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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH Endocutter 60 Endoscopic Linear Cutter

510(k) Summary

Company  Ethicon Endo-Surgery, Inc.
4545 Creek Road
Cincinnati, OH 45242

Contact Georgia C. Abernathy, MBA, RAC
Senior Regulatory Affairs Associate
Telephone: (513) 337-3179
Fax: (513)337-1444
Email: gabernat@eesus.jnj.com

Date Prepared April 19, 2005

Device Name Trade Name: ENDOPATH® Endocutter 60 Endoscopic Linear Cutter
Common or Usual Name: Linear Cutter

Classification Name: Endoscope and Accessories and Implantable Staples
[21 CFR 876.1500 (KOG) and 21 CFR 878.4750 (GDW)]

Predicate Device ENDOPATH® Linear Cutters and Staplers

Device Description These instruments are all mechanical surgical stapling devices. The
ENDOPATH Endocutter 60 Endoscopic Linear Cutter models are sterile, single patient use
instruments that deliver staples while simultaneously dividing tissue between rows. These
instruments may be used in either open or endoscopic procedures. The devices will be
available in three shaft lengths: standard, compact and long, and will be furnished without a
cartridge. Cartridges for the Endocutter 60 devices will be available in sizes that correspond
to the thickness of tissue that is to be transected or resected: white (vascular/thin), blue
(standard), gold (thick, less dense) and green (thick).

Indications for Use The ENDOPATH Endocutter 60 Endoscopic Linear Cutter is intended
for transection, resection, and/or creation of anastomoses. The instrument has application in
multiple open or minimally invasive general, gynecologic, urologic, thoracic, and pediatric
surgical procedures. It can be used with staple line or tissue buttressing materials.

Technological Characteristics The device incorporates a new 60mm cartridge design; new
enhanced compression system; rigid anvil and E-beam with robust, one-piece design; wide
jaw aperture for easy tissue positioning and manipulating; and ergonomic features for one-
handed use (ability to clamp, fire and release with automatic knife return). The ENDOPATH
Endocutter 60 device will be available in three shaft lengths: standard, compact and long.
Compatible cartridges come in four sizes to accommodate various tissue thicknesses. The
gold cartridge is an additional size added to the product line. The gold cartridge staple wire
diameter is identical to the existing blue cartridge staple wire diameter, with a longer staple
leg length for thicker indicated tissue.

Performance Data Bench testing and preclinical laboratory evaluations were performed to
demonstrate that the device will perform as intended.
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Public Health Service

-/é DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration

9200 Corporate Boulevard
MAY 17 2009 Rockville MD 20850

Ms. Georgia C. Abernathy, MBA, RAC
Senior Regulatory Affairs Associate
Ethicon Endo-Surgery Incorporated
4545 Creek Road
Cincinnati, Ohio 45242-2839
Re: K051002

Trade/Device Name: ENDOPATH® Endocutter60 Endoscopic Linear Cutter

Regulation Number: 21 CFR 878.4750 -

Regulation Name: Implantable staple
Regulatory Class: 11

Product Code: GDW

Dated: April 19, 2005

Received: April 20, 2005

Dear Ms. Abernathy:

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 Il (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. Georgia C. Abernathy, MBA, RAC

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 Office of Compliance at (240) 276-0115 . Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/edrh/industry/support/index.htmi.

Sincerely yours,

yv/a

Miriam C. Provost, Ph.D.
éj Acting Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH Endocutter 60 Fadoscopic Lincar Cutier

Indications for Use

510(k) Number (if known):

Device Name: ENDOPATH® Endocutter 60 Endoscopic Linear Cutter

Indications for Use:

The ENDOPATH Endocutter 60 Endoscopic Linear Cutter is intended for transection,
resection, and/or creation of anastomoses. The instrument has application in multiple
open or minimally invasive general, gynecologic, urologic, thoracic, and pediatric
surgical procedures. It can be used with staple line or tissue buttressing materials.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

(Posted November 13, 2003)
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4 _/@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

MAY 17 2005 Rockville MD 20850

Ms. Georgia C. Abernathy, MBA, RAC
Senior Regulatory Affairs Associate
Ethicon Endo-Surgery Incorporated
4545 Creek Road

Cincinnati, Ohio 45242-2839

Re: K051002
Trade/Device Name: ENDOPATH® Endocutter60 Endoscopic Linear Cuiter
Regulation Number: 21 CFR 878.4750 -

Regulation Name: Implantable staple
Regulatory Class: 1l

Product Code: GDW

Dated: April 19, 2005

Received: Apnl 20, 2005

Dear Ms. Abernathy:

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 I'ederal I'ood, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, thercfore, 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. Ixisting major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, I'DA
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 mcan
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) reguiation (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. Georgia C. Abernathy, MBA, RAC

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 Parf 801), please
contact the Office of Compliance at (240) 276-0115 . Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda. fov/cdrh/industry/support/index.html.

Sincerely yours,

yia

Miriam C. Provost, Ph.D.
t?J Acting Dircctor
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Ethicon Endo-Surgery, Inc.
510(k) Premacket Notification ENDOPATH Endocutter 60 Endoscopic Linear Cuiter

Indications for Use

510(k) Number (if known):

Device Name: ENDOPATH® Endocutter 60 Endoscopic Linear Cutter

Indications for Use:

The ENDOPATH Endocutter 60 Endoscopic Lincar Cutter is intended for transection,
resection, and/or creation of anastomoses. The instrument has application in multiple
open or minimally invasive general, gynecologic, urologic, thoracic, and pediatric
surgical procedures. It can be used with staple line or'tissue buttressing materials.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D} {21 CFR 801 Subpart C})

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of]

(Posted November 13, 2003)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Druyg Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-—401)
9200 Corporate Blwvd.

April 25, 2005 Rockville, Maryland 20850

ETHICON ENDQ-SURGERY, INC. 510(k) Number: K{051002

4545 CREEK RD. Received: 22-APR-2005

CINCINNATI, OH 45242 Preduct: ENDOPATH ENDOCUTTER

ATTN: GEORGIA C. ABERNATHY 60 ENDOSCOPIC LINEAR
CUTTER

The Food and Drug Administration (FDA), Center for Devices

and Radiclogical Health (CDRH), has received the Premarket Notification you
submitted in accordance with Section 510(k) of the Federal Food, Drug, and
GCosmetic 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 any future correspondence that relates
to this submission. We will notify you when the processing of your premarket
notification has been completed or if any additional information is required.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBRUTION UNTIL YOU RECEIVE
A LETTER FROM FDA ALLOWING YOU TO DO S0.

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff entitled,
"FDA and Industry Actions on Premarket Notification (510(k)) Submiszsions:
Effect on FDA Review Clock and Performance Assessment". The purpose of this
document is to assist agency staff and the device industry in understanding
how various TDA and industry actions that may be taken on 5310(k)s should
affect the review clock for purposes of meeting the Medical Device User Fee
and Modernization Act. Please review this document at
http://www.fda.gov/cdrh/mdufma/guidance/1219 html.

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 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.

You should be familiar with the regulatory requirements for medical device
available at Device Advice http://www.fda.gov/cdrh/devadvice/". If vou have
other procedural or policy questions, or want information on how to check

on the status of your submission, please contact DSMICA at (301) &443-6597 or
its toll-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsmamain.html or me at (301)594-1190.

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer

Office of Device Evaluation

Center for Devices and Radiological Health

FOI - Page 12 of 119
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Dffice of Device Evaluation
Document Mail Center (HFZ—401}
9200 Corporate Blwvd.

April 20, 2005 Rockville, Maryland 20850
ETHICON ENDC-SURGERY, INC, 510(k} Number: K051002
4545 CREEK RD. Received: 20-APR-2005
CINCINNATI, OH 45242 Product: ENDOPATH ENDOCUTTER
ATTN: GEORGIA C. ABERNATHY User Fee ID Number: &020057C LINEAR
CUTTER

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 Foad, 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 any 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 Act, as amended by the Medical Device User Fee and Modernization Act of
2002 (MDUFMA) (Public Law 107-250), specifies that a submission shall be
considered incomplete and shall not be accepted for filing until fees have
been paid (Section 738(f)). Our records indicate that you have not
submitted the user fee payment information and therefore your 510(k) cannot
be filed and has been placed on hold. 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.5. Bank

P.0O. Box 956733 956733

5t. 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 (301) 594-2977 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
310(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 http://www.fda.gov/oc/mdufma.
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Please note that since your 510(k) has not been reviewed, additional
information may be required during the review process and the file may be
placed on hold once again. If you are unsure as to whether or not you need
to file an application with FDA or what type of application to file, you
should first telephone the Division of Small Manufacturers, International
and Consumer Assistance (DSMICA), for guidance at (301}443-6597 or its
toll-fee number (2800)638-2041, or contact them at their Internet address
http://www.fda.gov/cdrh/dsmamain.html, or you may submit a 513(g) request
to the Document Majl Center at the address above. If you have any
questions concerning the contents of this letter, you may contact me at
(301) 594-1190.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer
Office of Device Evaluation
Center for Devices and
Radiclogical Health
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"ETHICON ENDO-SURGERY, iNC.
agoﬁmw«ﬂcﬂmw company

4545 CREEK ROAD
CINCIMNATL 1 45242 2839 %

April 19, 2005

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation

Division of General and Plastic Surgery Devices
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, MD 20850

Re: Traditional 510(k) Premarket Notification
ENDOPATH® Endocutter 60 Endoscopic Linear Cutters - Straight

i

Dear Sir or Madam:

Pursuant to 21 CFR 807.90, Ethicon Endo-Surgery is submitting two copies of this 510(k)
notification for ENDOPATH Endocutter 60 Endoscopic Linear Cutters and two copies
of this cover letter. This Premarket Notification is being submitted as notification of
Ethicon Endo-Surgery’s intent to introduce modifications of the currently marketed
ENDOPATH Linear Cutters and Cartridges (Reloads) product family (cleared June 3,
2002 under K020779), to be called ENDOPATH Endocutter 60 Endoscopic Linear
Cutters.

A unique payment identification number (PIN) has been assigned to this submission:
(b)(4) | A copy of the Medical Device User Fee Cover Sheet has been
included in Section A for your reference.

All information necessary for a substantial equivalence determination is included herein.
If you have any questions about this notification, please contact me at (513) 337-3179 (or
fax (513) 337-1444), or contact Linda Hill, Group Manager, Regulatory Affairs at (513)
337-7623.

Sincerely, |
W’?ﬂ@t ( ii/d'/{‘-é%fu{%%;_
Georgia C Abernathy, MBA, RAC .~

Senior Regulatory Affairs Associate

Enclosure

G
A
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Ethicon Endo-Surgery, [ne.
1Ok Premarket Notification ENDOPATIH Endocutter 60 kndoscopic Lincar (".'utturr

Table of Contents

Section A
Section B

Scetion C Sercening Checklist for All Premarket Notification [510(k)]

SUDIMISSIONS .verveirieieerienreisienrceraensesbeee e aseraranrstessessaesrarsanssans

Section D Statement of Indications for Usc* ...,

Section E STOK) Summary® oo

Section F Truthful and Accurate Statement ...............cccooveivnieeneee.

Section G Device Descriplion  ......coccveeiieciei et

Device Design and Principles of Operation ..........occovvenee..

Purpose of this Premarket Notification .........ccocooceeenn.

Indications for USe .......ccooeiivmirievcicece s

Regulatory History of the Device .......cccocovveeiivvcnivieinan,

Section H Device Materials and Biocompatibility .............covirivinnncnn,

Section | Performance Testing and Animal Studies ............ccccoveevennnne.

Performance Testing ........ccocoovveiivniincinieein e

Animal SIS ..o

Section J Sterilization and Packaging ...,
Section K Statement of Substantial Equivalence ............ccccoovevieennn..
Section K-1: SE Decision Making Process Decision Tree

Section K-2: Side-by-Side Comparison Table .................

Section L Draft Product Labeling ..o,

Section M Marketed Device Labeling ..o

* An extra copy in a plastic sleeve is included for reviewer convenience.

LAReg. AMMS 10K OSxxxx.doc April 19, 2005
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Lthicon Endo-Surgery, [ne,
Sk Premarket Nuotitication LNDOPATH Endocutter 60 Endoscopic Lincar Cutter

Section A
Medical Device User Fee Cover Sheet

The Medical Device User Fee Cover Sheet for the proposed device is provided on the
following pages.

L:A\Reg ATRS10(k)KO5xxxx. doc April 19, 2005
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Store: Coversheet Details: &0 Page 1 of 2

Form Approved: OME Ne. 0910-311 Expiration Date: August 31, 2005, See Instuctinns for UMEB Stalanen,

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER: |(b)(4)
FOOD AND DRUG ADMINISTRATION Write the Payment Identification number on your check
| MEDICAL DEVICE USER FEE COVER SHEET '

A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken
to properfy submit your application and fee payment:

1. Electronically submits the completed Cover Sheet to the Feod and Drug Administration {FDA) before payment is sent.

2. Include printed copy of this completed Cover Sheet with a check made payable ta the Food and Drug Administration. Remember that
the Payment identification Number must be written on the check.

3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 956733, St. Louise, MO 63105-5733, (Note: In no
case should payment be submitted with the appfication.)

4. If you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to US Bank, Atin: Government Lockbox
956733, 1005 Convention Plaza, St. Louis, MO 63101. {Note: This address is for courier delivery only. Contact the US Bank at 314-
418-4821 if you have any questions concerning courier delivery.)

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
http:/iwww.fda.gov/cdrh/mdufma/fags.htmi#3a. You are respansible for paying all fees associated with wire transfer,

6. Include a copy of the complete Cover Sheetin valume one of the application when submitting to the FDA at either the CBER or
CDRH Bocument Mail Center.

>
1. COMPANY NAME AND ADDRESS (include name, street

2. CONTACT NAME

Georgia Ab th
address, city state, country, and post office code) 21 E-eM;?IL AD;I:;S;
gabernat@eesus.jnj.com
ETHICON ENDC SURGERY INC
4545 Creek Road ML #23 2.2 TELEPHONE NUMBER (InCIUdE Areg code)
Cincinnati OH 45242 513-337-3179
us 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 513-337-3179
(b)(4)

3. TYPE OF PREMARKET APPLICATION {Select one of the fallowing in each column; if you are unsure, please refer to the application
descriptions at the following web site: hitp:/iwww.fda.govidc/mdufma

Select an application type: 3.1 Select one of the types below
[X] Premarket notification{510(k}}; except for third party [X] Original Application

[ ] Biologics License Application (BLA) Supplement Types:

[ ] Premarket Approval Application (PMA) {1 Efficacy (BLA)

[ 1 Modular PMA [1 Panel Track (PMA, PMR, PDP)
[ 1 Product Development Protecal (PDP) ) [1Real-Time (PMA, PMR, PDP)

[ ] Premarket Report (PMR) [1180-day {(PMA, PMR, PDP}

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[]1 YES, | meet the small business criteria and have submitted the required [XINQ, | am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number: nuil

5. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTICN.

[ 1 This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support
including any affiliates, parents, and partner firms condittons of use for a pediatric population

[1 This biologics application is submitted under secion 351 of the Puplic L} 11 application is submitted by a state or federal

Health Service Act for a product licensed for further manufacturing use only fg;?;"g;gﬁyenmy for & device that is not to be distributed

6. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? {If so, the application is
subject to the fee that applics fur an original premarket approval application (PMA).}

[1YES [X] NO

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005)

(b)4)

07-Mar-2005

N
hitps:.//fdasfinapp8.fda. OA HTML/mduf f
FOI - Papge/ 8 of % PP a.gov/0A /mdufmaCScdCfgltemsPopup 03/07/2005



Ethicon Endo-Surgery, [ne.
S10(k) Premarket Notification ENDOPATH Ladocutter 60 bndoscopic Lincar Cutter

Section B
CDRH Premarket Review Submission Cover Sheet

The CDRH Premarket Review Submission Cover Sheet tor the proposed device is
provided on the following pages.

