with a minimum of four half cycles and three full cycles:

24 hours preconditioning at 110 ± 1 0°F

Three Nitrogen washes
Chamber Temperature 120 °F
Vacuum Level 2.0 inHg
Steam Addition 1.5 inHg
Gas Injection 11.0 inHg
Full cycle Gas Dwell 3 hours

Aeration for 24 hours
Maximum residual level of EO 20mg
Maximum residual level of ECH 12mg

The E-Z Clean electrodes will be packaged in a TyvekO - polyester chevron peel pouch,

or Multivac Tyvek - Eva-Surlyn-Eva peel pouch, as both are commonly accepted in

medical devices as an effective form of sterile barrier packaging. This packaging is the

same as the predicate devices and is validated according to the requirements of ISO

11607:2006, PackagingJbr Terminally Sterilized Medical Devices and ASTM D4169-05,

Standard Practice for Performance Testing of Shipping Containers and Systems, for a

shelf life of 5 years.

The application of these standards is outlined individually in the FDA 3654 forms located

in Appendix C.
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Section 15 Biocompatibility

The materials used in the proposed device include:

Substrate (base electrode 300 Series Stainless Steel
material)

Shaft and Tip Insulation (all Polyolefin
electrodes)

Electrode coating PTFE (Polytetrafluoroethylene)

Printing (angled electrodes will Ink, (Marabu TPU970)
not be printed)

End Cap Vinyl (Green)

Modified Electrode Distal PTFE
Tip Insulation (Select versions)

Nose Cone Silicone

As identified in the substantial equivalence discussion (Section 12), the proposed device
materials of construction are essentially the same as the predicate devices with the

exception of the extended length of PTFE insulation on some configurations of modified
electrodes.

Megadyne has completed biocompatibility testing of this device, including the new

material, to ensure it is biocompatible in accordance with ANSI/AAMI/ISO 10993-

1:2003, Biological evaluation of medical devices- Part 1: Guidance on selection of tests,

as it applies to tissue/bone/dentin communicating devices with limited contact duration.

The specific tests performed are identified below with a summary of the results and the

reference test number(s):

Test Performed Summary of Results Reference Test Report
Number(s)

Cytotoxicity (Agar Overlay) Minimal Cytotoxic Response Nelson Laboratories 416881

Irritation (Intracutaneous Non-irritant Nelson Laboratories 414644
Reactivity)

Sensitization (Magnusson Negligible Sensitivity Nelson Laboratories 414643
Kligman Method) Response
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Section 16 Software

This section does not apply. The proposed device does not contain software.
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Section 17 Electromagnetic Compatibility and Electrical Safety

Megadyne has conducted extensive testing of the device to ensure its conformance to the

applicable requirements of IEC 60601-1:2005 Medical Electrical Equipment - Part]1:

General Requirements for Safety, JEC 60601-5-5:2006 Medical Electrical Equipment -

Particular Requirements fbr the safety of high frequency surgical equipment, and ANSI/
AAMI HF-18:2001, Electrosurgical Devices. This product meets or exceeds the
requirements of these standards.

The Declaration of Conformance to these standards is provided in Section 9 Declaration
of Conformity.

The application of these standards is outlined individually in the FDA 3654 forms located
in Appendix C.
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Section 18 Performance Testing - Bench

A. Standards Conformance and in vitro Performance Testing

Megadyne has conducted extensive testing of the device to ensure its conformance to

the voluntary standard ANSI / AAMI HF-18:2001, Electrosurgical Devices. The

clauses of the standard which apply to accessories are:

1. Section 4.1.4.1, Labeling

Conformance with the first requirement of the standard, Labeling, is ensured

through Megadyne's standard labeling control and approval procedures.

2. Section 4.2.5.1, Dielectric withstand, 60 Hz

Conformance with the dielectric withstand requirement has been demonstrated
using the method specified by the standard. The device performs within the
requirements of the standard.

3. Section 4.2.5.4, Dielectric withstand of accessories

Conformance with the dielectric withstand of accessories requirement has been
demonstrated using the method specified by the standard. The device performs
within the requirements of the standard.

4. Section 4.3.4, Shipping Temperature

Conformance with the shipping temperature requirement has been demonstrated

using the method specified by the standard. The device performs within the
requirements of the standard.

5. Section 4.3.5, Operating Conditions
Conformance with the operating conditions requirement has been demonstrated
using the method specified by the standard. The device performs within the

requirements of the standard.

The Declaration of Conformance to this and other electrical performance standards is
provided in Section 9 Declaration of Conformity.

The application of these standards is outlined individually in the FDA 3654 forms located

in Appendix C.
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Section 19 Performance Testing - Animal

Following is a study summary of animal testing, with associated appendices, related to
the use of the ACE Blade and ACE mode.
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Study Summary

Ryan D. Lewis MD MIIA

Chief Medical Officer, Megadyne Medical Products Inc.

May 28, 2008
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APPENDIX A
STUDY PROTOCOL
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Study Protocol 

August 7, 2007

Megadyne Medical Products Inc.

11506 South State Street

Draper, Utah 84020
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APPENDIX B
FINAL PATHOLOGY REPORT
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FINAL PATHOLOGY REPORT

STUDY TITLE:
Histopathology of Incision Sites Created by Different Devices: Porcine Study (Non-GLP)

TEST ARTICLE IDENTIFICATION:
Scalpel

Standard Cautery
Prototype Cautery

SPONSOR
Megadyne Medical Products, Inc.

11506 South State Street
Draper, UT 84020

SUBMITTED BY:

SUBMITTED TO:

REPORT DATE:
11-29-07

I of7
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Section 20 Performance Testing - Clinical

This submission does not rely on nor does it include any data from clinical trials.
Reference FDA Form 3674 in Appendix D.

The following is a review of scientific literature related to the use of electrosurgery in
skin incisions.
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Literature Review: Diathermy use in cutaneous incisions

Ryan D. Lewis MD MHA: Chief Medical Officer, Megadyne Medical Products Inc.

May 22, 2008

While electrosurgery has become an essential surgical technology, historically there has

been a reluctance to make cutaneous incisions stemming from concerns about excessive

scaring, delayed healing and increased infection when compared to cold scalpel incisions.

Modem electrosurgical generators can produce distinct radio frequency wave forms each

having a different surgical effect. Advances in electronics allow the production of a pure

sinusoidal "cut" wave form. In contrast to the "coagulate" modes, the cut mode allows

tissue cleavage with minimal thermal damage to surrounding tissue. Early studies using

what today would be considered outdated electrosurgical technology, revealed concerns

about wound healing after skin incision using electrosurgery." These concerns centered

around delayed healing, excessive scaring and potential for increased infection. With the

advent of modem electronics, wave modulation has evolved to include a pure sinusoidal

format able to vaporize tissue with minimal collateral thermal damage. Some bias

against using electrosurgery for skin incisions continues to be propagated today.4

More recent studies using modern electrosurgicat generators able to produce a pure

sinusoidal cut wave have demonstrated that concerns about using electrosurgery for skin

incisions are unfounded. (1-3, 5-8)
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In 1982, Allan and colleagues studied the strength of abdominal incisions in 348 Wistar

rats half of the group undergoing incision with scalpel and half electrosurgery.1 They

found no difference between the seventh and tenth postoperative day between individuals

undergoing scalpel incisions and those receiving electrosurgical incisions. The seventh to

the tenth day was mentioned in this study as the time period when dehiscence is likely to

occur.

Vore and colleagues compared skin incisions in a porcine model made with scalpel,

standard cut mode electrosurgical incision and a novel electrosurgical electrode tip

designed to focus energy with less thermal damage than a standard tip in cut mode. 8

Study endpoints included wound strength at 14 days, thermal tissue damage at time 0 and

histological analysis of wound healing characteristics at 14 and 28 days. At 14 days, both

electrosurgical devices demonstrated lower burst strength than scalpel incisions but at 28

days those differences were resolved. Histological analysis at 14 and 28 days showed

similar healing between the novel electrosurgical electrode and scalpel with standard

electrosurgery causing more fibroplasias indicating a slight delay in wound organization.

Wound strength tests and time delayed histological analysis results were supported by the

TO analysis of incisional margin damage. What is described in the paper as the "zone of

coagulation necrosis" was measured in millimeters from the incision edge to normal

tissue. A 2:1:0 ratio was noted between standard electrosurgical cut mode, the novel

electrosurgical electrode and scalpel respectively. This study demonstrates advances in
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electrosurgical technology which more closely approximates cutaneous incisions made

with a cold scalpel.

Several human studies have been done which demonstrate the utility of electrosurgery for

cutaneous incisions. Dixon and Watkins studied 84 consecutive patients undergoing

either inguinal heriorrhaphy or open cholecystectomy randomized to incisions made with

a scalpel or incisions made with an electrosurgical needle used in cut mode after scoring

the incision with a scalpel.3 Endpoints for this study included ease of use, post operative

pain and cosmetic appearance of the healed cutaneous wound. Dixon and Watkins found

incision with electrosurgery to be significantly faster than scalpel. There were few wound

complications over all. There was no significant difference in postoperative pain scores

between the two groups. Interestingly subjective cosmetic assessment of the healed

incisions showed a preference for the electrosurgery incisions at 6 weeks over those made

by the scalpel. It is however unclear if the evaluators were blinded to the assigned group.

Kearns and colleagues randomized 100 consecutive patients undergoing elective midline

laparotomy to either electrosurgical incision or scalpel.6 All layers were incised with

either scalpel or electrosurgery. Electrosurgery was used for hemostasis in both groups.

Wound related pain scores and the number of days patient controlled analgesia (PCA)

required were recorded by blinded observers. Wound complications were recorded by an

observer blinded to the method of incision. Kearns and colleagues found a significant

reduction in pain scores in the electrosurgery group at postoperative days 1 and 2 as
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compared to patients in the scalpel incision group. No significant difference was noted

on the 3rd day and subsequent days. PCA requirement was significantly less in the

electrosurgery group. Total wound complications were few and there was no significant

difference between groups. These investigators felt that there was a significant advantage

to using electrosurgery for midline incisions when comparing the endpoints of wound

healing and postoperative discomfort.

B. Sheikh studied patients undergoing neurosurgical procedures.7 Each of the 177 skin

incisions included in the study were divided in half and half of the incision was made

with cold scalpel and the other half with micro-needle electrosurgery. Wound edges were

immediately inspected for differences in appearance between the segment made with

scalpel and that made by electrosurgery. Other parameters noted were the time of

incision and wound inspection on postoperative days 1, 3 and 14. Electrosurgical

incisions were found to take less time than scalpel incisions on average. When inspecting

the wound edges for viability, color, presence of char, and dermal peeling, there was no

macroscopic difference between scalpel and electosurgery. Also, no differences in

healing were noted between the two halves of the incision during the postoperative

inspection at days 1, 3 and 14. Dr. Sheikh concluded that electrosurgery is both "safe and

useful" for cutaneous incision in neurosurgical procedures.

In a group of 125 consecutive patients scheduled for tension-free inguinal hernioplasty,

Chrysos and colleagues compared incisions made with either electrosurgery or cold

scalpel. 2 Measured parameters included blood loss during skin incision, postoperative
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pain requiring analgesics, presence of wound dehiscence, and postoperative wound

infection on day of discharge, the day of staple removal and at 1 month follow up. The

investigators found no difference in blood loss between the groups. Postoperative

analgesia use was approximately twice as much in the scalpel incision group as compared

to patients undergoing electrosurgical incisions during the first 2 days. No difference was

noted between the groups wound healing characteristics at the time of discharge, removal

of the staples and at 1 month follow up. Chrysos and colleagues indicated that this study

"clearly supported the use of electocautery in performing skin incisions".