LAReg ARG LO{k)KO05xxxx.doc April 19, 2005
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Ethicon Endo-Surgery, [nc.

S10(kY Premarket Notification ENDOPATIH Endocutter 68 Endoscopic Lincar Cutier

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval
OMB No. 9010-0120
Expiration Date: May 31, 2007.
See OMB Statement on page 5.

Date of Submission

April 19, 2005

User Fee Payment ID Number

MD6020057-956733

FDA Submission Document Number {if krown)

O Madular Submission
O Amendment

0 Report

1 Report Amendment
O Licensing Agreement

[ Panel Track (PMA Only})

O 30-day Supplement
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0O Amendment t¢ PDP

SECTION A TYPE OF SUBMISSION

PMA PMA & HDE Supplement PDP 510(k} Meeting
O Original Submission | O Regular {120 day) O Original PDP = Ig”ﬁ'”;‘.‘f"‘br‘issm”i O Pre-510(k) Meeting
O Premarket Report O Special @ Notice of Completion o S;)aecliflna O Pre-IDE Meeting

O Pre-PMA Meeting

O Pre-PDP Meeting

O Day 100 Meeting

[1 Agreement Meeting

O Determination Meeting
O Gther (specify):

O Abbreviated {Compiate
section |, Page 5)
O Additional Information
O Third Party

IDE Humanitarian Device
Exemption (HDE)
0O Original Submission
[ Amendment

O Supplement 0O Original Submission

O Amendment

O Supplement

0O Report

O Report Amendment

Class Il Exemption

Petition

O Original Submission
O Additional Infarmation

Evaluation of Automatic Other Submission

Class lll Designation
(De Novo)
O 513(g)
O Original Submission 0O Other

O Additional Information [describe subrmissian):

Have you used or cited Standards in your submission? O Yes

1 No

{if Yes, please complete Seciion I, Page 5)

“SUBMITTER, APPLICANT OR SPONSOR

Company / Institution Name

Establishment Registration Number (if known)

Ethicon Endo-Surgery, Inc. 1527736
Division Name (if applicable) Phone Number (including area code)
513-337-3179
Street Address FAX Number (including area code}
4545 Creek Road 513-337-1444
City State / Province ZIP / Postal Code | Country
Cincinnati OH 45242 USA

Contact Name
Georgia C. Abernathy, MBA, RAC

Contact Title
Senior Regulatory Affairs Associate

Contact E-mail Address
gahernat@eesus.jnj.com

Division Name (if applicabla}

Phore Number (including area code)

Street Address

FAX Number fincluding area code)

City

State / Province ZIP / Postal Code | Country

Contact Name

Contact Title

Contact E-mail Address
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Ethicon Endo-Surgery, Inc.

5 10(k) Premarkel Notitication ENDOPATH Endocutter 60 Endoseopic Linear Cutter

O Addgitional or Expanded Indications

O Request for Extension

O Post-Approval Study Protocol

O Request for Applicant Hold

O Request for Removal of Applicant Hold

O Request to Remove or Add Manufacturing Site

O Software / Hardware
O Color Additive

O Material

O Specifications

O Gther (specify below}

SECTION D REASON FOR APPLICATICN - PMA, PDP, or HDE
O Change in Design, Component, or O Location Change:
0O Withdrawal Specification:

O Manufacturer
0O Sterilizer
O Packager

3 Process Change:
O Manufacturing
O Sterilization
0O Packaging
O Other {specify below)

O Labeling Change:
[1 Indications
O Instructions
O Performance
O Shetf life
& Trade name

O Response to FDA Correspendence:

O Other {specify below)

0O Report submission:
O Annual or Pericdic
O Post-Approval Study
O Adverse Reaction
O Device Defect
O Amendment

O Change in Ownership
O Change in Corresgandent
O Change of Applicant Addrass

O Other Reason {specify):

SECTION D2

REASON FOR APPLICATION — [DE

O New Device

O New Indication

O Addition of Institution

O Expansicn / Extension of Study
O IRB Certification

O Termination of Study

0O Withdrawal of Apptication

[ Unanticipated Adverse Effect
O Notification of Emergency Use
0O Ceompassionate Usa Request
O Treatment IDE

[J Centinued Access

O Change in:

O Correspondent / Applicant
O Design / Device

O Informed Consent

O Manufacturer

O Manufacturer Process

0O Protocel — Feasibility

O Protocol - Other

L] Sponsor

O Report submissian:
O Current Investigator
O Annual Progress Repart
O Site Waiver Report
O Final

[J Response to FDA Letter Cencerning:

[ Conditional Approval
O Deemed Appraved
O Deficient Final Report
0O Deficient Progress Report
O Deficient Investigator Report
O Disapproval
0 Request Extension of
Time to Respond to FDA
0O Request Meeting
0O Request Hearing

O Other reason ( specify):

SECTIGN DS _

“REASON FOR SUBMISSION = 51008

M New Device

[ Additional or Expanded Indications

O Change in Technology

O Other Reason (specify}:

Addition to the existing product line of a straight 60mm linear cutter for laparoscopic or open procedures and
corresponding 60mm cartridges, including a cartridge with modified staple leg length and cartridge color for use on
thick, less dense tissue. Labeling revisions to product insert Indications (for clarity) and Contraindications section (for
tissue compression range associated with the new staple dimensions).
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Ethicon Endo-Surgery, luc.

510(k) Prenarket Notilication ENDOPATH kndocutier 00 Endoscopie Lincar Cutier

SECTION E ADDITIONAL INFORMATION ON 510(k) SUBMISSIONS
Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
safety and effectiveness information
1 GDW 2| KOG 3 4 & 510{k) summary attached
O 510{k) statemant
5 6 7 8
Information on devices to which substantial equivalence is claimed if known}
510(k) Number Trade or Proprietary or Model Name Manufacturer
1] K020779 1| ENDOPATH & PROXIMATE Linear Cutters & 1| Ethicon Endo-Surgery, Inc.
Staplers

2| K002398 2| ENDOPATH ETS45 Linear Cutters, Staplers & 2 | Ethicon Endo-Surgery, Inc.
Reloads Product Family ]

3| K961390 3| ENDOPATH ETS Endouscopic Linear Cutter and 3 | Ethicon Ende-Surgery, Inc.
ETS-Flex Endoscopic /Articulating Linear Cutter
Devices

4 4 4

5 5 5

B & 6

SECTION F -PRODUCT INFORMATION — APPLICATION TO ALL APPLICATIONS

Common or usual name or classification

_ Endoscope and Accessories (KOG) and Implantable staple (GDW)

Trade or Proprietary or Model Name for This Device i1 Model number
11 EC60, SC60, LONG60,
ENDOPATH Endocutter 60 Endoscopic Linear Cutter Cartridges: ECR60W, ECR60B, ECR60D, ECRO0G
2 2
3 3
4 4
5 5

FDA document numbers of all prior relate¢ submissions (regardiess of oufcomes)

1 2 3 4 5 G
KO020779 K002398 K970720 K961390 K951546 K935064
7 8 9 10 1 12
K843034
Data Incluged in Submission
| Laboratery testing M Animal trials O Human trials

SECTIONG - _ PRODUCT CLASSIFIGATION — APPLICATION TO ALL APPLICATIONS i
Product Code C.FR. Sectlon (if applicable) Dewce class
KOG, GDhw 21 CFR 876.1500; 21 CFR 878.4750

DClass Class Il
Classification Panel .
General and Plastic Surgery 0 Class I 0 Unclassified

Indications (from labeling}

The ENDOPATH Endocutter 60 Endoscopic Linear Cutter is intended for transection, resection, and/or creation of
anastomoses. The instrument has application in multiple open or minimally invasive general, gynecologic, urologic,
thoracic, and pediatric surgical procedures. It can be used with staple line or tissue buttressing materials.
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Ethicon Endo-Surgery, Inc.
210(K) Pramarket Notitication ENDOIATH Endocutter 60 Endo

scopic Linear Cutter

Note: Submission of this infermaticon does not affect the need fo submit a
2891 or 2891a Device Establishment Registration form.

FDA Documenl Number {if knawn)

SECTIONH_ . MANUFACTURING / PACKAGING ] STERILIZATIO!

NSTTES RELATING TO A SUBMISSION

2] Origiﬁal
0 Add

FDA Establishment Registration Number

O Delete 1527736

O Contract sterilizer
O Repackage f Relabeler

& Manufacturer
O Contract Manufacturer

Companry / Institution Mame
Ethicon Endo-Surgery, Inc,

Establishment Registration Number
1527736

Divisicn Name (if applicable}

Phone Number (inciuding area code)
-(b)(4)

N/A

Street Address FAX Mumber {including area code}

4545 Creek Road (b)(4)

City State / Province ZIP / Postal Code Country
Clncinnati OH 45242 UsA

Contact Name

Contact Titl
(b)(4)

Contact e-mail address

(b)4)

FD‘A.Establis‘hment Registraticn Number
1628808

M Criginal
0O Add O Delete

¥ Manufacturer O Contract sterilizer
O Contract Manufacturer [0 Repackage / Relabeler

Company / Institution Name
Ethicon Endo-Surgery, Inc.

Establishment Registration Number
1628808

Division Name (if applicable)

F’t;\on‘ie. Numi i r (including area codej

N/A
Street Address FAX Number {including area code)
3801 University Blvd,, S.E.
City State / Province ZIP / Postal Code Country
Albuguerque 87106 USA
Contact Name 5

(b)(4) (b)(4)

FDA Establishment Registration Mumber

O Delete 8681530

O Contract sterilizer
O Rapackage / Relabeler

Manufacturer
O Cantract Manufacturer

Company / Institution Name
Ethicon Endo-Surgery, Inc. 5.A. de C.V. Planta |

Establishment Registration Number
9681530

Divisich Name (if applicable)

Phone Number (including area code)
)4 |

N/A

Street Address AX Number finciuding area code)

Ave. de Las Torres 7125, Col. Salvarcar (b)(4)

City Slate / Province ZIP { Postal Code Country
Ciudad Juarez Chihuahua Mexico

(17 —

(b)(4)
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Eihicon Endo-Surgery, Inc.
SHHK) Premarket Notification ENDOPA T F—.mh_acuttcr 60 Endoscopic Lincar Cutter

SECTION | UTILIZATION OF STANDARDS
Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard”
statement.
Standards Ne. Standards Standards Title Version Date
Crganizaticn
1
Standards Mo. Standards Standards Title Version Date
Organization
2
Standards No. Standards Standards Title . Version Date
Organization
3
Standards No. Standards Standards Title Version Date
Organization
4
Standards No. Standards Standards Title Varsion Date
Organization
5
Standards No. Standards Standards Title Version Cate
Organization
6
Standards No. Standards Standards Title Version i Date
Organization
7
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 fime for reviewing instructions, searching existing
data seurces, gathering and maintaining the data needed, and complsting reviewing the collection of information. Send comments regarding this burden estimate or any cther
aspect of this callection of information, including suggestiens for reducing this burden to:
Food and Drug Administration
CDRH (HFZ - 342}
9200 Corporate Blvd.
Rockyille, MD 20850
An agency may nol conduct or sponsor, arxd a psrson is not required to respond io, & collaction of information unless & displays a currently vaiid CMB control
FORM FDA 3514 {6/04) PAGE 5 OF 5 PAGES
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Ethicon LEndo-Surgery, [ne.
510tk Premarket Notitication ENDOPATH Endocutter 60 Endoscopic Linear Culier

Section C
Screening Checklist
For All Premarket Notification [510(k)] Submissions

The Screening Checklist for all Premarket Notification [510(k)] Submissions for the
proposed device is provided on the following pages.

LAReg AMNSTO(kNK OS5 xxxx.doc April 19, 2005
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Ethicon Endo-Surgery, Inc.
S10gky Premarket Notilication ENDOPA T Eadocutter 00 Endoscopie Lincar Cutter

Screening Checklist
For All Premarket Notification [510(k)] Submissions

510(k) Number:

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

O Special 510(k) - Do Sections | and 2
O Abbreviated 510(k) - ‘ Do Sections 1, 3 and 4
M Traditional 510(k) or no identification provided - Do Sections | and 4

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

Present or | Missing or

Adequate | Inadequate

Cover letter, containing the elements listed on page 3-2 of the Page 1
Premarket Notification [510)] Manual. 7

Table of Contents. | Page 2 _
Truthful and Accurate Statement. | Section F
Device’s Trade Name, Device’s Classification Name and Section B |
Establishment Registration Number. ) ]
Device Classification Regulation Number and Regulatory Status i Section B

(Class 1, Class Il, Class 1l or Unclassified).

Proposed Labeling including the material listed on page 3-4 of the { Section L
Premarket Notification [510)] Manual.

Statement of Indications for Use that is on a separate page in the Section D
premarket submission.

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

510(k) Summary or 510(k) Statement. _ Section E
Deseription of the device (or modification of the device) including Section G
diagrams, engineering drawings, photographs or service manuals.
Identification of legally marketed predicate device. * Section B
Compliance with performance standards. * [See Section 514 of the Section I
Act and 21 CFR 807.87 (d).| -
Class Il Certification and Summary, ** A
Financial Certification or Disclosure Statement for 510(k) N/A'
notifications with a clinical study. * [See 21 CFR 807.87 (i)]

1 510(k) Kit Certification *** o N/A'

* - May not be applicable for Special 510({k)s.

** - Required tor Class [1I devices, only.

**% - See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the
Convenience Kits Interim Regulatory Guidance.

'- N/A = Not Applicable

L:\Reg AMBS10(KNKOSxxxx.doc April 19, 2005 11
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Ethicen Endo-Surgery, Inc,
510Gk} Premarket Notitication ENDOPATH Endocutter 64 Endoscopic Lincar Cutter

Section 2: Required Elements for a SPECIAL 510(K) submission:

Present Inadequate
or Missing

Name and 510{k) number of the submitter’s own, unmodified
| predicate device.

A description of the modified device and a comparison to the
sponsor’s predicate device.

A statement that the intended use(s) and indications of the modified
device, as described in its labeling, are the same as the intended uses
and indications for the sponsor’s unmodified predicate device.

{ Reviewer's confirmation that the modification has not altered the
fundamental scientific technology of the submitter’s predicate device.

A Design Control Activities Summary that includes the following
elements (a-c):

a. Identification of Risk Analysis method(s) uscd to assess the impact
i of the modification on the device and its components, and the results
of the analysis.

{ b. Based on the Risk Analysis, an identification of the required

| verification and validation activities, including the methods or tests

| used and the acceptance criteria to be applied.

{ c. A Declaration of Conformity with design controls that includes the
| following statements: |

A statement that, as required by the risk analysis, all verification
and validation activities were performed by the designated
individual(s} and the results of the activities demonstrated that the
predetermined acceptance criteria were met. This statement is
signed by the individual responsible for those particular activities.

A statement that the manufacturing facility is in conformance
with the design control procedure requirements as specified in 21
CFR 820.30 and the records are available for review. This
statement 1s signed by the individual responsible for those
particular activities.

LaReg. AfMSTO(WKOSxxxx. doc April 19, 2005 12
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Ethicon Ende-Surgery, Inc.
Si0gk) Prenarket Notitication ENDOPATH Endocutier 04 Lindoscopic Linear Culter

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

Present [nadequate
or Missing

{ For a submission, which relies on a gutdance document and/or
special control(s), a summary report that describes how the guidance
and/or special control(s) was used to address the risks associated with
the particular device type. (If a manufacturer elects to use an alternate
approach to address a particular risk, sufficient detail should be
provided to justify that approach.)

For a submission, which relies on a recognized standard, a

declaration of conformity |For a listing of the required clements of a

{ declaration of conformity, see Required Elements for a Declaration of
Conformity to a Recognized Standard, which is posted with the
510(k) boilers on the H drive.]

| For a submission, which relies on a recognized standard without a
declaration of conformity, a statement that the manufacturer intends
{ to conform to a recognized standard and that supporting data will be
available before marketing the device.

{ For a submission, which relies on a non-recognized standard that has

{ been historically accepted by FDA, a statement that the manufacturer
| intends to conform to a recognized standard and that supporting data
{ will be available before marketing the device.

For a submission, which relies on a non-recognized standard that has
1 not been historically accepted by FDA, a statement that the ‘
manufacturer intends to conform to a recognized standard and that
supporting data will be available before marketing the device and any |
additional information requested by the reviewer in order to |
determine substantial equivalence.

Any additional information, which is not covered by the guidance
document, special control, recognized standard and/or non-
recognized standard, in order to determine substantial equivalence.

* - When completing the review of an abbreviated 510(k), please fill out an Abbreviated
Standards Data Form (located on the H drive) and list all the guidance documents,
special controls, recognized standards and/or non-recognized standards, which were
noted by the sponsor.

LReg AMMSTO(K)\KO05xxxx.doc April 19, 2005 13
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Ethicou Endo-Sargery, Ine.
S10gk) Premacket Notidication ENDOPATH Endocutier 60 Endoscopic Lincar Cuiter

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

Present | Inadegquate
or Missing
a} Biocompatibility data for all patient-contacting matenials, OR Section H
certification of identical material/formulation: '
b) Sterilization and expiration dating information: Section J
1) sterilization process Section J
11) validation method of sterilization process Section J
111} SAL Section J
iv) packaging Section J
‘ !
v) specify pyrogen frec | N/A
1
vi) EtO residues | N/A
vii) radiation dose i Section J
viii) Traditional Method or Non-Traditional Method Section J
¢) Software Documentation: [ N/Al

Items with checks in the "Present or Adequate" column do not require additional
information from the sponsor. Items with checks in the "Missing or Inadequate"
column must be submitted before substantive review of the document.

Passed Screening Yes No
Reviewer:

Concurrence by Review Branch:
Date:

The deficiencies identified above 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 deficiencics. We believe that we have considered the least
burdensome approach to resolving these issues. If, however, you believe that information
is being requcsted 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

UrLOADED ON MARCH 3, 2004

L:AReg ARS 10(k) K05 xxxx.doc April 19, 2005 14
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Libicon Endo-Surgery, Ine.
ST0(k) Premarket Notitication ENDOPATH Endocutter 60 Ladoscopic Linear Cutter

Section D
Statement of Indications for Use

The Statement of Indications for Use for the proposed device is provided on the
following page. An extra copy has been included in a plastic sleeve for reviewer
convenience.

L\Reg ATRS 1(k)\K 05xxxx.doc April 19, 2005
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Lthicon Endo-Surgery, Inc.
S10iky Premarket Notitication ENDOPATH Endocutter 60 Epdc)scnpic Lincar Cutter

Indications for Use

510(k) Number (if known):

Device Name: ENDOPATH® Endocutter 60 Endoscopic Linear Cutter

Indications for Use:

The ENDOPATII Endocutter 60 Endoscopic Linear Cutter 1s intended for transection,
resection, and/or creation of anastomoses. The instrument has application in multiple
open or minimally invasive general, gynecologic, urologic, thoracic, and pediatric
surgical procedures. It can be used with staple linc or tissue buttressing materials.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

(Posted November 13, 2003)

FOI - Page 31 of 119



Eihicon Endo-Surgery, [nc.
S10¢k) Premarket Notification ENDOPATH FEndocutter 60) Endescopic Lincar Cutter

Section E
510(k) Summary

The 510(k) Summary of Safety and Effectiveness Information for the proposed device is
on the following pages. An extra copy has been included in a plastic slecvce for reviewer
convenience.

L:AReg AfAS 10{(kNK05xxxx.doc April 19, 2005 17
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Lihicon Ende-Surgery, Ine.
S100K) Premarket Notitication ENDOPATH Endocutter 60 Endoscopic Lincar Cutter

510(k) Summary

Company Ethicon Endo-Surgery, Inc.
4545 Creek Road
Cincinnati, OH 45242

Contact Georgia C. Abernathy, MBA, RAC
Senior Regulatory Affairs Associate
Telephone: (513)337-3179
Fax: (513)337-1444
Email: gabernat(@eccsus.jnj.com

Date Prepared April 19, 2005

Device Name Trade Name: ENDOPATH® Endocutter 60 Endoscopic Linear Cutter
Common or Usual Name: Linear Cutter
Classification Name: Endoscope and Acccssories and Implantable Staples
21 CFR 876.1500 (KOG) and 21 CFR 878.4750 (GDW)}]

Predicate Device ENDOPATH® Linear Cutters and Staplers

Device Description These instruments are all mechanical surgical stapling devices. The
ENDOPATH Endocutter 60 Endoscopic Linear Cutter models are sterile, single patient use
instruments that deliver staples while simultaneously dividing tissue between rows. These
instruments may be used in either open or endoscopic procedures. The devices will be
available in three shaft lengths: standard, compact and long, and will be furnished without a
cartridge. Cartridges for the Endocutter 60 devices will be available in sizes that correspond
to the thickness of tissue that is to be transected or resected: white (vascular/thin), blue
(standard), gold (thick, less dense) and green (thick).

Indications for Use The ENDOPATH Endocutter 60 Endoscopic Linear Cutter is intended
for transection, resection, and/or creation of anastomoses. The instrument has application in
multiple open or minimally invasive general, gynecologic, urologic, thoracic, and pediatric
surgical procedures. It can be used with staple line or tissue buttressing materials.

Technological Characteristics The device incorporates a new 60mm cartridge design; new
enhanced compression system; rigid anvil and E-beam with robust, one-piece design; wide
jaw aperture for easy tissue positioning and manipulating; and ergonomic features for one-
handed use (ability to clamp, fire and release with automatic knife return). The ENDOPATH
Endocutter 60 device will be available in three shaft lengths: standard, compact and long.
Compatible cartridges come in four sizes to accommodate various tissue thicknesses. The
gold cartridge is an additional size added to the product line. The gold cartridge staple wire
diameter is identical to the existing blue cartridge staple wire diameter, with a longer staple
leg length for thicker indicated tissue.

Performance Data Bench testing and preclinical laboratory evaluations werc performed to
demonstrate that the device will perform as intended.

FOI - Page 33 of 119
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Ethicon Endo-Surgery, Ine.
310k} Premarket Notihcation ENDOPATH Endocutter 60 Endoscopic Linear Cutler

Section F
Truthful and Accurate Statement

The Truthful and Accurate Statement for the proposed device is provided on the
following pages.

L:AReg AMS LO(kPK 05 xxxx.doc April 19, 2005
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Ethicon Lodo-Surgery, Ine.
1Lk ) Premarket Notihcation ENDOPATH Endocutter 68 Endoseapic Lincar Cutter

Truthful and Accurate Statement

The Truthful and Accurate Statement, as required by 21 CFR 807.87(k) is provided below.

I certity that, in my capacity as Senior Regulatory Affairs Associate of Ethicon Endo-
Surgery, Inc., [ believe, to the best of my knowledge, that all data and information
submitted to me in the premarket notification are truthful and accurate and that no
material fact related to a substantial equivalence decision has been omitted.

‘xj\‘f/“/ 7'/%% / /%M

Georgia 7 Abernathy, MBA, RAC
Senior Regulatory Atfairs Associate
Ethicon Endo-Surgery, Inc.

Apnl 19, 2005
Date

LAReg AR LO(kNK05xxxx.doc April 19, 2005 20
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Lthicon Endo-Surgery, Ine.
5100k} Premarket Notiiication ENDOPATH Endocutter 60 Lndoscopic Lincar Cutter

Section G
Device Description

Device Design and Principles of Operation

The ENDOPATH Endocutter 6() Endoscopic Linear Cutter (“Endocutter 60”) models are
sterile, single paticnt use instruments that deliver staples while simultaneously dividing
tissue between rows (See Figure G-1).

Figure G-1
ENDOPATH Endocutter 60 Endoscopic Linear Cutter

Closing trigger ENDOCUTTER 60

Firing trigger " Endoscopic Linear Cutfer - Straight
Rotating knob
Manual firing release lever
3-Stroke indicator
Anvil release bulton
Handle
Shatt
Anvil Jaw

0 Cartridec Jaw

— 000~ O A N —

The Endocutter 60 instrument may be used in either open or endoscopic procedures. The
Endocutter 60 Linear Cutter will be available in three shaft lengths: standard, compact
and long, and will be furnished without a cartridge (See Table G-1 below).

Table -1

Confign __Sgle | D
Straight Standard
SC60 Straight Compact
LONG60 Straight Long
Li\Reg AfRS10{kNK 0S5 xxxx.doc April 19, 2005 21
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Lthicon Endo-Surgery, Inc.
310¢k} Premarket Notitication ENDOPATH Endocutter 60 Enduoseopic Linear Cutter

Figure G-2

ENDOPATH Endocutter 60 Endoscopic Linear Cutters — Various Views of the
Device

The Endocutter 60 instrument with white, blue, gold and green cartridges delivers two
triple-staggered rows of staples. The instrument features safety lockouts that prevent
firing the instrument with no cartridge, an improperly installed cartridge, or a previously-
fired cartridge. The instrument has a staple line that is approximately 60mm long and a
cut linc that is approximately 57mm long.

A schematic of a typical cartridge device assembly (sometimes called a “reload™) is
shown in Figure G-3. The device consists of the cartridge, the staples and the staple

retainer cap, which protects the staple leg points during shipping and transportation and is
to be removed before use.

L:\Reg. ATRS 10(k K0S xxxx.doc April 19, 2005 22
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Ethicon Endo-Surgery, Ine.
S10(k) Premarket Notitication ENDOPATH Endocutier 60 Endoscopic Linear Cutter

Figure G-3
Cartridge Device Assembly

The instrument is shipped without a cartridge and must be loaded prior to use. Only the
indicated cartridges are to be used in the Endocutter 60 instrument, but the Endocutter 60
cartridges are interchangeable across all Endocutter 60 family instrument codes (See
Table G-2 below). An additional table of information about the different cartridges is
shown later in this Section in Table G-3: Cartridge Information.

Table G-2
Endocutter 60 Cartridges (Reloads)

Product Code Color Tissue Thickness Closed Staple Height
ECR60W White | Vascular/thin 1.0mm
ECR60B Blue Standard 1.5mm
ECR60D Gold Thick, less dense 1.8mm
ECR60G Green | Thick 2.0mm

Cartnidges accommeodating various tissue thicknesses (i.e., vascular/thin, standard, thick)
will be available for each shaft length. Each device may be reloaded a number of times
for a maximum number of firings per instrument according to product insert instructions.

The common element among all these instruments is that they are all mechanical surgical
stapling devices.

In general, these linear cutter instruments are intended for use in transection and resection
of tissue during open or minimally invasive surgical procedures. Linear cutter instruments
are also intended for use in the creation of anastomoses in these procedures. Specific
instrument indications are provided in the specific instrument’s product inscrt labeling.
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Purpose of this Premarket Notification

The purpose of this 310(k) is to inform the FDA of a new device design based upon a
predicate device currently marketed by Ethicon Endo-Surgery, the EN DOPATH® ETS45

Endoscopic Linear Cutter. |(P)(4)
(b)(4)

ENDOPATH Endocutter 60 device will be available in three shaft lengths: standard,
compact and long.

Compatiblc cartridges come in four sizes to accommodate various tissue thicknesses.
The gold cartridge is an additional size added to the product line. \(b)(4) \

(b)4)

®@) |

Table G-3
Cartridge Information
- 0 L Nominal | ... .. . ..
_ Product | Colorof | Numberof | StapleLeg | Closed Staple | . ... ..
 Code. o pCartridge | . Rows' © Length o Height | Wire Diameter .
ECR60W White 6 row 2.5mm 1.0mm (b)(4)
ECR60B Blue 6 row 3.5mm 1.5mm
ECR60D Gold 6 row 3.8mm 1.8mm
ECR60G Green 6 row 4. 1mm 2.0mm

Labeling revisions to the product insert Indications to delete reference to specific
procedures and materials will be made to clarify the Indications.

Labeling will also be updated to reflect a new Contraindication for tissue compression
range associated with the new gold cartridge staple dimensions (See Section L: Draft
Product Labeling), described below.

The labeling revision to the product insert Contraindications Section includes the addition
of the following contraindication statement: “Do not use the instruments with gold
reload on any tissue that requires excessive force to compress to 1.8mm or any tissue
that compresses easily to below 1.8mm.” This statement is consistent with the
Contraindications for other size cartridges (e.g., for the white cartridge, the statement
reads: “Do not use the instruments with white reload on any tissue that requires excessive
force to compress to 1.0mm or on any tissue that compresses easily to below 1.0mm.”).

Product performance evaluations demonstrate that the new device meets product

specifications. (P)4)
(b)(4)

(6)4)
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All major changes are summarized in Section K-2 in this submission.
Indications for Use

The ENDOPATH Endocutter 60 Endoscopic Linear Cutter is intended for transection,
resection, and/or creation of anastomoses. The instrument has application in multiple
open or minimally invasive general, gynecologic, urologic, thoracie, and pediatric
surgical procedures. [t can be used with staple line or tissue buttressing materials.

Regulatory History of the Device

Ethicon Endo-Surgery has commercially marketed the ENDOPATH Endocuiter product
line for scveral years. Information on devices to which substantial equivalence is claimed
is contained in the following submissions, the most recent being mentioned first.

Table G-4
Devices to Which Substantial Equivalence is Claimed
- 510(k)# | Datecleared | Purpose of the Submission
K020779 | 6/5/02 et
K002398 | 11/3/00
K961390 | 6/25/96
L:\Reg AR 1O(KPK DS xxxx.doc April 19, 2005 25
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Section H

Device Materials and Biocompatibility

Device Materials

With the cxception of the color of the new “gold” cartridge, the materials in the other
ENDOPATH Endocutter 60 Endoscopic Linear Cutter cartridges are identical to those of
the currently marketed predicate device.

The thick tissue cartridge currently is colored green, the standard tissue cartridge is blue
and the vascular/thin tissue cartridge is white, thercby making each size easily
distinguishable from the other sizes. The new thick, less dense tissue cartridge is gold-

colored.

Table H-1

Comparison of Matcrials of Endocutter 60 Linear Cutter and Predicate Device

ENDOPATH Endocutter 60 Endoscopic
Linear Cutter —All Lengths
(New Device)

ENDOPATH ETS43 Endoscopic Linear
Cutter (K961390, K030779, K002398)
{Predicate Device}

Product Code

EC60, 5Co60, LONGG60

TSB45, SCB435, LONG45A

Length

Standard, Compact, Long

£ Al U ol Ui g

- Miterials in the device classified as Himited surface con

(b))

act (skin) of less thian 24 hours as dofined by 150 10993.1 .