In summary, the studies described above support the equivalence and potential

advantages of using electrosurgery for skin incisions when compared to cold scalpel. No

differences in wound healing or wound strength were noted between these two

modalities. Potential benefits of electrosurgery over scalpel include postoperative pain

reduction and time required to make the incision. New technologies related to

electrosurgery have decreased or eliminated the tissue effect gap between electrosurgical

incisions and scalpel incisions.
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Form Approved: 0MB No. 0910-0120; Expiration Date: 8131/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 51 0(k) that references
a national or international standard. A separate report is required for each standard referenced in the 51 0(k).

TYPE OF 510O(K) SUBMISSION

B- Traditional FB Special B1 Abbreviated

STANDARD TITLE 1

ANSIIAAMI HFI 8 - Electrosurgical Devices - 2001

Please answer the following questions Yes No

Is this standard recognized by FDA 2?. ................................................... B

FDA Recognition number.# 006

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in t e 5 0 k ? . .. . . ..th e. .. . . . .. . . . .. . . . .. . . . .. . . . .. . . . .. . . . .. . . . .. . . . .. . . . .. . . . .. . . . .. . . . .. . .B

Is a summary repor t4 describing the extent of conformance of the standard used included in the
5 1 0 (k . . .. . . . . . ...). . . .. . . . . . . . . . . . .. . . . . . .. . . . . . .. . . . . . .. . . . . . .. . . . . . .. . . . . . .. . . . . . .. . .B -
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

)es this standard include acceptance criteria'? ......................................... B.... B
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard'? ......................
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard'? ........... .... B
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5'? .. B........ - B

Were deviations or adaptations made beyond what is specified in the FDA 35'? ..................
If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard'? ................................................ B
If yes, report these exclusions in the summary report table.

Is there an FDA guidance6 that is associated with this standard'? .................................
If yes, was the guidance document followed in preparation of this 510k'?............................

Title of guidance: __

IThe formatting convention for the title is: [SIDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards

2Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.htmI utilized during the development of the device.
http:I/ww.accessdata.fda.gov/scripts/cdrh/cfdocslcfStandardsl The supplemental inform-ation sheet (SIS) is additional information
search.cfmn which is necessary before FDA recognizes the standard. Found at
The summary report should include: any adaptations used to adapt http:/ww-.accessdata.fda.gov/saiptslcdrhlcfdocs/cfstandards/search.cfm
to the device under review (for example, aiternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.govlcdrh/guidance. html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE 1;

STANDARD TITLE
NSI/AAMI1 HFI 8 -ELECTROSURGICAI DEVICES - 2001

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
1-3 Scope, Normative References, and Terms and Definitions z Yes H- No H- N/A

TYPE OF DEVIATION OR OPTION SELECTED"
N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

SECTION NUMBER SECTION TITLE CONFORMANCE?
4 Requirements ~YesD[]No DN/A

TYPE OF DEVIATION OR OPTION SELECTED~
4.1 Labeling; 4.2.5.1 Dielectric Withstand 60 Hz; 4.2.5.4 Dielectric Withstand of Accesories; 4.3.4 Shipping Temperatures; 4.3.5 Operating Conditions

DESCRIPTION
Used methods for active electrodes

JUSTIFICATION
Device is an active electrode and is NOT a generator and therefore is only required to meet the standard as it applies to active electrodes.

-PECTION NUMBER SECTION TITLE CONFORMANCE?
Tests z Yes H) No HN/A

TYPE OF DEVIATION OR OPTION SEUECTED'~
N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

*For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under 'justification." Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under "type of deviation or option selected," 'description" and 'justification' on the
report. More than one page may be necessary.

"Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
tine for reviewing instructions, searching existing data sources, gathering and maintaining, the data needed, and
completing and reviewing the collection of inifornation. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, NMI 20850

An agency mnay not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB con trol number.
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31110

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 61 0(k) that references
a national or international standard. A separate report is required for each standard referenced in the 51 0(k).

TYPE OF 510(K) SUBMISSION

El Traditional ~ ]Special ElAbbreviated
STANDARD TITLE1

JEC 60601-1-2005 - Medical Electrical Equipment - General requirements for basic safety and essential performance

Please answer the following questions Yes No

Is this standard recognized by FDA 2,........................................................ E

FDA Recognition number 3 ........... # 5-4

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in t e 5 1 ( ) .. . ..the. . . .. . . . ... . .. ..51. . .. . . .. . .. .. . . ... . .. . . . . . .. .... . . . .. . . .. . ... . . .. . . .. . .Z

Is a summary report 4describing the extent of conformance of the standard used included in the
5 1 0 k0 . . . .. . . . . . . .. . . . . . . .. . . . . . . .. . . . . . ..). . . . . . . .. . . . . . . .. . . . . . . .. . . . ..... . . . . . . .. . . . . .lF
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

)oes this standard include acceptance criteria'?....................................E...........l
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard'? ...................... l-
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard'? ........................ El
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) '? ............ l El

Were deviations or adaptations made beyond what is specified in the FDA SIS'? ..................... Z
If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard'? ......................................... I.......Z

If yes, report these exclusions in the summary report table.

Is there an FDA guidance that is associated with this standard'?................................
If yes, was the guidance document followed in preparation of this 510Ok? ........................... l- El

Title of guidance:-

The formatting convention for the title is: [5D0] [numeric identifier] certification body involved in conformance assessment to this

[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d), www.fda.gov/cdrh/stdsprog.htmI utilized during the development of the device.

http://www.accessdata.fda.gov/scripts/cdrh/cfdoOS/cfStandardsI The supplemental information sheet (SIS) is additional information
search.cfrn which is necessary before FDA recognizes the standard. Found at

The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.govIsaripts/cdrh/cfdocs/cfStafldards/search~cfmi
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/ccdrh/guidance.htmI
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EXTENTOF STANDARD CONFORMANCEA
:SUIMMARY.IREPORT TABLE

STANDARD TITLE
tC 60601-1-2005 - MEDICAL ELECTRICAL EQUIPMENT - GENERAL REQUIREMENTS FOR BASIC SAFETY AND ESSENTIAL

-ERFORMANCE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
1-3 Scope object and related standards, Normative references, Terminology and definitions El Yes [H No FH N/A

TYPE OF DEVIATION OR OPTION SELECTED 0

N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

SECTION NUMBE SETO -ILE CONFORMANCE?

4 drernems 0~~~~~~~~~~~~~~ Yes H] No H- N/A

TYPE OF DEVIATION OR OPTION SELECTED"
4.1 Conditions for application to ME Equipment or ME Systems; 4.2 Risk Management Process for ME- Equipment or ME systems; 4.4 Expected Service
life; 4.5 Equivelent safety for NME Equipment or ME Systems; 4.6 ME Equipmetn or ME System parts that contact the patient
DESCRIPTION
Apply methods that apply to active electrodes

JUSTIFICATION
Device is an active electrode accessory and is NOT a generator and therefore is only required to meet the standard as it applies to active electrode
accessories.

£~TION NUMBER SECTION TITLE CONFORMANCE?
General requirements for testing ME Equipment F1 Yes H1 No H- N/A

TYPE OF DEVIATION OR OPTION SELECTED>
5.1 Type Tests; 5.2 Number of samples; 5.3 Ambient temperature, humidity, atmospheric pressure; 5.4 Other conditions

DESCRIPTION
Apply methods that apply to active electrodes

JUSTIFICATION
Device is an active electrode accessory and is NOT a generator and therefore is only required to meet the standard as it applies to active electrode
accessories

For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under "justification.' Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under 'type of deviation or option selected," 'description" and "justification" on the
report. More than one page may be necessary.

Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (S15), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency nwy not conduct or sponsor-, and aperson is not required to respond to, a collection of information

Unless it displays a currently valid 0O18 control number.
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
'.C 6060 1-1-2005 - MEDICAL. ELECTRICAL EQUIPMENT - GENERAL REQUIREMENTS FOR BASIC SAFETY AND ESSENTIAL

-ERFORMANCE

CONFORMANCE WITH STANDARD SECTIOINS*

SECTION NUMBE SETO ILE CONFORMANCE?

6 Clsiiainof ME Equipment and ME SystemsZYeE]N NA

TYPE OF DEVIATION OR OPTION SELECTED'
6.4 Method(s) of sterilization

DESCRIPTION
Apply methods that apply to active electrodes

JUSTIFICATION
Device is an active electrode accessory and is NOT a generator and therefore is only required to meet the standard as it applies to active electrode
accessories.

SECTION NUMBER SECTION TITLE CONFORMANCE?
7 ME Equipment identification, marking and documents zQ Yes H- No H- N/A

TYPE OF DEVIATION OR OPTION SELECTED~
7.2.1 Minimum requirements for marking on ME Equipment and on interchangable parts; 7.2.3 Consurylt accompanying documents; 7.2.4 Accessories;
7.6.1 Explanation of symbols; 7.9.1 General; 7.9.2lInstructions for use;
DESCRIPTION
Apply methods that apply to active electrodes

JUSTIFICATION
Device is an active electrode accessory and is NOT a generator and therefore is only required to meet the standard as it applies to active electrode
accessories.

ECTION NUMBER SECTION TITLE CONFORMANCE?

HYes H- No H- N/A

TYPE OF DEVIATION OR OPTION SELECTED4

DESCRIPTION

JUSTIFICATION

*For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an

explanation is needed under "justification." Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description Of options
selected when following a standard is required under "type of deviation or option selected," 'description" and 'justification" on the
report. More than one page may be necessary.

*Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and aperson is not required to respond to, a collection of information

unless it dtsplay;s a currently valid 0MB control number.
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Form Approved: 0MB No. 0910-0120; Expiration Date: 8/31110

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or intern ational standard. A separate report is required for each standard referenced in the 51 0(k).

TYPE OF 510O(K) SUBMISSION

El Traditional FH special El Abbreviated

STANDARD TITLE 1

1EG 60601-2-2-2006 - Medical Electrical Equipment - Particular requirements for the safety of high frequency surgical equipment

Please answer the following questions Yes No

Is this standard recognized by FDA 2y ..................................... ............. Z H ~

FDA Recognition number'# 6-197

Was a third party laboratory responsible for testing conformity of the device to this standard identified

Is a summary report " describing the extent of conformance of the standard used included in the

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

)oes this standard include acceptance criteria9 ............................................. H H-
If no, include the results of testing in the 51 0(k).

Does this standard include more than one option or selection of the standard?9 ............ ..... H~ H
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard9 .................... .. H- H
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 59. H H... .... -

Were deviations or adaptations made beyond what is specified in the FDA S ?................... . El H
If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard? .............................................. El H
If yes, report these exclusions in the summary report table.