Identical

Identical

Identical

Identical

Identical

Identical

[dentical

Identical

I[dentical

Identical

.. Materialsinthe device classified as tissue, bone or- dentin contact of less than 24 hours as defined by ISO 1099314 -

(b)4)

Identical

Identical

Identical

ldentical

Tdentical

Identical

Identical

Identical

Identical

Identical

Identical
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Table H-2
Comparison of Cartridge Materials for Endocutter 60 Linear Cutters and

Predicate Devices *

White Cartridge Blue Cartridge Gold Blue Green Cartridge
‘ Cartridge Cartridge
{New {Marketed {New (Marketed (New {Marketed {New Device) | (Marketed
Device) Predicate) Device) Predicate} Device) Predicate) Predicate)
Product
E? ‘(;‘L ECR6OW | TRASW ECR608 6R45B ECR60D TR45B ECR60G | TR45G
Ade
Tissue Vascular/ Identical Standard [dentical Thick, Less Standard Thick Idcntical
Thickness Thin Dense
Device materials classificd as limited surface contact (skin) of less than 24 hours as defined by 150 10993-1
(b)(4)
Device materials classified as tisswe, bone or dentin contact of less than 24 hours as defined by ISO [0993-1:
(b)(4)

Jevice materials clagsified as tissue/bone implant devices with greater than 30 days of patient contact as defined by [50 10993-1

(b)4)

* Note: Changes are italicized for ease of review,
Biocompatibility of Materials

The biocompatibility of materials used in the ENDOPATH Endocutter 60 Endoscopic
Linear Cutter line was evaluated based on EN [SO 10993-1: “Biological Evaluation of
Medical Devices - Part 1: Evaluation and Testing™ and on FDA General Program
Memorandum #G95-1: Use of International Standard 1SO-10993, “Biological Evaluation
of Medical Devices - Part 1: Evaluation and Testing.”

All tests were performed in accordance with FDA’s Good Laboratory Practice Standard.
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These materials can be divided into groups based on patient contact. The first group is

comprised of materials that are classified as surface devices (components) with less than 24

hours of skin contact (Limited Surface Contact - Skin) (Sce Table H-3). The materials in
this group arc on the handle of the ENDOPATH Endocutter 60 Endoscopic Linear Cutter.

Material
Test

(b)4)

Table H-3
Limited Surfacc Contact (<24 hrs.) - Skin
(b)(4)
Passed | Passed | Passed Passed Not Done'
Passed | Passed | Passed Passed Passed
Passed | Passed | Passed Passed Passed
Passed | Passed | Passed Passed Passed
Passed | Passed | Passed Passed Passed
Passed | Passed | Passed Passed Not Done’
Passed | Passed | Passed Passed Not Done'
Passed | Passed | Passed Passed Not Done!
Passed | Passed | Passed Passed Passed

' Test not required by ISO 10093-1 for surface components with skin contact of < 24 hrs.

A second group is comprised of materials that are classified as externally communicating
devices with tissue or bone contact of less than 24 hours (Limited Tissue Contact) (See
Table H-4). The materials in this group are on the outside surface of the Linear Cutters,

Table H-4
Limited Tissue Contact (<24 hrs.) - Tissue, Bone Dentin
Test i Material |(0)(4)
(b)(4) Passed Passed Passed Passed
Passed * Passed Passed Passed
Passed * Passed Passed Passed
Not Done' | Passed Passed Passed
Passed Passed Passed Passed
Not Done' | Passed Passed Passed
Passed ° Passed Passed Passed
Passed ° Passed Passed Passed
Passed Passed Passed Passed

' Test not required by TSO 10093-1 for surface components with skin contact of < 24 hrs.
> Test performed by manufacturer of the material.
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The third group 1s comprised of materials that are classificd as tissue or bone implant
devices with greater than 30 days ot paticnt contact (Permanent Patient Contact / Implant)
(Sce Table H-3). The materials in this third group are used to manufacture the staple or are
lubricants used on the staples.

Table H-5
Implant (>30 days) - Tissue, Bone Implant
(b)(4)
Test
(0)4) . Passed | Passed |

Passed ! Passed

Passed | Passed

Passed | Passed

Passed | Passed

Passed j Passed

Passed Passed

Passed Passed

Passed Passed

Passed Passed

Passed Passed

Passed Passed

Passed - Passed
The|(b)4) is identical for all ENDOPATH Linear Cutter
cartridges. The staple lubricant, (®)(4) 'meets the
requirements of the National Formulary for|(0)4) It has been found acceptable

for use in medical devices with tissue/bone implant with greater than 30 days of patient
contact in accordance with the ISO 10993-1 Standard and FDA Memorandum #G95-1.

All materials in the 60mm Endoscopic Linear Cutter meet the biocompatibility
requirements for the appropriate tevel of tissue contact.
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Section I
Performance Testing and Animal Studies

Performance Testing
This section describes the performance testing and results available in support of this
submission. Performance testing (see Table I-1) as well as laboratory animal studies (see

Table 1-2) was conducted. An outlinc of the testing is followed by details of the studies.

No applicable mandatory performance standards or special controls exist for this device.

Table I-1
Performance Testing Using Endocutter 60 Devices
~ Performance Test | Purpose . I - Results
(b)4) Satisfactory results
Satisfactory results
Satisfactory results
Satisfactory results
(b)(4) ‘Testing
Purpose
‘(b)(4)
(b)(4)
Criteria For Success
o« |(b)(4)
L:\Reg. AT 10{(kNKOSxxxx.doc April 19, 2005 30
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Test Methodology

(b)4)

Results

(b)4)

Table I-2

(b)4)

Statistics

Type

Endocutter 60

ETS45

Conclusions

(b)4)
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(b)(4)

Purpose

(B)d)

Criteria for Success

(b)4)

Test Methodology

(b))

Results

(b))

Table I-3
(b)4) 'Comparison

Conclusion

(b))

(b)4)

Compatibility with ®)4)

(b)4)

Criteria For Success

(b)4)
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Test Methodology

(b)4)

Results

(b))

Conclusion

(b)4)
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Animal Studies

Animal studies (see Table I-5) were conducted and an outline of the testing is followed
by details of the studics.

Table I-5
Animate Studies Using Endocutter 60 Devices
Animate Test Purpose Results
(b)(4) Satisfactory results

Satisfactory in indicated
tissue thicknesses
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Table I-7

Test Methodology

(b))
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(b)4)

Results

(b)4)
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Table I-9

Conclusion

(b)4)
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(b))
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Section J
Sterilization and Packaging

Sterilization

Sterilization of the device is identical to the marketed device. The device is sterilized by
gamma irradiation. Radiation qualifications are performed according to the requirements
in ISO 11137-1994 Sterilization of Health Care Products — Requirements for Validation

and Routine Conirol — Radiation Sterilization. \(b)(4)
(b)(4) \

The device is intended for single patient use and is not intended to be reused or
resterilized.

The product will have a five-year shelf life.
Packaging

Each ENDOPATH Endocutter 60 Endoscopic Linear Cutter is packaged in a (P)(4)
(b)(4)
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Section K
Statement of Substantial Equivalence

The “510(k) Substantial Equivalence Decision Making Process (Detailed) Decision Tree”
(Blue Book Memorandum K86-3, 1986) was used in determining substantial equivalence
of thc ENDOPATH Endocutter 60 Endoscopic Linear Cutters to the predicate device.
The decision-making chart, with the path applicable to this submission highlighted, is
provided in Section K-1.

New device is compared to niarkéted device

Marketed devices: ~ ENDOPATH & PROXIMATE Linear Cutters and Staplers cleared
under K020779 on 6/5/2002
ENDOPATH ETS45 Endoscopic Linear Cutter cleared under K002398 on 11/3/2000
ENDOPATH ETS Endoscopic Lincar Cutter and ETS-Flex Endoscopic Articulating
Linear Cutter Devices cleared under K961390 on 6/25/1996.

New device: ENDOPATH Endocutter 60 Endoscopic Linear Cutters

No. The Indications for Use statement has been changed for clarity. (Language in ifalics
in the predicate Indication statement has been removed from the Endocutter Indications.)

ENDOPATH Endocutter 60 Endoscopic Linear Cutter

The ENDOPATH Endocutter 60 Endoscopic Linear Cutter is intended for transection,
resection, and/or creation of anastomoses. The instrument has application in multiple
open or minimally invasive general, gynecologic, urologic, thoracic, and pediatric
surgical procedures. It can be used with staple line or tissue buttressing materials.

ENDOPATH Endoscopic Linear Cutter

The ENDOPATH Endoscopic Linear Cutter is intended for transection, resection, and/or
creation of anastomoses. The instrument has application in multiple open or minimally
invasive general, gynecologic, urologic (including radical prostatectomy), thoracic, and
pediatric surgical procedures. It can be used with staple line or tissue buttressing
materials such as bovine pericardium.

No. The Indications for Use statement changes are for clarification only and do not alter
the intended therapeutic or diagnostic effect (See previous paragraphs for exact language
in each Indications statement).

No. The device incorporates a new 60mm cartridee desion:/(b)4)

(b)4)

[(OR) 'The ENDOPATH Endocutter 60
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device will be available in three shaft lengths: standard, compact and long. Compatible
cartridges come in four sizes to accommodate various tissue thicknesses. The gold

‘ cartridge is an additional size added to the product line, |(b)(4) \
(b)(4)

‘(b)(4) } ‘

Could the new characteristics a fety-or of e
(b)) |

No, they do not raise new types of safety or ctfectiveness questions. The new design of the
Endocutter 60 enables the user to staple a 60mm line, rather than 45mm, and the new
60mm cartridges are identical to the marketed devices except for the length of the cartridge.
The only exception is the addition of the gold cartridge, which is bracketed in sizc by the
blue cartridge and the green cartridge and has a different cartridge color.

b))

Yes. Test methods exist for assessing functionality|(b)4) H
‘(b)(4)

‘ (Refer to Section 1,

Performance Testing and Animal Studies.) Biocompatibility can be evaluated based on
the ISO 10993-1 Standard and on FDA Guidelines. {Refer to Section H, Device

Yes. Testing was performed to ensure that the new characteristics perform equivalently
and that the new materials were assessed for biocompatibility. (Refer to Section I,

Performance Testing and Animal Studies and Section H, Device Materials and
Biocompatibility.)
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Section K-1
Substantial Equivalence Decision Making Process Decision Tree

The Substantial Equivalence Decision Making Process Decision Tree for the proposed
device is provided on the following page.
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Section K-1
510(k) Substantial Equivalence Decision Making Process (Detailed)
Decision Tree (CDRH 510(k) Manual 92-4158)

New device is o Not “substantially equivalent™
marketed device * Determination
-
No N X Yes
Does new device have same Do the differences alter the intended
N . . ’ ﬂ'l l 'r E !h'c emml'
w
Ves Ne New device has Yes
' new mtended vse »
New device has same intended use and may
be substantially squivalent under FFDCA < )
h 4
Does the device have the same N Could the new Y Do the new chamacteristics mise ¥
technological charsetesiatis, (2.8, ¢ | characteristios affect safety o niew types of sabiy or hd
design, materials, etc.}? or effectiveness? > \ uestions? **
No
Yes
L
— Do acospted scisntific methods exist No
Are the descriptive for assessing effects of new
characteristios procise cnetgh to characteristica?
cisuro equivalence?
No No
Yes
L
Are performance data Yes Are performance data Mo
available to asscss availahle to assess effects
cquivalence? *** of new chamcteristics? *+*
No Yes
! Performance
Yes dala required
Performance dala Performance data
. Yi .
:;'g“m‘af:; desnonstrate i Subslamtlally Yot ! demonstrate
nequi ; N . <
equmvaience? Equivalent equivalence?
l No l No
Mot substantially equivalent Not substantially equivalent

* 5]10(k) submissions compare new devices to marketed devices. FDA requests additionat information if the relationship
between marketed and “predicate” devices is unclear.

*+ |'his decision is normally based on descriptive information alone, but limited testing information is sometimes required.

*+* Daa may be in the 510(k), other 510(k)s, the Center’s classification files, or the liferature.
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Section K-2
Side-by-Side Comparison Table

A Side-by-Side Comparison Table for the proposed device and the predicate device is
provided on the following page.
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Section K-2
Side-By-Side Comparison Table

The following is a side-by-side comparison table (summary of features) of the
ENDOPATH Endocutter 60 Endoscopic Linear Cutter to the legally marketed (predicate)
device, ENDOPATH Endoscopic Linear Cutters.

Table K-1 .
Summary of Features of Current Device and Predicate Device

ENDOPATH Endocuticr 60
Endoscopic Linear Cutter (new device

ENDOPATH Endoscopic Linear

Cutter (predicate)

Similarities _
Type of device Mechanical surgical stapling Identical
: device
Staple Material \(b)(4> Identical
Sterility Sterile, Single Patient Use Identical
Shaft length 340mm Standard 340mm Standard
440mm Long 440mm Long
Fits trocar size. ..
All 12mm 12mm

Preloaded with a
cartridge

Long No No

Thickness of tissue
to be transected/

resccted
White Vascular / thin Vascular / thin
Blue Standard Standard
Green Thick Thick
Closed staple
height
White 1.0mm t.0mm
Blue 1.5mm 1.5mm
Green 2.0mm 2. 0mm
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Table K-1 {continued)

ENDOPATH Endocutter 60
Endoscopic Linear Cutter {new device'

ENDOPATH Endoscopic Linear
Cutter (predicate)

Differences

Indications for Use

The ENDOPATII Endocutter 60
Endoscopic Linear Cutter is intended
[or transection, resection, and/or
creation of anastomoses. The
instrument has application in
multiple open or minimally invasive
general, gynecologic, urologic,
thoracic, and pediatric surgical
procedures. It can be uscd with
staple line or tissue buttressing
materials.

The ENDOPATH Endoscopic Lincar
Cutter is intended for transection,
resection, and/or creation of
anastomoses. The instrument has
application in multiple open or
minimally invasive general,
gynecologic, urologic (including
radical prostatectomy), thoracic,
and pediatric surgical procedures. Tt
can be used with staple line or tissue
buttressing matenials such as bovine
pericardium.

Jaw length 60mm 45mm
Firing mechanism Multi-stroke (3 strokes to fire) Single stroke (1 stroke to fire)
Jaw closure (b)(4) (b)(4)
Knife design
Shaft length 280mm Compact 240mm Compact
Safety Lockout In instrument Cartridge only
design feature Empty, spent or misloaded Spent cartridge only
cartridges
Number of firings
per instrument 12 8
Preloaded with a
cartridge?
Standard No Yes
Compact No Yes
Thickness of tissue
to be transected/
resected
Gold Thick, less dense Not available
Closed staple height
Gold
1.8mm Not available
Number of staples
White 88 66
Blue 88 66
Gold 38 Not available
Green 88 44
L:\Reg. ATRS10(kWKO5xxxx.doc April 19, 2005 50
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Section L
Draft Product Labeling

Draft labels and Package Insert for the proposed device are included.

Please note that in this Draft Product Labeling the names "Endocutter 60" and
"echelon60" are interchangeable but represent the same device.

A labeling revision to the product insert Contraindications Scction includes the addition
of the following Contraindication statement: Do not use the instruments with gold
cartridge on any tissue that requires excessive force to compress to 1.8mm or any
tissue that compresses easily to below 1.8mm.” This statement is consistent with the
Contraindications for other size cartridges (e.g., for the white cartridge, the statement
reads: “Do not use the instruments with white reload on any tissuc that requires
excessive force to compress to 1.0mm or on any tissue that compresses easily to below
1.0mm.").
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 Linear Cutter - Siraight

2 ¢ Straight Shaft = 60 mm Stapie Line
HELON 80 Refoad

' Linear Cutter - Straight

i » Straight Shaft = 60 mm Staple Line
HELON 60 Reioar

 Linear Cutfer - Straight

it » Straight Shaft « 60 mm Stapie Line
HELON 60 Reipad

* Linear Cutter - Straight

d » Straight Shaft « 60 mm Stapie Line
HELON 60 Reoad

* Linear Cutter - Straight

d » Straight Shaft » 60 mm Staple Line
HELON 60 Reload

* Linear Cutter - Straight

d » Straight Shaft « 60 mm Staple Line
HELON 60 Reload

* Linear Cutter - Straight

df = Straight Shaft » 60 mm Staple Line
HELON 60 Reload

Use 9@3 Insiructions For Use

¥ ketadhiation. Sterility Guaranteed Unless
vered of Damaged. Da Not Aesteriliza.