Is there an FDA guidance that is associated with this standard9 .................................
If yes, was the guidance document followed in preparation of this 510k?...............-H........... F H-

Title of guidance:

IThe formatting convention for the title is: [SDO] (numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards

2 Authority [21 U.S.C. 360d], www.fda.govIccrh/stdsprog.html utilized during the development of the device.
http://ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 5The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

4The summary report should include: any adaptations used to adapt hftp:Iww.accessdata.fda.gov/scriptslcdrhlcfdocs/cfStandards/search.cfmn
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or aselection of methods are descrilbed; www.fd a.gov/cdrh/guidance. htmlI
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9107) Page 1 PSC G.aics 35)4.1OSP

'42-,

Records processed under FOIA Request # 2013-2972; Released by CDRH on 08-17-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



EXTENT OFSTANDARD CONFORMANCE
)SUMMARY REPORT TABILE

STANDARD TITLE
76060 1-2-2-2006 - MEDICAL ELECTRICAL EQUIPMENT - PARTICULAR REQUIREMENTS FOR THE SAFETY OF HIGH FREQUENCY

-JRGICAL EQUIPMENT

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
1-3 Scope, Terminology and definithions, General requirements Z Yes F No HN/A

TYPE O0F DEVIATION OR OPTION SELECTED 0

N/A

DESCRIPT-ION
N/A

JUSTIFICATION
N/A

SECTION NUMBER SECTION TITLE CONFORMANCE?
59.103 Active Accessory Insulation ZYes H No H- NIA

TYPE OF DEVIATION OR OPTION SELECTED"
59.103.6 HF Dielectric Strength; 59.103.7 Mains Dielectric Strength

DESCRIPTION
Used methods for active electrodes

JUSTIFICATION
Device is an active electrode and is NOT a generator and therefore is only required to meet the standard as it applies to active electrodes.

.CTION NUMBER SECTION TITLE. CONFORMANCE?

H Yes H- No H- N/A

TYPE OF DEVIATION OR OPTION SELECTED"
N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

*For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under "justification." Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under "type of deviation or option selected," 'description" and "justification" on the
report. More than one page may be necessary.

+Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (S15), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (10106) Page 2

Records processed under FOIA Request # 2013-2972; Released by CDRH on 08-17-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services

Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

[ Traditional [] Special [] Abbreviated

STANDARD TITLE 1
ISO 11135-1:2007 Sterilization of health care products - Ethylene Oxide - Requirements for development, validation and routine control of a sterilization
process for medical devices.

Please answer the following questions Yes No

Is this standard recognized by FD A 2? ....................................................................................................

FDA Recognition number .# 14-228

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in th e 5 1 0 (k )? ................................................................................................................................................ E l E J

Is a summary report 4 describing the extent of conformance of the standard used included in the
5 1 0 (k )? .......................................................................................... .................................................................
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

pertains to this device? ..................................................................... Z..........................................................

Does this standard include acceptance criteria? ..........................................................................................
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard? .................................. Z
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? .............................................. H][
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) ?.

Were deviations or adaptations made beyond what is specified in the FDA SIS? .....................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ........................................................................................... Z][
If yes, report these exclusions in the summary report table.

6

Is there an FDA guidance that is associated with this standard? .............................................................. El [
If yes, was the guidance document followed in preparation of this 510k? ................................................... [] []

Title of guidance: __

The formatting convention for the title is: [SDOJ [numeric identifier] certification body involved in conformance assessment to this
Ititle of standard] [date of publication] standard. The summary report includes information on all standards

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.htmi utilized during the development of the device.
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard, Found at
The summary report should include: any adaptations used to adapt http:/www.accessdata.fda.gov/scripts/cdrh/cfdocslcfStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cd rh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9107) Page 1 Esc onr,:301)3. -(o9o sF

Records processed under FOIA Request # 2013-2972; Released by CDRH on 08-17-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



EXTENT OF STANDARDbCONFORMANCE,
*SUMIMARY REPORT TABILE~

STANDARD TITLE
0 11 135-1:2007 STERILIZATION OF HEALT1H CARE PRODUCTS - ETHYLENE OXIDE - REQUIREMENTS FOR DEVELOPMENT,
ALIDATION AND ROUTINE CONTROL OF A STERILIZATION PROCESS FOR MEDICAL DEVICES.

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
1-3 Scope, Normative references, Terms and definitions ZYs[ oF /

TYPE OF DEVIATION OR OPTION SELECTED 4

N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

SECTION NUMBER SECTION TITLE CONFORMANCE?
4-8 Quality Management Systems, Sterilizing agent characterization, Process and equipment zYsE oE /

characterization, Product Definition, Process Definition
TYPE OF DEVIATION OR OPTION SELECTED~
N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

-CTION NUMBER SECTION TITLE CONFORMANCE?
- 12 Validation. Routine monitoring and control, Product release from sterilization, Maintaining ZYes El No El1 N/A

process effectiveness.
TYPE OF DEVIATION OR OPTION SELECTED"
N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

*For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under "justification." Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under "type of deviation or option selected," "description" and 'justification" on the
report. More than one page may be necessary.

Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An7 agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid 0M1B control number.

FORM FDA 3654 (1 0/08) Page 2

Records processed under FOIA Request # 2013-2972; Released by CDRH on 08-17-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

[] Traditional [] Special [] Abbreviated

STANDARD TITLE I
ISO 10993-1: 2003 Biological evaluation of medical devices - Part 1: Evaluation and testing

Please answer the following questions Yes No

Is this standard recognized by FDA 2? ........................................................................................................2.

FDA Recognition number.3# 2-98

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)? ................................................................................................................................................. H []

Is a summary report 4 describing the extent of conformance of the standard used included in the
5 10 (k )? ........ ............................................... ..... ............... ..................... ......... ....................... H.................... [ []
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

pertains to this device? ............. ................................................................................................ ............... . .[] [

oes this standard include acceptance criteria? ........................................................................................... H][
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard? .......................................... [

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ............................................... H] [
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5? .....................

Were deviations or adaptations made beyond what is specified in the FDA SIS? .......................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ............................................................................................. H] [
If yes, report these exclusions in the summary report table.

6
Is there an FDA guidance that is associated with this standard? ............................................................... H] [
If yes, was the guidance document followed in preparation of this 510k? ................................................. H [

Title of guidance:

The formatting convention for the title is: [SDO] [numenc identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.htmI utilized during the development of the device.
S http:Alw.accessdata.fda.gov/scripts/cdrh/cfdos/cfStandards/ 5 The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
The summary report should include: any adaptations used to adapt http:/w.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance. html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9107) Page 1 r (.:/3OM) .3 1090 EF

Records processed under FOIA Request # 2013-2972; Released by CDRH on 08-17-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
D 10993-1: 2003 BIOLOGICAL EVALUATION OF MEDICAL DEVICES -PART 1: EVALUATION AND TESTING.

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
1-3 Scope, Tenns and definitions, Genera] principals applying to biological evaluation of medical E Yes H No H N/A

devices
TYPE OF DEVIATION OR OPTION SELECTED"'
N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

SECTION NUMBER SECTION TITLE CONFORMANCE?
4 Categorization of medical devices, Testing, Selection of biological tests, Assurance of test z Yes H No H N/A

methods
TYPE OF DEVIATION OR OPTION SELECTED0

4.2.3 (b) and 4.3 (a) selected

DESCRIPTION
Device is an external communicating devices applied to tissue/bone/dentin for limited contact duration

JUSTIFICATION
Appropriate for device intended use even in multiple use situations

XCTION NUMBER SECTION TITLE CONFORMANCE?
/ Testing, Selection of biological tests, Assurance of test methods Yes H No N/A

TYPE OF DEVIATION OR OPTION SELECTED"
N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under "justification." Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under 'type of deviation or option selected,' "description" and "justification" on the
report. More than one page may be necessary.

Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (10106) Page 2

Records processed under FOIA Request # 2013-2972; Released by CDRH on 08-17-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Z Traditional [ Special E] Abbreviated

STANDARD TITLE 1
ISO 10993-7:1995, Biological Evaluation of Medical Devices -Part 7 Ethylene Oxide Sterilization Residuals

Please answer the following questions Yes No

Is this standard recognized by FDA 29 ......................................................................................................... l

FDA Recognition number. s 14-76

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)? ................................................. ......................................................... ................................ [ []

Is a summary report 4 describing the extent of conformance of the standard used included in the
510(k)? ........................................................................... ....................................................................... . .... [] []
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
perta ins to this device? .............................................................. ................................................. .................. [][

aes this standard include acceptance criteria? ........................................................................................... N []
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard? ............................... H.......... [
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ............................................... [] H
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) s? .....................

Were deviations or adaptations made beyond what is specified in the FDA SIS? .......................................
If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard? ............................................................................................. [] H
If yes, report these exclusions in the summary report table.

6
Is there an FDA guidance that is associated with this standard? ............................................................... [] H
If yes, was the guidance document followed in preparation of this 510k? . .............................. ] [

Title of guidance:

I The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
http://w .accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
The summary report should include: any adaptations used to adapt http:/www.accessdata.fda.gov/scdpts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); 6 The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance. html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 0sc G.rp,/3Q1943-.90 EF
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



EXTENT OF STANDARD CONFORMANCE

SUMMARY REPORT TABLE

STANDARD TITLE

10993-7:1995, BIOLOGICAL EVALUATION OF MEDICAL DEVICES -PART 7 ETHYLENE OXIDE STERILIZATION RESIDUALS

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

1-3 Scope, Normative References, and Definitions
[]Yes []No [] N/A

TYPE OF DEVIATION OR OPTION SELECTED'
N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

SECTION NUMBER SECTION TITLE CONFORMANCE?

4-5 Requirements and Product Release []Yes [] No [] N/A

TYPE OF DEVIATION OR OPTION SELECTED4:
As they apply to limited exposure devices

DESCRIPTION
Electrosurgical electrodes are used for limited duration

JUSTIFICATION
Contact duration, even in multiple use situations, is generally less than 24 hours

CTION NUMBER SECTION TITLE CONFORMANCE?

El Yes H] No H] N/A

TYPE OF DEVIATION OR OPTION SELECTED"

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an

explanation is needed under 'justification." Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options

selected when following a standard is required under 'type of deviation or option selected," "description" and "justification" on the

report. More than one page may be necessary.

" Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other

aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may n~ot conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid 0MB control number.

FORM FDA 3654 (10/06) Page 2 I5

Records processed under FOIA Request # 2013-2972; Released by CDRH on 08-17-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

[] Traditional [] Special [] Abbreviated

STANDARD TITLE 1
ISO 11607-1 Packaging for terminally sterilized devices -Part 1: Requirements for materials, sterile barrier systems and packaging systems

Please answer the following questions Yes No

Is this standard recognized by FD A 2 . .................................................................. ................................

FDA Recognition number 3 # 14-193

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 5 10 (k)? ............................................ I........................................... ........................................ . ............. .. []]

Is a summary report describing the extent of conformance of the standard used included in the
510(k)? ................. ................................................... ............... ........................................
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
perta ins to this dev ice ? .................................................................................................................................. [] [

oes this standard include acceptance criteria? .......................................................................................... [] []
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard? .......................................... []
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ............................................. .
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5? .....................

Were deviations or adaptations made beyond what is specified in the FDA SIS?.. .....................................
If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard? ..................................................................... .......................
If yes, report these exclusions in the summary report table.