RY.INC. ©ETHICON ENDO-SURGERY. INC. 2004
339 USA

~achelon60 I

ENDOPATH® STAPLER

Endoscopic Linear Gutter - Straight

-a— 60 mm—»
—t 340 mm - ==

e Straight Shait
e 60 mm Staple Line
e For use with any ECHELON 60 Reload

&m,_.I_OOZ ENDO-SURGERY, iNnC.




rer SC60

rer EC60

rer LONG60
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EHENOPATEE STAPLER

feload, Chargewr. Magazin, Bivarica, Recargs, Carga, Volling, '

/A Q) Ko
2 ETHICON ENDUSURGERY e
% C € #12 1

FLHICON ENDDEHRGER Y 1 SHEES GNE S
Cielcinniat CHARMZ R TIBA Auamblad in Menico AEE Eﬂﬁﬁﬂw .
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Ethicon Brdo-Sataery loe,
S0k Promarkat Notilication ENDOPATH Bndocutior o0 Endoscopie Dintue Cutier

Section M
Marketed Device Labeling

Labeling for the predicate device, ENDOPATH® Endocutter (Product Code TSB45
(K020779) is provided.

Lo Reg ATDS TO(Rp K DS aon doe April 19,2005
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ENDOPATH®

E1545, ETS-FlondS, and ETS Compact-Flex4s Linear Cutters and

ETS-Flexds and ETS Compact-Flox4d No-Knife Articulating Linear Staplers
Agrateuses linéaives coupantes ET545, ETS-Flexdf ot ETS Compast-Flexdb ot
Agraleuses linéaires articul6es sans conteay ETS-Flexd5 of ETS Compact:Flexds
ETS45, E15-Fiexd5 und £18 Comgact-Flexdb Linear Cutler sowie

ETS-Flex4S und ETS Compact-Flexd5 abwinkelbare Linsar Stapler ohne Messer
Suturatrici Linear Cutier ETS45 ETS-Flexdb ed £15 CompachFlexds e
Suturatrict lingari articolate senza bisturl ETS-Flex4s ed ETS Compact-Flaxds
Agratadores lineares com corte ET545, ET5-Flexda o EIS Compact-Flexdb e
Agrafadores lineares artinulados sem corte ETS-Flexds e ETS Compact-Flexds
Carladoras lineales ETS45, E¥S-Flexds v ETS Compact Flexdy :
Grapadoras lincales articaladas sin Bisturl ETS-Flexd5 y ETS Compact-Flexas. ™
ETS45, ETS-Flexds en ETS Compach-Flexd5 lineaire nutters en

EYS-Flexdd en ETS Compact-Flexdd anticuleerbare lineaire staplers (zonder mes)
ETS45, ET8-Flexd5 og ETS Compact-Flex4b lineeid skeerende staplere ng
EVS-Flexd5 og £1S Compact-Flex4s artikulevende Hneare stapters uden kniv
ET54b-, ETS:Flexndh- ja £T3 Compact-Flexdb -suorasulkuleickurit ja

TerahBmat nivelletyt ET8-Flexdb- 1a ETS Compact-Flexdd -suorasulkuinstrumentit ja -vaihlokasatit
Evlirpappor somtopdntes ETRS, ETS-Flewds won ETS Compact-FlexdS v

Kpliperra enlbrpuppe avppornnd Yol Lo ETSFlendf ko £15 Compati-Flends

ETS45, ETS-Flex45 och ETS Compact-Flexds linjara skirande stapier samt

ETS-Flexd5 och £T5 Compact-Flaxds srtikulerande lnjlira stapler utan kniv

Liniowe staplery tnace ETS45, ETS-Flexd5 1 ETS Compact-Flexd5 oraz

Lintowe staplery z polaczeniem przegubowym, bez noza, ETS-Flex45 1 ETS Compact-Flex4s
ET545, ET5-Flez45 s ET8 Compact-Flexds linearls vagok, valamint

ETS-Flex45 és ETS Compact-Flexdb kés nélkuli csuklos linearis kapcsozok

Linedrnifrezy ETS45 ETSFlex45 a ETS Compact-Flexdba

Linedrni svorkovate s klbubem bez nozi BET5-Flexd5 a ETS Compact-Flex4ds

Linearne zoSivatky ETS45, ETS-Flex4s a £15 Compact-Flexds a

Linearne svorkovace bez noza s kibom ETS-Flexds a ETS Compact-Flexds
IFENR?Y

ETS45, ETS Flaxds. ETS CompactFleniS U ¥~y ~H1 0

ETS Floxdb. BTS CompachFlends UFf TR P =5 0 b 5 e BRI S = A P 7 S

Flease read albinformation arelully,

Failboe yoproperty fo ow rhe instruerons may ad o sovlows surpesl comequenses st as Jeakags o disniptton,
1 ) E

Tmportanty This package tnsert s desgoed o providd dastoactions for use of the ENDOPATH? 1545 Endosoope Lmear Cuttors this
ETRPloods Budoespie Astidelatiog Laiear Collens e BTS Compaat-FlendS At nlaning Dincar Cilters the ETRBlerds NooKiiite
Articoletioy Lineac Staplors and ETS Compast Flandd NoeKai i g Ldiene Saphers b vota s sl ;
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ACa i L aeir Clatees oo o enddl T e seeong resectidin nd/or it of astanisoses: Tl insnindirs e afpheatioin inisipl
cit iy meidinal iy v ve penen s pyicolmicmotagee Uneloding radiva s, sl plelinton sapleal s hey
et B both saide i on e g §

s siioh g Bl pericanlaing

The ENDOPATH BY S Flopls Mo Kinte Arvculating Linear Supless wnd the BUS Comoae Plexd 3 Mo Knile drticubisng Livgar Stupismane
E s Do resection; andfor crration of Thei it v apphication o multiole openor disimaily invasivg
Sl el e Uoileding mdival prostaiecioniv s g pedidnas sdegival proveciires Thiey G beiused dirhi stapls To
orissue hagessng maserials sneh as hovhe parenthisng

Contraindlvatipns

be Lt e ihe s Wl e relosdonang ks i ncnsse folue t i T D GO sy nsus That
ORI eimby do b low 8

4 Do o vk b i ie e with B redoail o i iR TR gl B B O SO B T a0 Ay e thay
Gumipisse BEs b b

* D o wa ik it veidh wioy réloml on i s Gl reniires protsanee KUt i compress o L0 it s o dng tsgiie g
cowipiesses pimiby e b bow Ll

= Bler niitae d5e s laniionts Stk andy eelould i v Deste dhat siqiores etsing Bucd tocompi s s 1o LR85 il sy sing T
coripiessesas be o below D85 mm

* Bl . st s Belaic oF necrand thane

* L3 ot s e TR on A BoTTs

he Eri v s iy | inese curner oid imegor vestalevhitho making prodoasion foe precimial ot dissl somial

* B i e e i vrganss saoh s e hver or sploss whene attenipted wsuhl b destrnetog

# “Ehoki Tnstivoas Jig non iDieded For ke when s mrioul aphng e cantraindicuited:

Devies Dezerinlions
The ERDOPATHE TS IS Plesd b EIR CompadCFend S Loy Culters v el sl putionose sttt tat shidiver sl wibile
sunnineoushy dividimp tissue betwoen rows. ETRSY nstetienis vt bl St reloadssdeliver oo doibile- o triles stggeied rows ol
seaples ET545 tnsimments with privew (hickwlonds delivoronn double-saprores wws of saples oy E1345 nsrurngnts with white {viscalan
yekinds dedoner twin ttiphe-stappered tows of Staphes; mad ETSE5 i wilhi g ok relonds deliver tien ople-stiegered rowy ol
seapdies, Thi dnsmuments” sarory lock-Our fratis s despiadd v prevint i nsed yelowd Do beingeretlined. The aistrmenns v stk fine tharis
spproimately 45 v Jong v wout e tha s spproninsaebe 4 ram fones A Stapie retd ning wap on the Teload proseetithestple g podis Seane
shappa el arsponalon. A articaldion Jocdeon the ETS Flaxddand £15 Compat(-Fl foulaning Liveas Tes balateral
oot of e st s

Fhe ENDOPATH ETH Pavdiand £T8 Floads No-Rrife Lipcar Staplers are sterile singhe patient s ins s EES4S with
Bl serviandy lodds deliver tao donblos b Bipla Gt el podee ol slaples BTRAR Insrimsciits with gicin 05ic k) rolomly dalives pive dénibile

stap e [ of strled only BT840 st with whiee (vasculae reloadd debiver oo sriphesagirered rows ol stagiless sl ETSAS intiunicnts
awith sy Bvesenteric reloads deliver tnotealeshippmad vons of slanles The dnshiiments” satety baboo featire s desioned o provert ied relondd
from beiig ietired. The instnmments fave i stople Bos that I8 ipposimandly 85 o lone. A saple setintiog oo on dhe reloail protcts the Staple o
prints during sbipaing sod seusportation An arteulaon bever on the strinents eoabdes lilateral maovemistof the instriment v

This inatrumints e loaosd Wit aonesneric; gy elinds Sovidating ity reldad) a stmdded bloe velogdi ok ok asiet seen riloal BTR4S
seinads wie Bitercianisble acronall ETRAS Tonily insrument codes: Forexample) 3 TS W astrimiont which s provided with 5 TRASW
e toiel; my b veaded with gither e TRASE the TRAAG, the TRASW. the SRATB. vr the BR45MT,

Do it e londl the Instriads daore e sevdi aines gt womaastons of wiphe Drieas por dnstiament, The oise of ihe st with slaple Taie
bt ssing migecsial oty miduce the nimber'of frigs: Use only: the indicated reloads fo the ETS45 instiument. P o ags BTSAS family wloids
i n Snsa i thih e ETSAS Ty imdiimion

ET848 Product Pamiiy

Ingirument - Deseriplion Shaft
Code Length
TowWas ETS4E Endoscrpie Linear Gutter, Vascular 340 ma
T5Bas ETBAS Endoscupio Lingar Tutter, Standard 40 mm
15645 ETH48 Endostopic Linsar Gutter, Thick Tissue 340w
aabas ETS45 Endhstupie Uinear Dutter, Staddard (8 Rows) i
ATWAS ETS<Fexdt Endostopis Aticubting Dnear Cutbes Vasouler 0.
ATRAE ETS-Hewds Endastrpie Artinlating Linsar Cutter Shandand $40 min
ATG4s ETS-Flexds Endoscepic Ariculating Lineas Cotter Thick Tishug 340 mm
afpds ETS-Flesdd Enduscopic Aniculating Linear Cufter, Stanifad (8 Hows) G40 mm
SEWEE ET8 Compdct-Fledh Ariculatcy Lingar Cutter Vasellar 240
Sheds E15 Compact:Flasds Arisuldtog Linedr Cutter. Standard 40 mm
SLG4E ET5 Compact-Flaxdb Articulating Linear Goner, Thick Tiskue Fdlam
CH45 ETE Drnpact Flensb Avieu ating Linsar Cutter Slandand (8 Rows) 240 mim
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NAB4S
HAGAS
HSwas
Hohas
HSEAE
LONGARA

ETS-Heds Ro-Kinlle Aciculating Linesd Shaaler Wasciibe
B et No-kints Anicilatiog Lingar Stapler Standard

EIS-Flendh Moo nde Aricilaing Linedr Stanles Thidh Tisoe

LT85 Conpast-Flaxd 5 No-Knlle Artulating Licear Stapler Vastular

BT Compact-Flopd i bo-Knite Articulating Einest Staphes Bandand

ETS Sompant Pl b Mo Kndfe Articulating Linese Stapler Thisk Tisas

ETS< Bl Endoscopic Artisitating Lang Uneis Cutter, Ko Helgad

Sl
34l
40 mm
ZAGo
240
a0

Al o

Specitications for BESAS fanely reloads ol

Supporied Insriment Dodes: TRWME TORAL TOOAE APWAG ATOAGS ATGAL SCWAG. SUBAE SLG40, NAB4S NAGAL NAWAL NEWAS 1aBas,
HEG4S, LOHGABA BEBAE GTHAE BORAE

Raload
Code

Description

Staple
Lag Langth

Cloged

Staple Height

Reload
Laolar

Humber
of Blagles

Stple
Riws

TRASE
TRASH
GHAGH
TRAAW

Thick
Standard
Standard

Yagealan Thin

4.1 mi
RERTH
&5mn

Zhmm

2lm
Temm
L5 am

L

44 Grgg 4

44 Bhe 4
& Blug

Whin

BHRASM WesemtariaThin 2.0 mm

U B i

Gy

{rustration sad Nomenclabare (asiation 1)
Cloging Tougee (1)
Firng Tioger (2}
Fafating Kiinh
Articulation Levar
Anvi Heledse Bufton
Hapl
Hetnsd Grinping Suftace

Tngrutions for Uss

Heload Algnorant b
Staphs Hetawnting Lap
Al Jaw

Gartridas daw

Reload Aignmoent Noteh
Artcilation Joir

Verily comparibiling oF all InGirumienic Bl scis bidiad e 1o e the Sitnntiont eles b Wasnings and Precustionss

Mo

i foothonvi g Sutaimente cot ol saple TOWAE, TSB45, 15045, ATWAG, ATHAB, ATGAB, GOWAG, SUBLS. SUG4E, LONGSRA, BER4SE!

BIRAG BUBAE ‘The followng instrumionts porform slaphing anby: NASHS NAGAS. HAWE NOWAS NSEUE NSG4s

1 Using sicrile fchnigie, ibaiove thic instiaiiens frim the: paikisgs. To dviid
2 Ry th stiple retainime vag froan the refond. Ehscand the siple revanm

Latnage do nat thy the tnitrument into the sterile Held
wap Uilugirition 25

Mot The Stlple reldining vap cosices proper siaple origntition ind geeteers the sapl lop poinisaduring shiphing ad sunspaaion

MNote! The LONGHEA inlsument ool prefoaded. Remove the p i

it tsos Belioading the Dnstramiend )

crorn the g of the instraesent batore Toadingthe

Close the jow < af the Tnifrimelis by souedring i tlosing gper (Hebe meay and labeled with o Nomdeie ©D0onindin Theki & plice &x
andibile clok Bt that the Clodine tipeer e Jockedd illsration )
Cautien: Do aotspives thidaing trpeer (drk pray mid Tabelath with o Ninsbes "2 this o,

Sivr

Inroduee the ins
Loy 4y

e R o

Aty throneh the apprepoie ot arintision:

Cantion: The fnsteiment jaws mnise b iflosid orbe intbodiiced i the civity s o tecae of e apprspriae s
Once i the cavity, press the SoviE reheasis button 1o teopen e instiament’ Javws sl retiin dhie clasiig thgper (11 th it brigiial pisition,

(st 5
Toaiculate e insirinent lartitulaing: hemime s
EHlastraion 4y

e
sl

ey s the srdvniat G SO R

Cautlon: Tisud damupe or i mnay sesul 1 B nsmramend Bs tionlanedfter cluding on v,

Cauglsn: Aucmpting i forse i aiticulafion Teves Bovond i

AL posi T 0 IS B it e i
il i locks An sulible olick indicares that the clpsh

i reather dinecion Witl resURCa Hnmiment danipe;
e apbal Closk the s By dibaine e elaking e T it e hamddle
wivigao 5 Jooked) The tssne shonld bepositioned betwen the black Hine e this

o

i or the Jews and the BIck Todatihe proxiol sod tulcating ¢ ends of the siipie Tine: The lner blick fine refaences thy