6
Is there an FDA guidance that is associated with this standard? ............................................................. .El
If yes, was the guidance document followed in preparation of this 510k? .................................................... H

Title of guidance: __

The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publicationj standard. The summary report includes information on all standards

2 Authority [21 U.S.C. 360d], ww.fda.gov/cdrh/stdsprog.htmnl utilized during the development of the device.
http://w~.accessdata.fda.gov/scrjpts/cdrh/cfdocs/ctStandards/ The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
The summary report should include: any adaptations used to adapt http,/w.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 FSCGCps:o(30!)3.~090 EF
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
11607-1 PACKAGING FOR TERMINALLY STERILIZED DEVICES - PART 1: REQUIREMENTS FOR MATERIALS, STERILE BARRIER

STEMS AND PACKAGING SYSTEMS

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
1-4 Scope, Normative references, Terms and definitions, General Requirements 0 Yes [] No N/A

TYPE OF DEVIATION OR OPTION SELECTED4

N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

SECTION NUMBER SECTION TITLE CONFORMANCE?
5 Materials and preformed sterile barrier systems M Yes H No H N/A

TYPE OF DEVIATION OR OPTION SELECTED"
N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

CTION NUMBER SECTION TITLE CONFORMANCE?
Design and development requirements for packaging, Information to be provided Z Yes H No LI N/A

TYPE OF DEVIATION OR OPTION SELECTED0

N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under "justification." Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under "type of deviation or option selected," "description" and 'justification" on the
report. More than one page may be necessary.

"Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OA0h control number.
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

[] Traditional [] Special [ Abbreviated

STANDARD TITLE 1

ISO 11607-2 2006 PACKAGING FOR TERMINALLY STERILIZED DEVICES - PART 2: VALIDATION REQUIREMENTS FOR FORMING,
SEALING AND ASSEMBLY PROCESSE

Please answer the following questions Yes No

Is this standard recognized by FD A 2? .........................................................................................................

FDA Recognition number 3 # 14-194

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)? ...................................... .........................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the
510(k)? ..........................................................................................................................................................0)[Z
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

pe rta ins to this de vice? .. ................................................................................................................................ [ [

Joes this standard include acceptance criteria? ........................................................................................... H]l
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard? .................... . ....... Z
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ............................................
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) ? ..................... [] []

Were deviations or adaptations made beyond what is specified in the FDA SIS? .......................................
If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard? .................................................................... .......................
If yes, report these exclusions in the summary report table.

6
Is there an FDA guidance that is associated with this standard? ............................................................... . [Z
If yes, was the guidance document followed in preparation of this 510k? .................................................... .] [

Title of guidance:

I The formatting convention for the title is: [SDO] [numeric identifierl certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards

2 Authority [21 U.S.C. 360d], wwv.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http:f// .accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device: and the name address of the test laboratory or

FORM FDA 3654 (9107) Page 1 P$C rapicGs: (301}443 1090 EF
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

QTANDARD TITLE
11607-2 2006 PACKAGING FOR TERMINALLY STERILIZED DEVICES - PART 2: VALIDATION REQUIREMENTS FOR FORMING,

anALING AND ASSEMBLY PROCESSES

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

1-4 Scope, Nornative references, Terms and definitions, General Requirements ZYes H- No H~ N/A

TYPE OF DEVIATION OR OPTION SELECTED~
N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

SECTION NUMBER SECTION TITLE CNOMNE

5 Validation of Packaging processes zYs N /

TYPE ODEITOOROPTION SELECTED0

N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

CTION NUMBER SECTION TITLE CONFORMANCE?

Packa~ging system assembly Z Yes H No H~ N/A

TYPE OF DEVIATION OR OPTION SELECTED0

N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

*For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an

explanation is needed under 'justification.' Some standards include options, so similar to deviations, the option chosen needs to be

described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options

selected when following a standard is required under 'type of deviation or option selected," "description" and "justification" on the

report. More than one page may be necessary.

Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

information sheet ISIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other

aspect of this collection of' information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockcville, MD 20850

An agency m~ay not conduct or sponsor, and a person is not required to respond to, a collection of information

unless it displays a currently valid OMB control number.

FORM FDA 3654 (10/06) Page 2
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Form Approved: OMB No. 0910-0120; Expiration Data: 8/31/10

Department of Health and Human Services

Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

[] Traditional [] Special [] Abbreviated

STANDARD TITLE I
ASTM D4169-05 Standard Practice for Performance Testing of Shipping Containers and Systems

Please answer the following questions Yes No

Is this standard recognized by FD A 2? .........................................................................................................

FDA Recognition number 3................14-199

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)? ...............................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the
510(k)? .........................................................................................................................................................
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
pe rta ins to th is d evice ? ........................................................................................................... ..................... [] []

/oes this standard include acceptance criteria? .......................................................................................... []
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard? ......................................... ] [
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? .............................................. [] [
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) s? ....................

Were deviations or adaptations made beyond what is specified in the FDA SIS? ......................................
If yes, report these deviations or adaptations in the summary report table.

W ere there any exclusions from the standard? ............................................................................................ [] [
If yes, report these exclusions in the summary report table.

a
Is there an FDA guidance that is associated with this standard? ....................................................... [] [
If yes, was the guidance document followed in preparation of this 510k? ............................. E..................... El

Title of guidance: __

The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
(title of standard] [date of publication] standard. The summary report includes information on all standards

2 Authority (21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http:/Iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ The supplemental information sheet (SIS) is additional information

search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfi

to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9107) Page 1 CpcsI: (0)431090 SF
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EXTENT OF STANDARD CONFORMANCE.
.SUMMARY REPORT TABLE,

STANDARD TITLE
H 69-05 STANDARD PRACTICE FOR PERFORMANCE TESTING OF SHIPPING CONTAINERS AND SYSTEMS

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
1-5 Scope, Referenced Documents, Terminology, Significance and Use, Test Speciman Z Yes H No H N/A

TYPE OF DEVIATION OR OPTION SELECTED"
N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

SECTION NUMBER SECTION TITLE CONFORMANCE?
6-9 Conditioning, Acceptance Criteria, Procedure, Hazard Elements and Test Schedules

El Yes El No H N/A
TYPE OF DEVIATION OR OPTION SELECTED0

N/A

DESCRIPTION
N/A

JUSTIFICATION
N/A

E:CTION NUMBER SECTION TITLE CONFORMANCE?
- 12 Schedule A - Handling-Manual and Mechanical, Schedule B - Warehouse Stacking, Schedule Yes No NA

D - Stacked Vibration and Schedule E - Vehicle Vibration s
TYPE OF DEVIATION OR OPTION SELECTED'
10.2 Manual Handling, 11.2 test levels, 12.3 Schedule E - Vehicle Vibraiton

DESCRIPTION
Table 1 Distribution Cycle 3 - Single package environment, up to 100 lb.

JUSTIFICATION
Product is shipped in cases using common motor freight carrier

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under 'justification." Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under "type of deviation or option selected," "description" and 'justification' on the
report. More than one page may be necessary.

: Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (10106) Page 2
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Appendix D FDA Form 3674
A copy of FDA Form 3674 follows this page

Megadyne Medical Products, Inc. Page 103 of 105
510(k): E-Z Clean electrosurgical electrodes

t b3
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See 0MB Staterment on Reverse. Form Approved: 0MB No. 0910-0616, Expiration Date: 06-30-2008

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), withF D A& ~~~Requirements of ClinicaiTrials.gov Data Bank (42 U.S.C. § 282(j))

(For submsinwiha plication/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520(m), or 510(k) of the
Federal FoDuadCsmetic Act or § 351 of the Public Health Service Act.)

SPONSOR IAPPLICANT I SUBMITTER INFORMATION
1,. NAME OF SPONSORLAPPLICANT/SUBMITTER 2. DATE OF THE APPLICATION/SUBMISSION

WHICH THIS CERTIFICATION ACCOMPANIESMlegadyne Medical Products, Inc. 24 June 2008

3. ADDRESS (Number, Street, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBER

11506 South State Street(icueAaCo)
(Tel.) 801 576 9669 ext. 805

(Fax) 801 576 9698

PRODUCT INFORMATION
5. FOR DRUGSIBIOLOGICS: Include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s)

FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s)
(Attach extra pages as necessary)

E-Z Clean Electrosurgical Electrodes

APPLICATION /SUBMISSION INFORMATION
6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

H- IND EH NDA F1ANDA F]BLA []PMA []HODE X 510(k) H1 PDP H Other
7. INCLUDE IND/NDAIANDA/BLA'PMA/HDE/51 0(k)/POP/OTHER NUMBER (If number prev/ously assigned)

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

CERTIFICATION STATEMENT)I INFORMATION
9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation)

A. I certify that the requirements of 42 U.S.C. § 2820), Section 4020) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial.

HB. I certify that the requirements of 42 U.S.C. § 2820), Section 4020) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.

H .I certify that the requirements of 42 U.S.C. § 2820), Section 4020) of the Public Health Service Act, enacted by 121 Stat, 823, Public Law
110-85, apply to one or more of the clinical trials referenced in the application/submission which this certification accompanies and that
those requirements have been met.

10, IF YOU CHECKED BOX C,IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NOT) NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S)."
UNDER 42 U.S.C. § 282fj)(1)(A)(i). SECTION 402(j)(l)(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSIONVWHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary)

NOT Number(s): ________

The undersigned declares, to the best of her/his knowledge, that this is an accurate, true, and complete submission of information. I understand that the
failure to submit the certification required by 42 U.S.C. § 282Q)(5)(B), section 4020)(5)(B) of the Public Health Service Act, and the knowing submission
of a false certification under such section are prohibited acts under 21 U).SC. § 331, section 301 of the Federal Food, Drug, and CosmeticAct.
Warning: A willfullyand knowingly false statement is a criminal offense, U.S. Code, tItle 18, section 1001.
11. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12. NAME AND TITLE OF THE PERON WHO SIGNED IN NO. 11

AUTHORIZED REPRESENTATIVE (Sign)
7) . ~~~~~~~~~~~~~~(Name) Ronda K. Magneson

ic V~~~t~~k.Ak... ~~~(Title) Director ofkRegulatory Affairs
13. ADRESS(Numer SteetState and Code) (of person identified 14. TELEPHONE AND FAX NUMBER 5DAEO

in No. Il and2), (include Area Code)CETFATO

11506 South State Street(Tl)815696 x.0 2Jue08
Draper, UT 84020 (a)K15699

FDA-3674 (1108) (FRONT) 'SMp(0)4 nS~ Li'E

'71
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Instructions far Completion of Farm FDA 3674
Certification of Compliance, under 42 U.S.C. § 282a)(5)(B), with Requirements of ClinicalTrials.gov, Data Bank (42 U.S.C. § 2820))
Form 3674 must accompany an application/submission, including amendments, supplements, and resubmissions, submitted under §§ 505,
515, 520(m), or 5lO(k) of the Federal Food, Drug, and Cosmetic Act or §351 of the Public Health Service Act.

1. Name of Sponsor/Applicant/Submitter - This is the name of the sponsor/applicant/submitter of the drug/biologic/device application!
submission which the certification accompanies. The name must be identical to that listed on the application/submission.

2. Date -This is the date of the application/submission which the certification accompanies.

3. & 4. - Provide complete address, telephone number and fax number of the sponsor/applicant/submitter.

5. Product Information - For Drugs/Biologics: Provide the established, proprietary name, and/or chemical/biochemical/blood product/
cellular/gene therapy name(s) for the product covered by the application/submission. Include all available names by which the product is
known. For Devices: Provide the common or usual name, classification, trade or proprietary or model name(s), and/or model number(s).
Include all available names/model numbers by which the product is known.

6. Type of Application/Submsission - Identify the type of application/submission which the certification accompanies by checking the
appropriate box. If the name of the type of application/submission is not identified, check the box labeled "Other."

7. INDINDAJANDAJBLA/PMAIHDE/510(k)/PDP/Other Number - If FDA has previously assigned a number associated with the application/
submission which this certification accompanies, list that number in this field. For example, if the application/submission accompanied by
this certification is an IND protocol amendment and the IND number has already been issued by FDA, that number should be provided in
this field.

8. Serial Number - In some instances a sequential serial number is assigned to the application. If there is such a serial number, provide it in
this field.

9. Certification - This section contains three different check-off boxes.
Box A should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 2820), section 4020) of
the Public Health Service Act, do not apply because no clinical trials are included, relied upon, or otherwise referred to, in the application/
submission which the certification accompanies.

Box B should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282g), section 4020j) of
the Public Health Service Act, do not apply at the time of submission to any clinical trials that are included, relied upon, or otherwise
referred to, in the application/submission which the certification accompanies. This means that, at the time the application/submission is
being made, the requirements of 42 U.S.C. § 2820), section 4020) of the Public Health Service Act, do not apply to any of the clinical trials
included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies.

Box C should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282g), section 4020) of
the Public Health Service Act, do apply at the time of submission to some or all of the clinical trials that are included, relied upont, or
otherwise referred to, in the application/submission which the certification accompanies. This means that, at the time the application/
submission is being made, the requirements of 42 U.S.C. § 282g), section 4020) of the Public Health Service Act, apply to one or more of
the clinical trials included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies.

10. National Clinical Trial (NCT) Numbers - If you have checked Box C in number 9 (Certification), provide the NCT Number obtained from
www.Clinical-Frials.gov for each clinical trial that is an "applicable clinical trial" under 42 U.S.C. § 2820)(1)(A)(i), section 402ij)(1)(A)(i) of the
Public Health Service Act, and that is included, relied upon, or otherwise referred to, in the application/submission which the certification
accompanies. Type only the number, as NCT will be added automatically before number, Include any and air NCT numbers assigned to
the clinical trials included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies. Multiple
NOT numbers may be required for a particular certification, depending on the number of "applicable clinical trials" included, relied upon, or
otherwise referred to, in the application/submission which the certification accompanies.

11. Signature of Sponsor/Applicant/Submitter or an Authorized Representative - The person signing the certification must sign in this
field,

12. Name and Title of Person Who Signed in number 11. -Include the name and title of the person who is signing the certification. If the
person signing the certification is not the sponsor/applicant/submitter of the application/submission, he or she must be an authorized
representative of the sponsor/applicant/submitter.

13. & 14. - Provide the full address, telephone and fax number of the person who is identified in number 1 1 and signs the certification in
number 1 1.

15. Provide the date the certification is signed. This date may be different from the date provided in number 2.

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 15 minutes and 45 minutes (depending on the type of application/submission) per
response, including time fcr reviewing instructions. Send comments regarding this burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden to the applicable address below.
Food and Drug Administration Food and Drug Administration Food and Drug Administration
Center for Drug Evaluation and Research Center for Biologics Evaluation and Research Center for Devices and Radiological Health
Central Document Room 1401 Rockville Pike Program Operations Staff (HFZ-403)
Form No. FDA 3674 RockviJle, MD 20852-1448 92D0 Corporate Blvd.
5901 -B Ammendale Road Rockville, MD 20850
Beltsville, MO 20705-1266
An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information, unless it displays a currently valid OMB control
number.

FDA-3674 (1/08) (BACK)
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Food and Drug Administration
Office of Device Evaluation &
Office of In Vitro DiagnosticsCOVER SHEET MEMORANDUM

From: Reviewer Name 4A-h . _,a.
Subject: 510(k) Number / 9
To: The Record

Please list CTS decision code £L Refused to accept (Note: this is considered the first review cycle See Screening Checklisthttp://eroom~fdaoqov/eRoomReq/FileslCDRH 3/CDpHPremaketNotificts 5SSeninn%210eklrotram/202%2007.ddcyI q5 3 / c e n q 2Cekit27Hold (Additional/Jormation or Telephone Hold).Fna Decision SN)SE with Limitations, NSE, Withdrawn, etc.).

Please complete the following for a final clearance decision (i e., SE, SE with Limitations etc.):
Indications for Use Page Attach IFU
510(k) Summary /510(k) Statement Attach Summary -
Truthful and Accurate Statement. Must be present for a Final Decision
Is the device Class Ill?
If yes, does firm include Class Ill Summary? Must be present fora Final Decision-.----~.-~---------------------~~~ -

Does firm reference standards?
(-If yes, please attach form from _
3654.pdf)

Is this a combnaton product?
(Please specify category seehttp:/leroom~fdaxqovleRoomRepIFiles/cDRH3tCDRHPremarketNotifiction51OLkProoram40
MBINATION%20PRODUCT%20ALGdRiTHM%

2,0REViSEO% 2031 2-03)O4C
Is' this a reprocessed single use device?~ -......(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 51 0(k)s for-Reprocessed Sine_'Use Medical Devices, .htt:llwww.fda~cov lodrhlodelpuidance/1216html)
Is this device intended for pediatric use only?
Is this a prescription device? (If both prescription & OTC, check both boxes.) -
Is clinical dat ncssrtou~p it herev Iw-ofth~is 51(kp t)-?Did the application include a completed FORM FDA 3674, Cerfification with Requirements ofClinicalTrials.gov Data Baek?
(If not, then applicant must be contacted to obtain completed form.)
Does this device include an Animel Tissue Source?
All Pediatric Patients age<=21
Neonate/Newborn (Birth to 28 days)
Infant (29 days -< 2 years old) -

Child (2 years -< 12 years old) __________

Adolescent (12 years .< 18-years old) 
-

.

Transitional Adolescent.A (188- <21 yYears old)Special considerations are being lven. to thisgroup, differentafrom adults age > 21 '(different devie design or'testing, different protocolproceduresi etc.)

-,,stoa Aold s e t B:~ -= 21; No 'special considerations compar-ed to adults => 21 years

- Nanoechnology 

./Re¢v. 7/2/07

Lt
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Is this device subject to Sectionf 522 Postniarket Surveillance? CotctOB
(Postmarket Surveillance Guidance.
httn:-//~vww.fda. ovlcdrhfosb/ guidancef 3 1 6.htmI)

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contc0.Guidance,, 69.html)
Regulation Number Class* Product Code-

Additional Product Codes:______________________________

Review:AC 41s- ?(B -~~~~~~ ~(Branch Code) ( 2te

4(D~te)-

Final Review:~ ~ ~ ~ ~ ~ ~
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Premarket Notification [510(k)] Review
Traditional

K0817911S1

DATE: October 15, 2008
TO: The Record OFFICE: ODE
FROM: Atiq Chowdhury (Biomedical Engineer) DIVISION: DGRND

510(K) HOLDER: Megadyne Medical Products
DEVICE NAME: E-Z Clean Electrosurgical Electrode
CONTACT: Ronda K. Magneson, Director of Regulatory Affairs

11506 South State St.
Draper, UT 84020

PHONE: (801)-576-9669
FAX: (801)-576-9698
EMAIL: magneson~megadyne.com

I. Purpose and Submission Summary:
The 510(k) holder would like to introduce the E-Z Clean Electrosurgical Electrode.
Under this submission the sponsor is seeking clearance to market this new device
for Prescription Use and as a Class II device. I recommend that the subject device,
E-Z Clean Electrosurgical Electrode), is found SE to its predicates in regard to
indications of use, design, technical specifications, biocompatibility, materials,
sterility, labeling, safety and effectiveness. There are no significant differences which
raise issues of safety.

II. Administrative Requirements

Indications for Use page (Indicate if: Prescription or OTC) X
Truthful and Accuracy Statement X
510(k) Summary or 510(k) Statement X
Standards Form X

Ill. Device Description

Is the device life-supporting or life sustaining? X
Is the device an implant (implanted longer than 30 days)? x

K081791 - E-Z Clean Electrosurgical Electrode
From Megadyne Medical Products Page 1 of 6 MEMO By AQC
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Does the device design use software? x
Is the device sterile? x
Is the device reusable (not reprocessed single use)? x
Are "cleaning" instructions included for the end user?

The device is a monopolar electrosurgical electrode that is coated with
polytetraflouroethylene (PTFE). The sponsor states it is intended for general
electrosurgical use, and is designed to fit into and work in conjunction with an
industry standard hand- or foot-designed activated electrosurgical pencil which is
connected to an electrosurgical generator.

The device is available in a number of tip configurations and lengths. Tips such as
standard blades, modified blades, needles, blunt needles, and ball-ends. The
device also contains the option of a guard or nonsecone on some configurations of
blades (5). This nose cone provides additional dielectric protection at the junction
where the electrode is connected to the electrosurgical pencil. The sponsor states
the device also includes some tip configurations with a specific geometry to enhance
the effects of the ACE (Advanced Cutting Effect, cleared ESU K050579) without
causing the blanching and thermal damage typically seen with the use of standard
electrosurgical electrodes when making skin incisions (See Animal Testing).

IV. Indications for Use
The indication for use as given in the IFU statement (Section 4) is, "E-Z Clean
electrosurgical electrodes are intended to conduct radio frequency (RF) current for
cutting and coagulation from the RF electrosurgical generator to target soft tissue in
a broad range of surgical procedures requiring the use of electrosurgery for cutting
and cauterization. Some tip configurations have a specific geometry that minimizes
blanching and thermal damage in skin incisions when used in conjunction with the
generator's Advanced Cutting Effect (ACE) mode." The sponsor has now included
(Al/SI Supplement) "soft" before tissue and indicated that this device will be used for
Prescription Use. This is found adequate.

V. Predicate Device Comparison
The sponsor has identified 2 predicate devices and is claiming substantial
equivalence to them, K862221- E-Z Clean Cautery Tip and K960255 -Epitome with
ZapGuard. The sponsor has provided a comparison table in their Substantial
Equivalence Discussion Section (Section 12, pg 24) discussing the similarities of the
device and its predicates in the areas of: intended use,
electrode/insulation/coating/guard material, design configurations, sterilization,
compatibility, and IEC Testing. The sponsor has provided (Al/SI Supplement, pg 24-
26) an updated device comparison table that includes the following areas of
electrode comparison: monopolar or bipolar, the shape of each electrode
configuration with their appropriate ranges of length and diameter, and the applied
energy range. This is found adequate.
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VI. Labeling
The sponsor has provided draft package inserts for device that include necessary
directions for use, indications for use, safety instructions, warnings, and warranty
statements. The sponsor has provided (Al/SI Supplement, pg 32 and 35) at least
one compatible Monopolar Electrosurgical Generator and Electrosurgical Accessory
and a description of the technological specifications of the Electrosurgical
Generator and Electrosurgical Accessory the device may operate with. This is
found adequate

VII. Sterilization/Shelf Life/Reuse
The sponsor states the device will be supplied sterile and will be single use. It can
be sterilized by radiation, validated by ISO 11137-1, with a dose of 25kGy and SAL
level of 1 0 '6. The device can also be sterilized by EtO validated by ISO 11135-1
and ISO 10993-7 with a SAL of 10.6. The device will be packaged in a Tyvek-
polyester chevron peel pouch or Multivac Tyvek -Eva-Surlyn-Eva peel pouch.

VIII. Biocompatibility
The sponsor states (Section 15, pg 36) the patient contacting materials are, SS,
Polyolefin, PTFE, Vinyl and Silicone. The sponsor states they have conducted
biocompatibility testing of the patient contacting materials in conformance to
ANSI/AAMI/ISO 10993-1 along with Cytotoxicity, Irritation, and Sensitization Tests.
This is found adequate.