Haolthe
the black lowe miy be tmmeneted withoot staphes

Dleate Whin oy s ek siie holding the
anidl hetser saple fovmation.
Caativn: If tho sloning mgger (O dithoul iy Tock
Conteatodications for dgiproprinic relout yelsetion T

i dncommiplans staple Hae

L Additionally, putain thal desie Was nob milked Teliad e prowinid Black i Tissee milkéd i g insivineat eyl

s o plade after losing for 15 weconds prior to el ivay acibltin R comprissi

vepasition e lnsteiment and ke a smaller ament of fisoe (580

e Ths ol stagle [ns Buliessing inrcrialowith iz InsEmant iy reduii aiv i rened Toneuy dloss)
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§ Fipe b s o by stz e 1he folne b €% TR COD D s SrveoRnt ST w0 s e o ey
e
oo e the Frgovele ho Soor i) 10 mast be dhanpletill M maanos ol o s resuied il the piniinieit e lniped;
e sbrmnentUsdil lockon Hresn 15 {elt stop and réplace e vanndpe P iltr1nlg.h thiedockout mechantsm will break
e s
aations The finne arke gust be camploned. Do et puatis ity fuy the isranuenr
Mote: Thense of slaple lise o ing matarin i wilohe & SRLTE AT CRgUU S R Ieerewred oroe o ee mnl i pdiice e sumber
i s
s Crossing of stiple Toss winy shoswothe life of the jnstoaunent

9 Feimn gy Press the aovil relese hutton s sapdaie the i tromant poss wnd allow the Diosing il T o pee s to T W thelr nezinal
seisibios Cllnstetion B Belre e g e ansteunsbu s ke e it dss g ol v
Coation: Atrer Deae ol the sphe T Clor e e s Tl st i i popei s ssienp | pacnimes i sfeesiay s it
prsant apmopriate ecangnes sould be veed o achieve pniimost st
Cantion: b esalo o iissnatioally apotatio tho novil celesebuttin s pressedd pol the iriige g eNumber 21 upwand (v
Tooe hoandien it} et T g losies plggers et pa thoar et postions ] I the feng mechansom Becomes | opeiie, o nek
refl the st Eldmeve s discand e it

M T v e Bt fean the cpvitd s the Slosine e UL P 0 loeks, dhosing e ot O lasteabion 9 Wi ienieding the
srtiiulating insiinmenis the it idation lever st be siniele sndecitong thi O e of ke instranun e Ao snihin
Caodion: Tatbue 1o o th Tnstoonin jaees i the stnight position will sesult i diffico wathdrowal ol the ins i ay i
byt Fatlve wostengtion this trar folond i may privvius proper tan ok Hie tosd carinidie Fockaut i

T Complenty Sohdims e et o the dlinad postion

Retoadioy the Instrmient

1 Theingcrenie sochuigue: remove the reloud Som the pacie . T pvoid dvnspe dosot ip vhe rolesd dnte the werile Tield:

2 Priot o iloading, iy it Sasinanent o i open pos o U Hheidian B

3 Push ppwaed Sowarnd the D wissnaep te pefoad o the camindee fawe Eriscans thidiased rifead. D uatation 113
Warndng: Prios i cdloading the nstriansul; vinse the anvifand Suctridgedaw meslorhssoluton sod thew wipe the aid ml cartridgs jiecie
elpds iy formed bet ensed siiples G e instaniont, B ot s the Sarmadii Galil itk bees vissiv inaperidd ko condipm the i
o sl i the s and vantiidge v

2 Examine the riow relosd Tor the | feretiin 1 the retdining cap 5 not i place, discasd tbi reload.

Noker Seleition ol the spproprie saple i mdgc showld be basad npon e Comblicd thickpesied of both the s aint the siaple by
battrssang numorik:

8 Trsert the nesw relond b skiding 1t agans the bottosn of the caitidge Jaw oot stops b the wolond alignmond s5E Snug welopd socurety
wplacy Rens the s-!aplt. retiuieg cap dnd disciad. The instemont 5 now selomied bnd ready for e emtiog 12
Cootion: Al oy the staphe mmtmng o nhwe;‘&e lhi: surfice of the wew weliind. The reloud wiost be repiaced with annthior seload 3f
sy nkortid drivers dre visible U opfored drivers sibiles thereload ray pod Contain shaples

\-\‘am s ol Precavlions
Minimally invasive provede o bty By pesons hvin g adeyiate e sl barity with foinimablv anvasive
techniquos. Consol nedivsl Hrerature pelative 1h iechalipeg comphicaniain, and Ruiids biod @ el ol ind mietinally
Trevasive pooastuns

* Wiy Toshvie some s S vy a0 disob et fron munuibetirer W mansfageurer Whion minioially levisive dsainants ing
hecessafion From direny mapnlicniver s copliyed together i provedilre, verfy bompatibiliny prior iy inisdtion of te privedgre

% Achoriugh upderstind g of (e prseiplos dind sechinigues nolivd i Tiser, electgsnrneal: i Wtmsonic pravediricy s essintinl w avpsd
shrck dod b Razards o both pation) wod medicl persimnel ol damae o e dovice oe S modical indroments. B that elocteioal
ssukation of grolnding s nol conipromised. Do et irnaso sloctratireion! mstomments i Hoind vnbess the tistromonds s dedgned and
{abieted wochy nimeisad.

* Wb divading reagor vsealar strictimes e sabe docadhiens fo thi Basic sorgical prove iple of mroxiol ad distl dornal

s Bedore diing, fomovie the Sanle waining ooy and ohierde e surdube ol the edlool The elined it bo noplaced with another relad iy
certoned drivets e visible:

* Friiern chud e Ganug Sien Thil dnd s positioned propery Boveson the fows: Aoy “Bunching” of Hoie dbing i relodd miny resulin i
incomplets staple o

% Privi i auticalating anid povielimis the Tnsiaiient g or Gasud, ke S thi i mre in the Gpei pasitiei

* The firing struke wvsk be completed, Docnod partindly fire the Tnstroman,

® Helong pefriouing Me irinnen | Hadie s clenied Trom the Jaws and thea ok ik s Prios i g the articaluting
AT From. N cavity istae the tusteanieel iy ot aiicndined:

= Adier removing ihe nstrament, exoiine the seapledne for prenmbstsighepiovase sl prapes Staple ol 1 s
Hoaty AppRTE iquns il be nsed wo schieve plicumos bisisfunnouasie

* Tie insarimicst iy be reloadud dadag v angle prodedure: Do sot raliad the THSUURGH Roie s seian Gines e teld bl o gh frings

or bnstninent.

* Pha firsngtrigper (2ol closte Bz Uy most be: inobeipen position duiing relvading;

* v G pe O Wi st e Vs B gt and e Tiw I sioelie sofutfon g then Wi thir sl and ilae a0 clemi sy
Fermed: but nnmsed stales form T instnarnent. Do not fse the lemment unnl it i beew voiunlly irspicsad fo sonfiom et ire io
siaphos on the ol wod s o

¥ TEthe jiswd do ol Sibbeatically opin after e vl delease Bigon 18 presued, pull the it Uigped B ay from i
kT bt hCTvhie wd closing (g gos toiie o hels driiiad positions. 1F (he g mechinibin becomes inopéad w 6 ol refiie the
mstramient Komose jbdissand the insoament)

¥ HEthe Blisnbard siechannm | ot v e e Juws o ol chig & der pot Tee the instrument: (Remiave i discand the
instrienent and relopd |

= Crovang ol slapte lnes may shonen the e of e Instamont,

x Wher iy =t of sapte Une batinessing materi | the nstictions of the somafactirer of the butiress material shionld be fedlownd The
astar siape Hae butiosslag materidls Weh vhe Tnstramient may roue an iieisil Toiu @R and vay iediee s nuniber of firings.

¥ Selection af the appropriare staple cartidze shonld be fasdd vpon i conmbined digngises of borh the deiie i the sidpie Ting
Prattnssnpoamierialy

¥ Foe remuviil of the drnentang sk th drigiation 1ever it e sudight, iodicating ik s s ol 1B nidaineit dec wlso
straight, Failure f have the imsemione g in the stedihi pesition sl sosuli i delionds withieisal of th inserament and nisy fesult
Boeakee: Fallune bo spuighion the o prien o peloadinge sy pretent prooed fandtion ol the Besdcanades ok men hahians

* Tastibnienie sl divioes whith dome e Eeies With Boitily Tl s ieqiiing sp disp g to prew
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Crigpost D atlOnguid Ineriineine i e ioadi S e uned o in il

This vov i iy pavioged dnd sidized Borsinghe use Widy, B aol s e T R i pestendisation By
crimipraise e strnran! nssenny of sthe device sinbor [0 R0 devive Tl KAt in B Ay restie o paeit iy Wl o hesth s
VUSSR o gl s e Nty Greate 1y e Feotiny o pioas-iniecinn
weluding. bug net fmiuad w, the winssisdion of infecues dssusets) from Grie palicnl i imther Comminarinn vl do ety s
B ek o deathe ol the pations,

How Suppiiad
The ERDUPATH ETSAS TR Blasd 8 o BYS AR Eimear Cotlor i Sipp s Srile Yoraine

sieduesy | ysyfua

The ENDOPATHEY A0 L ES Compacr Figod St foticolanng Lireay
Blssbalter i

Tl bk i e DIOPATH ETS4s S amd BTS Chmpacs Floxdt Liiear Eutien as supphied sttle for daghe pitisgt
e Dispisbateg

The velonds for phawinh e BMDCPATH BT Fload® vl FTS Compie Blead S Mo i Anitulunng Livear B E ooy
AanpiE patienr ies Esoird afterang

ERposaTe
fgrafenses linGaires cougnntes ETS45, ETS Fleadd pLETS Compact:Fluxds el
Agrafouses lingalres ariculées sans voutean ETS-Fiexdh et ETS Compatt-Flaxds

Live dtfentivement touies Tes Infor i iins sulvanies

L respoet des inasuctions peut eitriner des consdgquences chirseicales sraves rominee des tulres il i apratipe e

T poriant & citte notive o poir Bk e donndr doy informittions sur urifisadion des amfeises lindairek coopiniey endusinpigan ERBUPATHY

F U594, oy dubafersel Tinduin conpanes endostopigues mricides FETS-Flexad, dey agrafuses Tinduis: couplimes ailiciies ETS CimpiaerFleiss,
e et Hndiiies aniaiees sins conme ETSS Pland o dox sgmalendey Hiidaiios wrddulcen sas Coutiai BT Chmpein Flexdd, Blle i
Ceniiie Py g refdrence e ek thimrgicales

Indications

Lok dgiifoleed Hugainds chupantes endoscopigues ENDOPATH ETS44, T agrafuses lihdaives olpantes ehdascopiques ariienlides BTS-Hexds
S les dyrifenses ndaies voupantes iticalies BTA Compact-Flend? yont destinses & b section, b reseerion eb/on o ordation & apasiomines. £
iivstrnment < ilsentdans de giinpled ilgrveniions ehiriritales Diverss Gu inniamdsives ploralas; phodiilgiques stalegiues o ies
i gomies radicalin ) thotach o pedintrigues; 16 pegvar e wilises avor dey matdiiawy, de porfomeient es Hades dhagrafes o di
Gasios el Dol 16 peiciide bovia

Few ipiufevsey Tindaitis arcuta s doutea ENDOPATE BT FREds of fes igrafevses Hodaleo aricobees sabs s ETS Lorpazt Flends
ot distiren B T veetion T el s e otaen d Seonones. Ul imstraments © utilisen dans e adiples e snlin chinwrg eddes
BEvGHTES oi mini fivasives gdneiley pynedioginies, urelaaiioes Thunt s provimectomies radicalesicidiadiaies of padiatriques. Tis fruvint

Sirentiing <o madnany de s ands ke o g eses el gue e psdec hovin,

Contre-indications
x NG D I G Il s e Share i VErt si [0 i Gs GOCCSRRmE T Thive vRdisive [ S corprirds & 0 e oo surtes
s ctlomant Comprinids de deonin e 20
S e ded Inarents Sve e Chargei Blew Sur By tsas skt nins 1o o P e[S aomi s ies
i mnprids drdesssin e L
s i liser ged instrumenls ives wi phiy el blang sur o nsies necuRsinnt uns foree Sulvepour dte Conionmis 4 LD s
fos fissns filement comprbinds dn dedsous de L0 mm.
e s i ACE oed Iarvi i nd aved VD Ehig gty W st Tes i psedssinmnt fing Tae Gieersi pie B voriprimds B 08T rm G e
¢ Fac it comarimes dn el de U85 i

G sty Sue des s mehd ey ou neeriis,
condommarents s lherte
TN e LR e agadeinge Bndiis couipanty sur oy vkt prioeipan s snss gnlvols win contilie progimal e dimal

& it pE e eos I spninents st dit orpsaes solides, teli qoe B fole 1 Bnte, s lesquelles ane jenttiy
et destucinice.

IR RN s B uh b el i iaifase chiniigiall B conie ndigug

Descrigtion des lsbumuns

s ap : nduiees coipiois ENDOPKNTH ETEAS ERSHGE ot FES ot BRosd S dont il tnstnaents siddicinns sidiiles oo tnluen:
i it ey doralies W en bougant sl indnient ey s vt los Tabes & agrabipe. Ees instrinents ETS43 G chatieurs bluiis {pour tiiss
FGRTV) DOSGI deo denbles ol tples rangres dagrafes en guinvoncs | Tos msteoments ETS4S N chabgois wons (por sy Cpais) poibi
sepuemen dets doubled vnede O aerfe o guineonie | lee insinimenis ETRAS & charpeurs Blancd et vilaliiens | posent dow wiples
o A mies o grincunge o Tes fnstments TTRAS & changones g [pole 1ssy mescricriymesl pobent duuy nples singdes d agrides oo
quiticonice | spisinl di seeusie dus ssninorts rond inpossible 1 oiiisadion ¢ un siupiiciant dé seedDes mivimans prstdent vne Tiee

o arafes dlemimn 38 m e ne ek vai e 4 stedon dlend o 21 e Toag. T chubi de proition di chivginr promes les phentes des gmfcs
Ty e Gipaliniin o e tempare. Ui Biviar dlaricuinon s sos Tos dgvadeses odieen vongantes urtivalies TSPkt o ETS Crnpact Floxd s
Porinet i inativermont bikitoral dos mvis des insinments
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Marketed Jovice L7 shructons

Enporarn® e —

ET845, ETS-Flex44, and ETS Campact-Flexa5 Linsar Cutier Relnads

ETS-Flex45 and ETS Compacl-Flex45 Mo-Knife Articutating Linear Stapler Reloads

Chargeurs pour agrafeuses linéaires coupantes ETS45, ETS-Flex45 et ETS Compact-Flex45
Chargeurs pour agrateuses linéaires articulées sans couteau ETS-Fiex45 et ETS Compact-Flexd5
Magazine fiir ETS45, ETS-Flex45 wad ETS Compact-Flex45 Linear Cutter

Magazine fiir ETS-Ftex45 und ETS Compact-Flexd5 abwinkellare Linear Stapler ohne Messer
Ricarighe per suturatrici Linaar CuMer ETS45, ETS-Flex45 e ETS Compact-Flex4s

Ricariche per suturalrici lineari articolate senza bisturi ETS-Flex45 e ETS Compact-Flax45
Recatyas para oy agrafadores lineares com corte ETS45, ETS-Flex45 e ETS Compact-Flex45
Recargas para os aprafad lingares articuladns sem ¢orle ETS-Flexd5 e ETS Compact-Flaxd5
Cargas para cortadoras Fineales ETS45, ETS-Flex45 y ETS Compact-Flex45

Cargas para grapadoras lineales articuladas sin bisturi ETS-Flex45 y ETS Compact-Flex45
Vullingen vaor ETS45, ETS-Flex45 en ETS Compact-Flex45 lineaire cutiers

Vullingen voor ETS-Flax45 en ETS Compact-Flexd5 asticuleerhara lineire stapters {zonder mes)
ET$45, ET5-Flexd5 og ETS Compact-Flex5 lineart skarende magasiner