IX. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety
The sponsor has completed electrical testing, per following standards:

Standards Standard Title
IEC 60601-1:2000 Standard for Safety Medical Electrical

Equipment Part 1: General Requirements
for Safety

IEC 60601-2-2:2006 Medical Electrical Equipment, Part 2,
Particular Requirements for the Safety of
High Frequency Surgical Equipment

ANSI/AAMI HF 18:2001 Electrosurgical Devices

The is found adequate.

X. Performance Testing - Bench
The sponsor has completed the following in vitro Performance Testing (pg 37) in
conformance to standard ANSI/AAMI HF 18:2001, Electrosurgical Devices:

1- Section 4.1.4.1, Labeling
2- Section 4.2.5.1, Dielectric withstand
3- Section 4.2.5.4, Dielectric withstand of accessories
4-Section 4.3.4, Shipping Temperature
5-Section 4.3.5, Operating Conditions
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XI. Performance Testing - Animal

XII. Performance Testing - Clinical
None Provided

XIII. Substantial Equivalence Discussion

Yes No
1. Same Indication Statement? X If YES = Go To 3

2. Do Differences Alter The Effect Or Raise If YES = Stop NSE
New Issues of Safety Or Effectiveness?

3. Same Technological Characteristics? X If YES = Go To 5

4. Could The New Characteristics Affect If YES = Go To 6
Safety Or Effectiveness?

5. Descriptive Characteristics Precise X If NO = Go To 8
Enough? If YES = Stop SE

6. New Types Of Safety Or Effectiveness If YES = Stop NSE
Questions?

7. Accepted Scientific Methods Exist? If NO = Stop NSE

8. Performance Data Available? If NO = Request Data

9. Data Demonstrate Equivalence? Final Decision: SE

XIV. Responses to Deficiencies

K081791 - E-Z Clean Electrosurgical Electrode
From Megadyne Medical Products Page 4 of 6 MEMO By AQC

(b) (4)

(b)(4) 

Records processed under FOIA Request # 2013-2972; Released by CDRH on 08-17-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



XV. Contact History
9/12/2008 - An email sent to the sponsor regarding the request for Al.
9/30/2008 - An email received from sponsor for Compatibility in Labeling.

XVII. Recommendation
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical cutting and coagulation device and
accessories
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Regulatory Class: Class II
Device Code: GEl

Reviewer Date
Atiq Chowdhury
Biomedical Engineer
General and Surgical Devices Branch
Division of General, Restorative, and Neurological Devices

Branch Chief ate
Neil Ogden
General and Surgical Devices Branch
Division of General, Restorative, and Neurological Devices
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Premarket Notification [510(k)] Review
Traditional

K081 791

DATE: September 12, 2008
TO: The Record OFFICE: ODE
FROM: Atiq Chowdhury (Biomedical Engineer) DIVISION: DGRND

510(K) HOLDER; Megadyne Medical Products
DEVICE NAME: E-Z Clean Electrosurgical Electrode
CONTACT: Ronda K. Magneson, Director of Regulatory Affairs

11506 South State St.
Draper, UT 84020

PHONE: (801 )-576-9669
FAX: (801 )-576-9698
EMAIL: magneson~megadyne.com
1. Purpose and Submission Summary:

The 51 0(k) holder would like to introduce the E-Z Clean Electrosurgical Electrode.
Under this submission the sponsor is seeking clearance to market this new device
for Prescription Use and as a Class II device. The sponsor is being requested
additional information regarding following topics and this submission is being put ON
HOLD until they provide the requested information.

- Substantial Equivalence - Device Comparison Table
- Labeling - Electrosurgical Generator Compatibility/Accessory
- Revised Indications for Use Page

11. Administrative Requirements

Indications for Use page (Indicate if: Prescription or OTC) X
Truthful and Accuracy Statement X
51 0(k) Summary or 51 0(k) Statement X
Standards Form X

Ill. Device Description

Is the device life-supporting or life sustaining?
Is the device an implant (implanted longer than 30 days)?
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Does the device design use software? X
Is the device sterile? X
Is the device reusable (not reprocessed single use)?
Are "cleaning" instructions included for the end user?

The device is a monopolar electrosurgical electrode that is coated with
polytetraflouroethylene (PTFE). The sponsor states it is intended for general
electrosurgical use, and is designed to fit into and work in conjunction with an
industry standard hand- or foot-designed activated electrosurgical pencil which is
connected to an electrosurgical generator.

The device is available in a number of tip configurations and lengths. Tips such as
standard blades, modified blades, needles, blunt needles, and ball-ends. The
device also contains the option of a guard or nonsecone on some configurations of
blades (5). This nose cone provides additional dielectric protection at the junction
where the electrode is connected to the electrosurgical pencil. The sponsor states
the device also includes some tip configurations with a specific geometry to enhance
the effects of the ACE (Advanced Cutting Effect, cleared ESU K050579) without
causing the blanching and thermal damage typically seen with the use of standard
electrosurgical electrodes when making skin incisions (See Animal Testing).

IV. Indications for Use
The indication for use as given in the IFU statement (Section 4) is, "E-Z Clean
electrosurgical electrodes are intended to conduct radio frequency (RF) current for
cutting and coagulation from the RF electrosurgical generator to target soft tissue in
a broad range of surgical procedures requiring the use of electrosurgery for cutting
and cauterization. Some tip configurations have a specific geometry that minimizes
blanching and thermal damage in skin incisions when used in conjunction with the
generator's Advanced Cutting Effect (ACE) mode." The second statement regarding
the ACE mode has yet to be determined if it is accurate-clinical arm chair consult to
be provided.

V. Predicate Device Comparison
The sponsor has identified 2 predicate devices and is claiming substantial
equivalence to them, K862221- E-Z Clean Cautery Tip and K960255 -Epitome with
ZapGuard. The sponsor has provided a comparison table in their Substantial
Equivalence Discussion Section (Section 12, pg 24) discussing the similarities of the
device and its predicates in the areas of: intended use,
electrode/insulation/coating/guard material, design configurations, sterilization,
compatibility, and lEC Testing.

However, the sponsor has is being asked to provide an updated device comparison
table that includes the following areas of electrode comparison: monopolar or
bipolar, the shape of each electrode configuration with their appropriate ranges of
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length and diameter (simply stating same is not sufficient), and the applied energy
range.

VI. Labeling
The sponsor has provided draft package inserts for device that include necessary
directions for use, indications for use, safety instructions, warnings, and warranty
statements. However, the sponsor is being asked to provide at least one
compatible Monopolar Electrosurgical Generator and Electrosurgical Accessory or
a description of the technological specifications of the Electrosurgical Generator
and Electrosurgical Accessory the device may operate with.

VII. Sterilization/Shelf Life/Reuse
The sponsor states the device will be supplied sterile and will be single use. It can
be sterilized by radiation, validated by ISO 11137-1, with a dose of 25kGy and SAL
level of 10.6. The device can also be sterilized by EtO validated by ISO 11135-1
and ISO 10993-7 with a SAL of 10.6. The device will be packaged in a Tyvek-
polyester chevron peel pouch or Multivac Tyvek -Eva-Surlyn-Eva peel pouch.

VIII. Biocompatibility
The sponsor states (Section 15, pg 36) the patient contacting materials are, SS,
Polyolefin, PTFE, Vinyl and Silicone. The sponsor states they have conducted
biocompatibility testing of the patient contacting materials in conformance to
ANSI/AAMI/ISO 10993-1 along with Cytotoxicity, Irritation, and Sensitization Tests.
This is found adequate.

IX. Electromagnetic Compatibility and Electrical. Mechanical and Thermal Safety
The sponsor has completed electrical testing, per following standards:

Standards Standard Title
lEC 60601-1:2000 Standard for Safety Medical Electrical

Equipment Part 1: General Requirements
for Safety

lEC 60601-2-2:2006 Medical Electrical Equipment, Part 2,
Particular Requirements for the Safety of
High Frequency Surgical Equipment

ANSI/AAMI HF 18:2001 Electrosurgical Devices

The is found adequate.

X. Performance Testing - Bench
The sponsor has completed the following in vitro Performance Testing (pg 37) in
conformance to standard ANSI/AAMI HF 18:2001, Electrosurgical Devices:

1- Section 4.1.4.1, Labeling
2- Section 4.2.5.1, Dielectric withstand
3- Section 4.2.5.4, Dielectric withstand of accessories
4-Section 4.3.4, Shipping Temperature
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5-Section 4.3.5, Operating Conditions

Xi. Performance Testing - Animal

XII. Performance Testing - Clinical
None Provided

XIII. Substantial Equivalence Discussion

Yes No
1. Same Indication Statement? If YES = Go To 3
2. Do Differences Alter The Effect Or Raise if YES = Stop NSE

New Issues of Safety Or Effectiveness?
3. Same Technological Characteristics? If YES = Go To 5
4. Could The New Characteristics Affect If YES = Go To 6

Safety Or Effectiveness?
5. Descriptive Characteristics Precise If NO = Go To 8

Enough? If YES = Stop SE
6. New Types Of Safety Or Effectiveness If YES = Stop NSE

Questions?

7. Accepted Scientific Methods Exist? If NO = Stop NSE
8. Performance Data Available? If NO = Request Data
9. Data Demonstrate Equivalence? Final Decision: Al

XIV. Deficiencies
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XV. Contact History
9/12/2008 - An email sent to the sponsor regarding the request for Al.

XVII. Recommendation
I recommend that this submission be placed on hold pending the receipt of the
response to the above questions.

•Fu u or
Reviewer Date
Atiq Chowdhury
Biomedical Engineer
General and Surgical Devices Branch
Division of General, Restorative, and Neurological Devices
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Branch Chief Date
Neil Ogden
General and Surgical Devices Branch
Division of General, Restorative, and Neurological Devices
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September 12, 2008

Ronda K. Magneson, Director of Regulatory Affairs
Megadyne Medical Products, Draper, UT
Ph#: (801 )-576-9669
Fax#: (801 )-576-9698
e-mail: rmagneson~megadyne.com

Re: 510O(k) submission - E-Z Clean Electrosurgical Electrode (K081791

Dear Ms. Ronda K. Magneson,

The subject submission will be placed on hold pending your response with the
requested information. If you need more than 30 days to provide a full and
complete response, you should submit a request for an extension of time to

L12z-

(b) (4)
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Document Mail Center (HFZ 401). For further information on how to apply for an
extension and for general 510(k) information, please visit the FDA Website at:
http://www.fda..qov/cdrh/devadvice/31435.html#link 6

Sincerely,

Atiq Chowdhury
Biomedical Engineer
(240)276-3805
GSDB/DGRND/ODE/FDA
atiq.chowdhury~fda.hhs.gov

'1/3
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville, Maryland 20850

October 10, 2008

MEGADYNE MEDICAL PRODUCTS, INC. 510k Number: K081791
11506 SOUTH STATE ST.
DRAPER, UTAH 84020 Product: E-Z CLEAN ELECTROSURGICAL ELEC
UNITED STATES
ATTN: RONDA K. MAGNESON

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center (HFZ-401) at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at www.fda.gov/cdrh/ode/a02-01.html. On August 12, 2005 CDRH issued the Guidance for
Industry and FDA Staff: Format for Traditional and Abbreviated 51 0(k)s. This guidance can be found at
http://www.fda.gov/cdrh/ode/guidance/1567.html. Please refer to this guidance for assistance on how to format
an original submission for a Traditional or Abbreviated 510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (240)276-3150 or at their toll-free number (800) 638-2041, or contact the 51 Ok staff at
(240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health

12-
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October 9, 2008

Food and Drug Administration FDA CDRIH DMC
Center for Devices and Radiological Health CT 1 (I 2
51 0 (K) Document Mail Center (HFZ-40 1)OC !
9200 Corporate Blvd.

I - atyland 20 Received
r'.ocKv1icl, lviat od 0-u3

Attention: Document Control Clerkks

RE: 5 10(k) Notification (K08 179 1) Additional Jnformation

Megadyne Medical Products, Inc. hereby submits the additional information as requested
by Mr. Atiq Chowdhury in his letter dated September 12, 2008.

Included you will find our response letter to MT. Chowdhury's inquiries and the
associated attachments. Please replace the appropriate pages in the original submission
with the attached pages in accordance with the page numbering.

The subject of this 510(k) application is a low-risk device that is substantially equivalent
to the predicate devices listed and there are no significant questions of safety and
efficacy. We hope that you will concur with this conclusion and speedily return a
substantially equivalent decision.

Best Regards,

Ronda K. Magnes
Director, Regulatory Affairs

'3
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M E G A D Y N EL

9 October 2008

Atiq Chowdhury
Biomedical Engineer
(240)276-3805
GSDB/DGRND/ODE/FDA
atiq .chowdhury(&fda.hhs.gov

Re: 510(k) submission - E-Z Clean Electrosurgical Electrode (K081791)

Dear Mr. Chowdhury:

This letter is in response to your request for clarification on specific items in Megadyne
Medical Products' recent 510(k) submission (KO81791). The following is in response to
your specific requests:

ILJ
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Please reference the attached updated Indications for Use Page (page 1 0).

I hope this information is sufficient for you to continue your review. If you have further
questions or need additional information or clarification, please do not hesitate to contact
me directly at 1-801-553-2805.

Sincerely,

Ronda K. Magnesonil
Director, Regulatory Affairs

cc: file
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Section 4 Indications for Use Statement

510(k) Number (if known): K081791

Device Name: E-Z Clean electrosurgical electrodes

Indications for use:

E-Z Clean electrosurgical electrodes are intended to conduct radio frequency (RF)
current for cutting and coagulation from the RE electrosurgical generator to target
soft tissue in a broad range of surgical procedures requiring the use of
electrosurgery for cutting and cauterization.

Some tip configurations have a specific geometry that minimizes blanching and
thermal damage in skin incisions when used in conjunction with the generator's
Advanced Cutting Effect (ACE) mode.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use 1 OR Over-The-Counter Use

(Per 21 CFR 801.109)
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D. Device Name

Common Name: Device, electrosurgical, cutting & coagulation &
accessories

Trade Name: E-Z Clean electrosurgical electrodes

Classification (if known): 21 CFR 878.4400, Electrosurgical cutting and
coagulation device and accessories

E. Predicate Devices

The predicate devices include American Medical Products' E-Z Clean Cautery Tip
which was cleared for marketing via 5 10(k) # K862221 by FDA's Office of Device
Evaluation on August 11, 1986; and Utah Medical Products' Epitome® Scalpel
electrode with ZapGuard TM which was cleared for marketing via 510(k) #K960255 on
March 27, 1996.

F. Applicant Device Description
The Megadyne E-Z Clean electrosurgical electrode is a monopolar electrosurgical
electrode that is coated with polytetrafluoroethylene (PTFE). It is insulated over the
majority of its exposed length. It is intended for general electrosurgical use, and is
designed to fit into and work in conjunction with an industry standard hand- or foot-
activated electrosurgical pencil which is connected to an electrosurgical unit or ESU.
This device is supplied sterile and is not intended to be reused.

The E-Z Clean electrosurgical electrodes are available in a number of tip
configurations and lengths. Tips such as standard blades, modified blades, needles,
blunt needles, ball-ends, and others are typical.
Some tip configurations (ACE blades) contain a slightly different geometry that will
enhance the affects of the generator's Advanced Cutting Effect (ACE) Mode. In this
mode, the blade will make skin incisions without the blanching or thermal damage
commonly seen with standard electrosurgery. The new E-Z Clean ACE Blade
provides a wound site that will heal similar to a scalpel wound (comparable
Histopathology) when used in conjunction with the ACE mode. When not being used
to perform skin incisions the ACE Blade functions as a standard E-Z Clean blade in
all cutting and coagulating modes.
This submission also includes the option of a guard or nosecone on some
configurations of electrodes. This nose cone provides additional dielectric protection
at the junction where the E-Z Clean electrosurgical electrode is connected to an
electrosurgical pencil.

G. Applicant Device Intended Use

E-Z Clean electrosurgical electrodes are intended to conduct radio frequency (RF)
current for cutting and coagulation from the electrosurgical generator to target soft
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tissue in a broad range of surgical procedures requiring the use of electrosurgery for
cutting and cauterization.

Some tip configurations have a specific geometry that minimizes blanching and
thermal damage in skin incisions when used in conjunction with the generator's
Advanced Cutting Effect (ACE) mode.

H. Technological Characteristics

The proposed device shares the same technological characteristics found in the
predicate devices. It is an electrosurgical electrode intended for electrosurgical cutting
and coagulation.

L Safety information
Questions of safety and effectiveness are the same for this device as they are for the
predicate devices and other electrosurgical electrodes on the market. There are no
new technologies incorporated into the device.

Megadyne has conducted extensive testing to ensure conformance to the voluntary
standard ISO 60601-2-2:2006, Medical electrical equipment, Part 2: Particular
requirements for the safety of high frequency surgical equipment, and ANSI / AAMI
HF 18-2001, Electrosurgical Devices.
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Catalog Number Description
ACE 0012 ACE flat blade electrode, 2.5"
ACE 0012A ACE flat blade electrode, 2.75"
0012AMD E-Z Clean flat blade electrode, 2.75", modified, with nose cone
00I2MD E-Z Clean flat blade electrode, 2.5", modified, with nose cone
0013 E-Z Clean needle electrode, 2.75"
0013M E-Z Clean needle electrode, 2.75", modified
0013MD E-Z Clean needle electrode, 2.75", modified, with nose cone
0014 E-Z Clean flat blade electrode, 6.5"
0014A E-Z Clean flat blade electrode, 4"
0014AM E-Z Clean flat blade electrode, 4", modified
0014M E-Z Clean flat blade electrode, 6.5", modified
0014AMD E-Z Clean flat blade electrode, 4", modified, with nose cone
0014MD E-Z Clean flat blade electrode, 6.5", modified, with nose cone
0015 E-Z Clean ball electrode, 2"
0016 E-Z Clean needle electrode, 6"
0016A E-Z Clean needle electrode, 4", step-down
00I6AM E-Z Clean needle electrode, 4", step-down, modified
0016M E-Z Clean needle electrode, 6", modified
0028 E-Z Clean needle electrode, 5.75", bayonet
0028M E-Z Clean needle electrode, 5.75", bayonet, modified
0029 E-Z Clean Flat Blade electrode, 6.25", bayonet
0029M E-Z Clean Flat Blade electrode, 6.25", bayonet, modified
0066 E-Z Clean flat blade electrode, 2.5", All-in-One
01 13A E-Z Clean needle electrode, 4.5", blunt needle
C117 E-Z Clean flat blade electrode, 12cm
C117M E-Z Clean flat blade electrode, 12cm, modified
0118 E-Z Clean, Sharp Needle, 2"
01 18A E-Z Clean, Sharp Needle, 2.5"
0113 E-Z Clean, Blunt Needle, 2.75"
0113M E-Z Clean, Blunt Needle, 2.75", modified
0119 E-Z Clean MEGAfine 45 degree Needle
01 19A E-Z Clean MEGAfine 45 degree Needle, 3mm
0120 E-Z Clean MEGAfine 90 degree Needle
0121 E-Z Clean MEGAfine Needle Electrode, 6.5"

Sample drawings of the proposed device, including packaging configuration, are provided
in Appendix A of this submission.

A. Device Intended Use
E-Z Clean electrosurgical electrodes are intended to conduct radio frequency (RF)
current for cutting and coagulation from the electrosurgical generator to target soft
tissue in a broad range of surgical procedures requiring the use of electrosurgery for
cutting and cauterization. The device is intended for single use; it is not intended to be
cleaned or reused.
Some tip configurations have a specific geometry that minimizes blanching and
thermal damage in skin incisions when used in conjunction with the generator's
Advanced Cutting Effect (ACE) mode.
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Section 12 Substantial Equivalence Discussion

This device is substantially equivalent to the American Medical Products' E-Z Clean

Cautery Tip (K862221) and Utah Medical Products' Epitome' Scalpel electrode with

ZapGuardNI (K960255). Listed below is a comparison of the features of the proposed
device and the predicate devices.

A. Comparison table of tlie proposed device and the predicate devices

Intended use to be used ]n any to be used in any for use in virtually every

application which requires application which surgical discipline where

monopolar electrosurgical requires monopolar flat, paddle-type ES

cutting or coagulation electrosurgical cutting or blades are used for
coagulation making straight cuts

through tissue.

Electrode 300 series stainless steel 300 series stainless steel Stainless Steel, Ceramic.

Material and tungsten wire

Insulation Polyolefin and PTFE Polyolcfin Polyolefin
Material

Coating Material PTFE PTFE none

Guard Material Silicone none Silicone

Configurations
available

Blade Electrode

Lengths
Diameter 2" to 6.5 5"2.36 to 6.33

Standard 3/32" shaft Standard 3/32" shaft Standard 3/32" shaft
Ball Electrode

Lengths
Diameter 2" to 5' 2" to 5" N/A

Standard 3/32" shaft Standard 3/32" shaft
Needle Electrode

Lengths (Sharp, Fine, Blunt) (Sharp, Fine, Blunt)
Diameter 2" to 6.5" 2" to 6.5" N/A

Standard 3/32" shaft Standard 3/32" shaft

Sterilization Radiation - Gamma Radiation - Gamma EO

EO
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Compatibility May be used with any May be used with any May be used with any
monopolar ESLJ and ES nmonopolar FSU and ES FSU and ES pen that
pen that accepts 3/32" pen that accepts 3/32" accepts 3/32" diameter
diameter electrodes diameter electrodes electrodes

Single use Yes Yes Yes

Rated Accessory <108 kV <10.8 kV Limited to Max Power
Voltage Cut/Coag I 50 Watts

Spray Coalg 120 Waifs
(2 sec max bursts, w./min 2
sec between bursts)

Continuous 60 Watts

Conforms with yes yes yes
[EC 60601-2-2

Intended use to be used in any same same
application which requires
electrosurgical cutting or
coagulation

Electrode 300 series stainless steel same Stainless Steel, Ceramic,
Material and tungsten wire

Insulation Polyolefin and PTFE Polvolefin Polyolefin
Material

Coating Material FIFE PTFE none

Guard Material Silicone none Silicone

Configurations Various including blade, same Blade
available needle, and ball end

electrodes

Sterilization Radiation - Gamma Radiation - Gamma EO

Compatibility Standard 3/32" shaft same same

Single use yes same same
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Conforms with yes same samie
[EC 60601-2-2

B. Discussion of similarities
The proposed device is similar to the predicate devices in configuration, intended use,
technology, perbfrmance, and operation principle.

C Discussion of differences
The only difference as identified in the table above is the insulating material used
on certain configurations of the Megadyne electrode is a combination of
polyolefin and PTFE, whereas the material used on the predicate device is
polyolefin. The PTFE material was selected for some modified configurations as
a more durable material than polyolefin.