ETS-Flex43 og £T5 Compact-Flox45 artikulerende lineare stapler magasiner uden kniv

ETS845-, ETS-Flaxd5- ja ETS GCompact-Flexd5 -suorasulkuieikkurivaihtokasetit terdttamat nivalletyt
ETS-Flex45- ja ETS Compact-Flex45 -suarasutkuinstrumenttivaihtokasetit

Aviod Lokt kEg KaoEteg YLa toug evlirypappovs xonopanteg ETS4S,

ETS-Flex45 ken ETS Compact-Flexd5

Avtahhiknkég xQoETes Yid Ta aphputd sullypappe cuppantikd xopic Aipa
ETS-Flex45 wou BETS Compact-FlexdS

Magasin lilt ETS45, ETS-Flex45 ach ETS Compact-Flex45 linjira skirande stapler

Magasin lill ETS-Flex45 och ETS Compact-Flex45 artikulerande linjdra stapler wan kniv
Magazynki de linlowych staplerdw tnacych ETS45, ETS-Flexd5 i ETS Compact-Flexds
Magazynki do liniowych stapleréw z potaczeniem przegubowym, bez noza,
ETS-Flex45 | ETS Compact-Flex45

ETS45, ETS-Flax45 &3 ETS Compact-Flexd5 linearis vagohoz vald utantinék
ETS-Flex45 és ETS Compact-Flex45 kés nélkiili ¢suklds lingaris kapcsozokhoz vald utantsiték
Naplné linearrich fréz ET545, ETS-Flex45 a ETS Compact-Flex4s

Napiné linearnich svorkevadd s kloubem bez no#i ETS-Flex45 a ETS Compact-Flex45
Népine pre linearne zosivatky ETS45, ETS-Flex45 a ETS Compact-Flex45

Néplne pre linearne svorkovace bez no#a s klbom ETS-Flex45 a ETS Compact-Flex45
g AV &

ET845. ETS Flexd5, ETS Compact-Flexds U =¥ — v ¥ —XMBH— k) » 3

ETS Flexd5. ETS Compact-Fiexds (1 7) 7 =% ¢ %2b— hBU=F =X 1 75—2iAM
A—tUy

ETHICON ENDO-SURGERY, nc.,
a guﬂrmvmgo’vmn company

Instructions. lastructions. Gebrauchsanweisung, Istruzioni, Instrucdes. Instruceiones,
Gebruiksaanwijzing, Brugsvejledning, Ohje, Osnyix, Bruksanvisning. Instrukeja,

Ulasitasok. Navod k pouziti. Navod, i 8 &
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Please read all information carefully.

EFailure to property follow the instiuctions may lead (o sedous surgical consequences, such as leakage
or disruption,

Important: This package insert is designed’to provide insiructions for use of he ENDOPATH ETS35
Fndoscopic Lincur Cutter Reloads, the ETS-FlesdS Endoscopic Articulating Lincar Cutter Reloads. the
ETS Campuct-Ilex45 Articulating Linear Cutrer Reloads. the LTS-Flexd$ No-Knife Articulaling Linear
Stapler Reloads. ETS Compuct-Flex4$ No-Knife Articulating Lincar Stapler Retoads, It ix not a reference
tor surgical technigues.

Indications

The ENDOPATH ETS45 Endoscopic Linear Cutters, the ETS-Flex4$ Endoscopic Articulating Linear
Cutters, and the ETS Compace-Flexd3 Articulating Lincar Cutters arc intended for fransection, resection,
and/or crearion of anastomoses, The instraments have application in multiple open or minimally invasive
general, gynecologic, wrologic (incliling radical prostatectomy), thoracic, and padiatric surgical
procedures. They can be used with staple line or tissuc buttressing materials such as bovine pericardium.

The ENDOPATH ETS-Flexd5 No-Knife Articulating Lincar Staplers and the ETS Compact-Flex45 No-
Kauife Articulating Linear Staplers are intended for transection, reseetion, and/or creation of anastomoscs.
The instrements have application in multiple open or minimally invasive general, gynecologic, urologic
(including radical prostatectomy), thoracic, and pediatric surgical procedures. They can be used with staple
Jine o tissue bultressing materials such as sovine pericardium.

Contraindications

. Do not use the instruments with green reload on any tissue that requires excessive force o compress
to 2.0 mm or on any tissue that compresses easily to below 2.0 mm.

. Do nat use the instruments with bluz reload on any lissue that requires excessive force to compress
fo 1.5 mim or on any tissue that compresses casily (o below 1.5 mm.

. Do not use the instruments with white reload on any lissue that requires excessive force t compress
to 1.0 mn1or on any tissue that compresses easily o below 1.4 mm.

- De not use the instruments with gruy reload on any tGssue that requires excessive force te compross
to .85 mme or any tissue that compresses easity to below 0.85 mrmn.

. Da not use the instruments on ischemic or necrolic tissuc,

r Do not use the instruments on the sorta,

M Do not use any linear cuiter on major vesscls without making provision for proximal and
distal control.

. Do not use the instruments on solid organs, such as the liver or spleen, where attcmpted
compression would be destructive.

. These instruments are not intended for use when surgicai stapling is contraindicated.

Devica Descriptions

The ENDOPATH ETS45, ETS-Flex43, and ETS Compact-Flex45 Lincar Cutters are sterile, singie paticnt
use instruments that deliver staples while simulianeously dividing tissuc between rows. ETS43 instruments
with blue (standard) reloads deliver two double- or triple- staggered rows of staples; ET545 instruments
with green (thick) reloads deliver rwo double-staggered rows of staples anly; ETS45 instruments with
white {vascular) rekads deliver two ttipic-staggered rows of staples; and. ETS45 instruments with gray
[mesentericy reloads deliver twir triple-siaggerad rows of staples. The instruments’ safety lock-out feature

(00
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is designed to prevent a used reload from being refired. The instruments have a staphe hine that ts
approximately 45 min long and o cut ling thar i approximately 41 mm long, A staple retaining cup on
the reloid protects the staple leg points during shipping and transportation. An articulation lever on the
ETS-Flexd5 and ETS Compaer-Flex43 Articulating Linear Cutters enables hilaterat movement of the
instrument jaws,

The ENDOPATH ETS-FlexS and ETS Compact-1texds No-Knife Linear Staplers are sterile, single
panient e instruments. ETS45 instruments with bluc (standardy reloads deliver two double- or triple-
staggered rows of staples: ETS4S instruments with green (thick) reloads deliver two double-stippered
rows of staples anly; ETS45 instruments with white (vascular) reloads deliver two tripie-staggered rows
of staples: and, ETS45 instruments with gray (mesentetic) reloads deliver two triple-staggered rows of
staples. The instruments” safety kock-out feature is designed co prevent a used reload trom being refired.
The instruments have 4 staple line that is approximately 45 nmm long. A stuple retaining cap on the reload
prolects the staple leg points during shipping and transportation. An articulation ever on the instruments
enubles biluteral movement of the instrument Jaws,

The instruments are louded with a mesenteric, gray reload: a vascular, white reload; a standard, blue
reload; o a thick tissue, green reload. ETS45 reloads are interchangeable across all ETS4S family
instrument codes. For example, 1 TSW43 instrument, which is provided with a TR4SW reload. muy
he reioaded with cither the TR45B, the TR45G. the TRA5W, the 6R45B, or the 6R43M.

Do nut reload the instruments more than seven times for a maximum of cight firings per instrument. The
use of the instrument with staple line buttressing macerial may reduce the number of firings. Use anly the
indicated reloads in the ETS45 instrument. Do not use ETS45 family reloads in an insiument other than
an ET§45 family instrument.

ET345 Product Family

nstrament Description Shatt
Code Length
TSW45 ET345 Endoscopic Linear Cutter, Vascular 340 mm
TSB45 ET545 Endoscopic Linear Guttar, Standard 340 mm
15645 ETS45 Endoscopic Linear Cutter, Thick Tissug 340 mm
65845 ETS45 Endoscopic Linear Cutter, Standard (6 Rows) 340 mm
ATW45 ETS-Fex4b Endoscopic Articulating Linear Cutter, Vascular 340 mm
ATB45 ETS-Flex45 Endoscopic Articulating Linear Cutter, Standard 340 mm
ATG45 ET5-Flexdd Endoscopic Articulating Linear Cutter, Thick Tissue 340 mm
6TB45 ETS-Flex45 Endoscopic Articulating Linear Cutter, Standard (6 Rows) 340 mm
7
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SCW45
SCB4s
SCG45
6CB45
NAW4S
NAR4S
NAG45
NSW45
N5B45
NSG45
LONG45A

ETS Compaci-Flex45 Articulating Linear Cutter, Vascular

ETS Compact-FlexdS Articulating Linear Gutter, Standard

ETS Compact-Flex45 Articulating Linear Cutter, Thick Tissue

ETS Compaci-Flex45 Articulating Linear Cutter, Standard (§ Rows)
ET5-Flexdd No-Knife Articulating Linear Stapler, Vascular
ETS-Flex45 No-Knife Articulating Linear Stapler, Standard
ETS-Flexd5 No-Knife Articulating Linear Stapler, Thick Tissue

ETS Gompact-Flex45 No-Knife Articulating Linear Stapler, Vascular

ETS Compact-Flex45 No-Knife Articulating Linear Stapler, Standard

ETS Compact-Flex45 No-Knifs Articulating Linear Stapler, Thick Tissus

ETS-Flex45 Endoscopic Articulating Long Linear Cutter, No Reload

Specifications fur ETS45 family reloads follow:

240 mm
240 mm
240 mm
240 mm
340 mm
340 mm
340 mm
240 mm
240 mm
240 mm

440 mm

Supportad Instrument Codes: TSWA5, TSB45, TSG45, ATW45, ATB45, ATG45, SCW45, SCB4S, SCGA5,
NABAE, NAGAS, NAWS, NSWA4S, NSBAB, NSG45, LONGASA, 65B45, 6TB45, BCBA5,

Reload Description Staple Closed Number Reload Staple
Code Leg Length Staple Height of Staples  Coior Rows
TR45G Thick 4.1 mm 20mm 44 Green 4
TR45B Standard 3.5 mm 1.5 mm 44 Blue 4
6R458 Standard 3.5 mm 1.5 mm 66 Blue 6
TR45W VaseulaThin - 2.5 mm 1.0 mm 66 White ]
GR45M Masenteric/Thin - 2.0 mm 0.85 mm 66 Gray 6

ysiibug
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Ilustration znd Nomenclature (lllustration 1)
1. Staple Retaining Cap

2. Anyil Jaw

A Cartridpe Jaw

3. Relod Alignment Notch

Reloading the Instrument

Verity compatibility of all instrunients and accessories prioe to using the instrument {refer to Warnings
and Precautions).

Nete: The tollowing instuments cut and staple: TSW4S, TSBAS, T5G45. ATW
SCWd35, SCB45. SCGA5. LONG45A, 65B45, 6TB43, 6CB45. The following i
only: NAB4S, NAG4S, NAW4S, NSW435, NSB43. NSG45.

3. ATB45. ATGAS,
struments perform stapling

1 Using sterile technigue. remeve the reload from the package. To avoid damage. do net flip the
reloud into the sterile field.

2 Prior to reloading, ensure the instrument is in the open pesition. (1iustration 3}

3 Push upward (toward the anvil) te unsnap the reload from the eartridge jaw. Discard the used reload.

(Nlustration 4)

Warning: Prior to reloading the instrument, rinse the anvil and cartridge jaw in sterile solution and
then wipe the anvil and cartidpe jaw 1o clean any fonmed but unused stuples from the instument,
Da not use the instrument until it has been visually inspecied to confim there are no stuples on the
anvil and cartridge jaw.

4 Examine the new refoad for the prcsence of a stuple retaining eap. [f the retaining cap is not in
place, discard the rcload.

Note: Selection of the appropeiate staple cartridge should be based upon the combined thicknesscs
of both the tissue und the staple line buttressing materials.

3 Insert the new reload by sliding it against the bottom of the cartridge jaw until it stops in the reload
alignment slot. Snap the reload securely in place. Remove the staple retaining cap and discard. The
instrument is now reloaded and ready for use, (llustration 5)

Caution: After removing the staple retaining cap, observe the surface of the aew reload. The reload
must he replaced with another reload if any colored drivers are visible. (If colored drivers arc
visible, the refoad may noet conzain stuples. )

Warnings and Precautions

. Minimally invasive procedures shuuld be performed only by persons having adequate rraining and
fumiliarity with minimally invasive techniques. Consult medical titerature relative to technigues,
complications, and hazards prior to performance of any minimally invasive procedure.

. Mininsally invasive instruments may vary in diameter from manufacturer to manutacturer. When
minimally invasive instruments and accessories from different manufacturers are employed together
in u procedure, verity compatibility prior to iniciation of the procedure.

. A thorough understanding of the principles and techniques invelved in luser. electrosurgical, and
ultrazonic procedures is essential to avoid shock and burn hazands 1o both patient and medical
personncl and damage o the deviee or other medical insinuments, Ensure that electrical insulation
or grounding is not compromised. The not immerse clectrosurgical instruments in Tiquid unless the
instruments are designed and labeled to be immersed,

. When dividing major vaseular structures, be sure to adhere to the basic surgical principie of
proximal and distal control.
. Before using, remove the staple retaining cap and observe the surface of the reload. The reload st

be replaced with another reload if any colored drivers are visible,

(0%



. Enxure that the tissue liex flat and s positioned properly between the jaws. Any “bunching” of
tissue atong the reload may result in an incomplete staple line.

. Prior o articulating und positioning the instrunent jaws on fissue, make sure the jaws wre in the
open position,

. The firing stroke must be completed. Bo not partially fire the instrament.

. Before removing the instrument. be sure tssue is cleared frem the jaws and then clase the
Juws, Prier to remeving the antivulating instruments from the cavity, ensure the instiament s

noi anticulited.

- Afler remaving the instrument. examine the staple line for pncumostasisshemostasis and proper
stuple closure, IF pneumostasisthemastasis is not present, appropriafe techniques should be used 1o
achieve pneumostasisfhemostasis.

. The instrument may be reloaded during u single procedurc, Da not reload the instrument more than
seven times for a totat of cight firings per instrument,

. The firing wigger (2 and closing trigger (1) must be in the open position during reloading.

- Prive to reloading the instrument, tinse the anvil and cartridge juw in sterile sotution and then wipe
the anvil and cartridge jaw ro clean any formed but unused staples from the instrument. Do not use
the instrument until it has heen visually inspected to confirm there arc no staples on the anvil and
cartridge Juw,

. If the jaws do net automatically open after the anvil release button is pressed. pull the firing wigger
(Number 2) upward (away from hundle) until both firing and closing trigpers return to their original
positions. If the firing mechanisin becomes inoperative. do not refire the instrement. {Remove and
discard the instrument.)

» If the. clamping mechanism hecomes inoperative and the jaws do not clamp on tissue, da not fire the
instrumeot. (Remave and discard the instrument and reload. )

. Crossing of staple lines may shoricn the life of the instrament.

. When using a tissue or staple line buttressing material, the instructions of the manufacturer of the

buttrcss material should be followed. The use of stapic line buttressing matorials with the instrument
may reguire an increased foree to fire and may reduce the number of firings.

. Sclection of the appropriate staple carridge should be based upon the combined thicknesses of hath
the tissue and the staple line buttressing matertals.

. For removal of the articulating instruments, the articulation lever must be straight, indicating that
the jaws of the instrament are also straight. Failure to have the instrument juws in the straight
position will result in difficule withdrawal of the instrument and may result in breakage. Failore
to straighten the instrument prior 1o reloading may provent proper function of the fired cartridge
lockout mechanism.