The addition of PTFE insulation is an insignificant change that does not require
the submission of a new 5 10(k) according to the FDA guidance document
Deciding When to Submit a 510(k).for a Change to an Exisling Device, dated
Januarv 10, 1997, since the material is bioconipatible, and provides sufficient
insulation strength to meet the requirements of ANSI / AAMI HFI 8-2001.

D. Substantial Equivalence Decision-Making Process Flowchart

The 5 1 0(k) Substantial Equivalence Decision-Making Process Flowchart used by
ODE in evaluating 510(k) notifications follows, with the applicable decision points
highlighted in gray and explained in the table following the chart.
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Decision-Making Process Answer Remarks
Flowchart step ____

New Device Is Compared Yes The proposed device is substantially equivalent
To Predicate Device to Megadyne Medical Products' E-Z Clean

Cautery Tip (K862221) and Utah Medical
Products' Epitome' Scalpel electrode with
ZapGuard TM (K960255).

Does New Device Have Yes The new device has the same indication
Same Indication statement as the predicate device. Ref.
Statements? "Indication for Use" statement, Section 4.

New Device Has Same
Indication Statements And
May Be "Substantially
Equivalent"

Does New Device Have No The proposed device shares the same
Same Technological technological characteristics found in the
Characteristics (e.g., predicate devices but utilizes different materials.
Design, Materials, Etc.)? Ref. Section 12, Substantial Equivalence

Discussion.

Could The New Yes The changes which are the subject of this 5 1 0(k)
Characteristics Affect involve material changes. Those changes require
Safety Or Effectiveness? examination of the impact, if any, on the device

safety or effectiveness.

Do the characteristics raise No The differences are discussed in Section 12
new types of safety or entitled "Substantial Equivalence Comparison".
effectiveness questions? The differences do not raise any new types of

safety or effectiveness questions.

Do accepted scientific Yes Industry Standards exist and testing of the
methods exist for assessing proposed device ensures conformnance with
effects of the new these standards. Ref. Sections 9, Declaration of
characteristics? Conformance and Sectionl18, Performance

I ~~Testing.
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Decision-Making Process Answer Remarks
Flowchart step

Are performance data Yes Megadyne certifies that performance data is
available to assess effects of available and the device conforms to the
new characteristics? applicable standards. Ref. Section 9,

Declarations of Conformance, Section 15,
Biocompatability, and Section 18, Performance
Testing - Bench.

Performance Data Yes Performance data demonstrates substantial
Demonstrate Equivalence? equivalence. The changes do not affect the

safety and effectiveness of the device. Ref
Section 9, Declarations of Conformance,
Section 15, Biocompatability, and Section 18,
Performance Testing - Bench..

"Substantially Equivalent" The device is substantially equivalent to the
Determination predicate device.
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Section 13 Proposed Labeling

Labeling for the E-Z Clean electrosurgical electrodes consists of the pouch label, box
label, and the accompanying Instructions for Use (IFU). Advertising literature is
undetermined at this point. All labels will be developed in accordance with Megadyne's
standard label control and approval procedures.

Examples of the proposed device draft labeling follow in this section. A sample of the
predicate device IFUs are provided in Appendix B.

A. Box Labels

Figure D below illustrates the box label for devices that are sterilized by exposure to
Gamma radiation.

I cRAETACE14 AEMDE.Z CLEA,.N
6,5" / 165mm L.CTROSURGCAL TIP

~~ Ccv
0050

STERILE IR

'A

01 12 LOT XXXXX !30614559102972

Figure D

Figure E below illustrates the box label for devices that are sterilized by exposure to
Ethylene Oxide.

QT 0012MD NONSTK:RECTOSURCA
fiP WITH NOSE CONE

2.5 / 64amm

® Sn~~.'.o4 ST~ERILE EO~

___oT- i iIIIlill
~lO XXXXX (O1)1a 1ml6902947

Figure E
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B. Unit Labels
Figure F below illustrates a typical unit label for devices that are sterilized by
exposure to Gamma radiation.

Draper, Utah 8400 UESA&

® AcE ACE12

Figure F
Figure G below illustrates a typical unit label for devices that are sterilized by
exposure to Ethylene Oxide.

r MEGADYWEE 0014M
Mrpec Uuh S8f2Z USA iARI

Figure G

C. Device Instructions for Use

The following additions to the Instructions for Use are proposed as highlighted in
yellow:

The following illustrates the Instructions for Use for the E-Z Clean electrosurgical electrodes with and
without the nose cone.

MEGADYNE®
11506 SOUTH STATE STREET

DRAPER, UTAH 84020 USA
Phone: +1 (801) 576-9669 +1 (800) 747-6110 (USA)
Fax: +1 (801) 576-9698 +1 (888) 747-8774 (USA)

E-Z CLEAN Electrosurgical Electrodes
E-Z CLEAN electrosurgical electrodes are intended to conduct radio frequency (RF) current for monopolar
cutting and coagulation from the RF electrosurgical generator to target soft tissue in a broad range of
surgical procedures requiring the use of electrosurgery for cutting and cauterization.

INSTRUCTIONS FOR USE
E-Z CLEAN electrosurgical electrodes are coated with PTFE to reduce eschar buildup and aid in the
easy removal of eschar with a damp gauze or sponge.

E-Z CLEAN electrosurgical electrodes are designed to fit most electrosurgical pencils and other
electrosurgical accessories. Prior to use, ensure the electrode has the proper compatibility and fit with
the accessory.
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To place the E-Z CLEAN Electrosurgical electrodes into an electrosurgical accessory:

1 .Ensure the accessory is not connected to the generator.
2. Fully insert the electrode into the accessory. Make sure the insulating sleeve fits securely inside the

accessory. If the electrode is equipped with a protective nose cone make sure the electrode fully
seats in the pencil.

3. If the insulating sleeve does not fit securely inside the accessory, do not use the electrode.
4. Some electrodes are supplied with a tip protector. If a tip protector is present, remove prior to use.

WARNINGS

* When not in use, store active electrodes in an electrically insulated container.
* If the E-Z CLEAN electrosurgical electrode is equipped with a protective nosecone. Do not

remove the nosecone.
* Electrosurgical electrodes that are activated or hot from use can cause a fire; do not place

them near or in contact with flammable materials and substances (e.g. drapes, flammable
gases, endotracheal tubes, etc).

* Electrosurgery should not be used to perform circumcisions.
* Use the lowest possible power settings to achieve the desired effect.

CAUTIONS

* These devices are intended for single use only. Properly discard after use. Do not resterilize.
* E-Z CLEAN blade electrodes can be bent up to approximately 600. The use of instruments

to modify the electrode and / or excessive bending may damage the coating or the electrode.
* Do not use a scratch pad or other abrasive cleaner to remove eschar. This may damage the

PTFE coating.
* If the electrode or coating is damaged discard the electrode.
* Refer to the generator manufacturer's operating manual for proper usage of electrosurgical

generator~s).
* Activate electrodes when in contact, or in close proximity to target tissue to avoid the

possibility of unintended tissue damage.
* Federal (USA) law restricts this device to sale by or on the order of a physician.

Compatibilit
Megadyne recommends use of E-Z Clean electrodes with the Meg-aPower Electrosurgical Generator
and Megadyne accessory devices (i.e. electrosurgical pencils and return electrodes). These electrodes
have been tested and are approved for use at a maximum power setting of 300 watts, a maximum
voltage of <10.8 kV, and a maximum frequency of 5lO kHz.

[STERILE I ECR
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Below illustrates the Instructions for Use for the ACE Blade electrosurgical electrode:

MEGADYNE®
11506 SOUTH STATE STREET

DRAPER, UTAH 84020 USA
Phone: +1 (801) 576-9669 +1 (800) 747-6110 (USA)
Fax: +1 (801) 576-9698 +1 (888) 747-8774 (USA)

ACE BLADE Electrosurgical Tips

E-Z Clean electrosurgical electrodes are intended to conduct radio frequency (RF) current for monopolar
cutting and coagulation from the RF electrosurgical generator to target soft tissue in a broad range of
surgical procedures requiring the use of electrosurgery for cutting and cauterization.

Some tip configurations have a specific geometry that minimizes blanching and thermal damage in skin
incisions when used in conjunction with the generator's Advanced Cutting Effect (ACE) mode.

Megadyne recommends clinicians familiarize themselves with the performance of the ACE Blade and ACE
mode combination by practicing their technique on appropriate tissue simulations to determine the
anticipated scalpel-like cutting characteristics.

INSTRUCTIONS FOR USE

1. The ACE blade in ACE Mode can be used at any stage of a surgical procedure to dissect tissue
where little to no thermal damage is desired. The ACE blade can be used as a standard
electrosurgical blade in coagulate modes or blended modes during the procedure, alleviating the
need to change electrosurgical blades.

2. ACE BLADE Electrosurgical tips are coated with PTFE to reduce eschar buildup and aid the easy
removal of eschar with a damp gauze or sponge

3. ACE BLADE Electrosurgical tips are designed to fit most electrosurgical pencils and other
electrosurgical accessories. Prior to use, ensure the electrode has the proper compatibility and fit
with the accessory.

4. To use ACE Blade for scalpel-like effect, place generator in ACE Mode.

5. Incisions may be made using a single pass technique or multiple passes.

6. Cutting with the ACE blade requires very little downward pressure to penetrate the skin and
relatively little pressure when compared to a cold scalpel.

7. Each pass should be made using a determined stroke not pausing at any point in the course of the
incision. Moving slowly through the tissue does not increase the cutting ability of the ACE blade
and may cause thermal damage.

8. For skin incisions, prior to making contact activate the ACE Mode by pressing the yellow cut
button on the pencil.

To place the ACE BLADE Electrosurgical tips into an electrosurgical accessory:

1. Ensure the accessory is not connected to the generator.
2. Fully insert the electrode into the accessory. Make sure the insulating sleeve fits securely inside the

accessory.
3. If the insulating sleeve does not fit securely inside the accessory, do not use the electrode.
4. Some electrodes are supplied with a tip protector. If a tip protector is present, remove prior to use.
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WARNINGS

* When not in use, store active electrodes in an electrically insulated container.
* Electrosurgical tips that are activated or hot from use can cause a fire; do not place them

near or in contact with flammable materials and substances (e.g. drapes, flammable gases,
endotracheal tubes, etc).

* Electrosurgery should not be used to perform circumcisions.
* Use the lowest possible power settings to achieve the desired effect.

CAUTIONS

* These devices are intended for single use only. Properly discard after use. Do not resterilize.
• ACE BLADE Electrosurgical tips can be bent up to approximately 600. The use of

instruments to modify the electrode and / or excessive bending may damage the coating or
the electrode.

* Do not use a scratch pad or other abrasive cleaner to remove eschar. This may damage the
PTFE coating.

* If the electrode or coating is damaged discard the electrode.
* Refer to the generator manufacturer's operating manual for proper usage of electrosurgical

generator(s).
* For non-skin incisions, activate the electrodes when in contact, or in close proximity to target

tissue to avoid the possibility of unintended tissue damage.
* Moving slowly through the tissue does not increase the cutting ability of the ACE blade and

may deliver excessive energy to surrounding tissues causing unwanted thermal damage to
the incision edges.

* Federal (USA) law restricts this device to sale by or on the order of a physician.

RF voltage rating
<10.8 kV, consult electrosurgical generator specifications

Compatibility
Megadyne recommends use of the ACE BLADE with the Mega Power TM Electrosurgical Generator
and Megadyne accessory devices (i.e. electrosurgical pencils and return electrodes).

ISTERILI E[0

CC ®® ..... e-
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