. Instruments or devices which come into contact with bodily flnids may require special disposal
handling to prevent hiological contamination,

. Dispose of all opencd instruments and reloads whether used or unused.

. This device is packaged and sterilized for single use only. Do not reuse. reprocess or resterilize,

Reuse. reprocessing, or resterilization may compromisc the strocural integrity of the device and/or
lead to device failure that in twn may result in paticne injury, iliness or death. Also, Teprycessing
or resterilization of single use devices may create a risk of contamination and/or cause patient
infeerion or cross-infection, including, but not limited to, the transmission of infeetiows disease(s)
from one patient to another: Contamination of the device may lead o injury, illness, or death of
the patient.
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How Sapplied
The ENDOPATEI ETS45, ET5-Flex45. and ETS Compact-Flex45 Linear Cutters are supplied sterile for
single patienr use. Discard after use.

The LNDOPATH ETS-Flex43 and ETS Compaet-Fleads No-Knife Articularing Lincar Staplers are
supptied sterife for single patient use. Discard afier use.

The reloads tor use with the ENDOPATH ETS343, ETS-Flexd3, and LTS Compaci-Flex43 Linear Cutters
arc supplicd sterile for single paticnr use. Discard affer use.

The reloads for use with the ENDOPATH ETS-Flex45 and ETS Cumpact-Flexd5 No-Knife Articulating
Lincar Staplers arc supplicd sterile for single patient use. Discard after use.

ENDOPATH®
Chargeurs pour agrateuses lindaires eoupanies ETS45, ETS-Flexds et ETS Compaci-Flex45
Chargeurs pour agrafeuses lindaires articulées sans couteau ETS-Flexd5 et ETS Compact-Flexd5

Lire altentivement toutes les informations suivantes.

L.e non-respect des instructions peut entraines des conséquences chirurgicales graves, comme des fuiles ou
un agrafage incomplet.

Important ; ccitc notice a pour hut de donner des informations sur I'utilisation dey chargeurs pour
agrafetses linéaires coupantes endoscopiques ENDOPATH ETS45, des chargeurs pour agrafenses lindaires
coupantes endoscopques articulées ETS-Flex45, des chargeurs pour agrafeuses lindaires coupanees
articulées ETS Compact-Flex4s, des ehargeurs pour agrafeuscs lincaires articulées sans couleau
ETS-Flexd3, des chargeurs pour agrafeuses lindaires articulées sans coutcau ETS Compact-Flex45.

Ellc ne constitue pas une référence de techniques chirusgicales.

indicalions

Les agrafcuses lindaires coupantes endoscopiques ENDOPATH ETS43. les agrufeuses linéaires coupantes
endoscapiques articulées ETS-Flex43 et les agrafeuses linaires coupantes articuldes ETS Compuct-Flex45
sant destindes  la section, o rdsection etfou la endation danastomoscs. Ces instruments s'uiilisent dans de
multiples interventions chirurgicales ouvertes ou mini-invasives géndrales, gynéeelogiques, urologigues
(dont les prostatectemies radicales), thoraciques et pédiatriques. 1ls peuvent Stre milisés avee des
matériaux de renforcement des lignes d’agrafes ou de tissus, tels que le péricarde bovin.

Les agrafeuses linéaires articuldes sans couteau ENDOPATH ETS-Flexd35 et les agrafeuses lindaircs
articulées sans couteau ETS Compact-Flexd5 sont destinées i la section, la résection etfou la création
danastomoses. Ces instruments s'utilisent dans de multiples interventivns chirurgicales ouvertes ou mini-
imvasives pénérales, gynceologiques, wrologiques (dont les prostatectomies radicales). thoraciques et
pédiatriques. lls peuvent étre utilisés avec des matériaux de renforcement dex lignes J"agrafes ou de
tissus, tels que le péricarde bovin,
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[a1eRILETR]

Sterilized by Irradiation. Sterility Guaranteed Unless Packige Opencd or Dumaged.
Do Not Resterilize.

Stérilisé par irradiation. Stérilité garantic si I'emballage n'a pas été ouvert ou
endommagd. Ne pas resiriliser.

Strahlensterilisiert. Nicht verwenden. wean die Sterilverpackung geiiffnet oder
beschiidigt ist, Nicht resterilisieren.
steritizzato co raduazioni. Sterilitd garantita, 2 meno che o confezione non venpa
uperty o dannegpian Non risterilizzare.

Exsterilizada por irradiagio, Esterilizagio garantida exeepto se 2 embalagem estiver
aberta ou dan
Extéri] por radiacion. Exterilizacian gavantizada micntras el envase esté inlegro.
No reesterilizar,

Gesterilisecrd met straling, Sterilieit gegarandeerd tenzij de verpakking is peopend
of beschadigd. Niet opnicuw stertliscien,

St ret ved strilling. Garanieret sterilt, med mindre pakken er ibnet cller
beskadiget. M4 ikke gensteriliscres.,

Steriloitu siteilyttimalla. Tuote on steriiti, kun pakkaus on avaamaton ja chji. Ei saa
steriloida vadestaun,

AnpoTElputEvol pe artivoporia. H awepda elval eyyonpévn 2edeoy Sev
avolgBel n auexeviaoia i Bev rpokAn@el Inuud ox mvriy, My
ENAVUTOCTELOVETE.

Steriliscrad med bestrillning. Steviliteten garmnteras under firutsittning att
farpackningen inte ir dppnad elter skadad. Fir ¢f omsteriliseras,

Urzadzenic/spragl sierylizowane promicniowaniem. Jubowos¢ pwarantowana

pod wanunkiem, ze opakowanic nic zostale orwarte lub uszkodzone. Nie
sieryhrowad ponownic,
Besugdrzissal sterilizdlva. A sterilivisy addig garantilhaté, amig ki nem nyiljik,
iletve meg nem sériil a csomagolds. Tilos ajra srerilizalni!

Sterilizace se provai ozafenim. Sterilnost je zarudena. pokud baleni neni oleviend
neho pokkozend, Ndstroj znovu neslerilizule.

Sterilizovand oZarovanio. Swerilila jo zarucend, ak nic jo olvoreny alebo pokodeny
obal. Neresterilizujie.

YL R0 %

WM 2 A LT e X ) A Il £

[UECTET 4 BEATRR SE AR I

Sce Instructions For Use Katso kiiyttdohject

Voir notice d"utilisation MwPaore g Odnyies Xpfiosmg

Bitte Gebrauchsanweisung beachien Sc bruksanvisning

Vedere le istruzioni per | uso Zobucy instrukeja uzytkowania

Yer Instrugdes de Uso Lisd a haszilati dunutatan

Ver instrucriones de uso Prasiudujie navod k pouZiti

Zic gebruiksaanwijzing Precitujie si nivod na pouZitic

Se brugsvejledningen THOCEEL TR, B LhT B
ERH K E N,

Single Putient Use Potilaskohtainen

Usage unique Xprion ot Evav povov aabev|

Einweg-Inscrument, nur fir den Endast féir engidngsbruk

Einsatz bei cinemn Patienten Do wzytku u jednego pacjenta

Monouso Egyetlen betegnél hasznilhaté fel

Uso dnico Ngstrey je wdeny pouze pro jednoho pacienta

Uso cn un solo pacicnte Urlené iba pre jedncha pacienta

Voor cenmalig gebruik lU3:9DERT)

Engangsbrug

O
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Caution: Federal {USA) law restricts this device to sale by or on the order of
a physician, _
Artention : aux E
sur prescription mé
Achtung; Laut Gesetz dart dieses Instument in den USA nor an cinen Mediziner oder
gine in scinem Auftrag handelnde Persen verkaufl werden.

Atienzione: Ja lepge federale wmericana consente Ya veadita di queste dispositive
solo dictro richiesia medica

Atlenzione: vendita riservita esclusivamente a Farmacic, Entl Ospedaticri. Case

di Cura.

Atengio: A let federal (dos Estados Unidosy s6 permile o veada deste dispositivo a
meédicos ou sob receita destes.

Atencién: la ley federal de EE.UL. impoae que cxfe producto slo puede ser vendido
por un médico © bajo preseripeion meédicy

Waarschuwing: De Federale wergeving {in de V) eist dat dit apparaar vitsluitend
door of in opdracht van een wris wordt verkocht.

Forsigtig: T henhold til gidende lov mi denne anordning kun salges 1 cller bruges
af en lzge.

Varous: Yhdysvaitain lain mukagn timén fuolteen saa myydi vain laikiri i
lrgkdirin midniyksestd,

Mposoyn: To opecneviake dikew v HITA reptepilel tmy aminen ou
EPYEAELIY DUTOD HOvVeY (TG LOTRONG /| KETOR Y EVIOLAG LATpOD.

Varming: Enligt amerikansk lag fir dettn instrument endast siiljas till likare eller pd
tikares anmaodan.

Przestroga: Prawo lederalne (USA) zeawals na spracdai 1ego urzadzenia wylacrnice
lekarzowi lub na jepo zamdwlienic.

Figyclem! Az USA srévelségt rvényei drclindben az eszkiiz
megeendelésére énékesithers.

Upozernéni: Podle federilnich xikeond USA jo prodej wohoto zafizeni omezen na
prudej v 1kidrmich neho na 1ékafsky piedpis.

Poror: Podla federilnych zikonov (v USA}Y sz toto cariadenic smie predivar iba
lekdrom atebo na lekirsky predpis.

AL 7 A VA SRR, BKRONL L D HE OB CAROKREEMRLTOET,

selon la lol fédérale. ce produit est exclusivement vendu

sak orvos

Authorized Representative in the Euwropean Communiry
Représentant auterisé dans la Communauté europgenne
Autorisierte Vertretung in der Europidischen Gemeinschatt
Distributore autorizzate per la Comunitd Europea
Representante avtorizade na Comunidade Europeta
Representante autorizado en la Comunidad Europea
Bevoregd vertegenwomdiger bij de Europese Gemeenschap
Auteriseret icprisentant i det curopiske fiellesskab
Valtuutetiu edustaja Euroopan yhteisiin alueella
E&ovotodotnpéves nvunpoamnog sty Evpaacin Konvdma
Auktoriserad rcpresentant i Europeiska gemenskapen
Auluryzowany przedstawiciel we Wspilnocie Europejskig)
Meghatalnazol képviseld ar Eurdpai Ki Ephen
Autorizovany zisapee ¢ Evropském spoledensivi
Aurizovany zastupea pre Burdpske spoelodensiva

FRAH B RIS 8305 Bk HL{RHY

oY
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VAR

REF

TR45W, TR45B,TR45G, BR45B, 6RISM

"'—l_l Ethigon Endo-Surgery (Europe) GmbH
EC | REP Hummelsbugtteler Steindamm 71

22851 Norderstedt
GERMANY

Johingon & Johnson AG
CH-8957 Spreitenbach

SWITZERLAND
WA Sas T Eal N L RS
THS0010 RUBETHERER S 1H 3 & 2 7 T103 (3632 7206

ETHICON ENDO-SURGERY, Inc. c €

a gc‘wwnagvhmn company 0123
d ETHICON ENDO-SURGERY, ING, @ETHICON ENDO-SURGERY, INC. 2004

Gincinnati, OH 45242-2838 USA P40380P10
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M etat Diviee ?}Lfa/é

“ CON ENDO-SURGERY, ric ﬁ @

1 Enporatn® ETS45 3.5 mm

Helpad, Charpenr, Magazin, Bicarics, Recarps, Corga, Wuliing - mt ] |
T RMAACETSAR A5 mm BBEH - MU D (TR A
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Fsnernibing iy Mexico
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DEPARTMENT OF HEALTH & HUMAN SERVICES "Public Health Service
Food and Drug Administration

Memorandum

From: Reviewer(s) - Name(s) (”[Mg L,f/‘ [_z{ Sl WC\)

Subject:  510(k) Number k() 51002

To: The Record - It is my recommendation that the subject 510(k} Notification:
[JRefused to accept.
[dRequires additional information (other than refuse to accept).
B4 1s substantially equivalent to marketed devices.
[(ONOT substantially equivalent to marketed devices.
ClOther (e.g., exempt by regulation, not a device, duplicate, etc.)

I this device subject to Section 522 Postmarket Surveillance? DYES & NO

Is this device subject to the Tracking Regulation? LIyEs E’ NO
Was clinical data necessary to support the review of this 5 10(k)? LIvEes A No
Is this a prescription device? KvES O nNo
Was this 510(k) reviewed by a Third Party? Oves X no
Special 510(k)? Cyes M NO
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers Clyes X NO
Truthful and Accurate Statement Dchuesled @' Enclosed
m/\ 510(k) summary OR LA 510(k) statement
[ The required certification and summary for class Ul devices
13 The indication for use form
Combination Product Category (Please see algorithm on H drive SIOkIBoilet‘é) /\/

Animal Tissue Source L1 YES MNO Material of Biological Origin L1 vES XNO

The submitter requests under 21 CIR 807.95 (doesn’t apply for SEs):
1 No Confidentiality [1 Confidentiality for 90 days (1 Continued Confidentiality cxceeding 90 days

Predicate Product Cﬂm@tl{é{.ﬁss: Additional Product Code(s} with panel (optional).

V) .
T 05 el Stk ot
Review: { é - , L /P/eSﬁ } ‘(—7{10/[ r -

EBranch Code) {Dat

(Branch Chief) /
IFinal Review: %—. g /éﬁ;

(Divisimcclm’) - - (Datc)

Revised:4/2/03
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Internal Administrative Form

YES

Wi =

Did the firm request expedited review?
Did we grant expedited review?

Have you verified that the Document is labeled Class HI for GMP
purposes?
If, not, has POS been notified?

Coi @ ik

Is the praduct a device?
Is the device exempt from 510(k) by regulation or policy?
Is the device subject to review by CDRH?

9.

Are you aware that this device has been the subject of a previous NSk
decision? '

If yes, does this new 510(k) address the NSE issue(s), (e.9.,
performance data)?

IR

10. Are you aware of the submiitter being the subject of an integrity

investigation®? :

11.1f, yes, consult the ODE Integrity Officer. ‘
12.Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #l91-2 and Federal Register 90N0332,
September 10, 1991.
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REVISED:3/14/95
THE 510 (K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)

BOILERPLATES TITLED “DOCUMENTATION" AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

n"GUBSTANTIAL EQUIVALENCE" (SE) DECISTON MAKING DOCUMENTATION

_ K kaYOdL
Reviewer: J:"H/v[)?/('? LMM?/( i m

Division/Branch: gmo Qk’m gxwwm 6(’) - WM/ PL?,@
Device Name: £4¢¢54’(?Jvtﬂ:; ]

, 18
product To Which Compared (510(K) Number If Known) : k: Dz’”7] i

YES NO
1. Is Product A Device v If NO = Stop’
2. Is Device Subject To 510(k}? V// B If NO = Stop
3. Same Indication Statement? v//, If YES = Go To 5
4. Do Differences Alter The Effcct Or 1f YES = Stop NE
Raise New Issues of Safety Or v//
Effectivencss?
5. Same Technological Characteristics? y// If YES = Go To 7
6. Could The New Characteristics Affect V///‘ If YES = Go To 8
Safety Or Effectiveness?
-
7. Degcriptive Characteristics Precise V//‘ If NO = Go To 10
Enough? ' 1f YES = Stop SE
L 8. New Types 0Of Safety Or Effectiveness If YES = Stop NE
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Pertormance Data Available? I{ NO = Request
Data
11. NData Demonstrate Equivalence? Final Decisicn:
L B
Nota: In addition to completing the form on the LAN, Myes" IespolSes to
quesitions 4, 6, 8, and 11, and every "no" response reguires an

explanatiaon.
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1.

Intended Use:

Device Description: Provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data {if
necessary) to support the statement. Is the device life-supporting or
life sustaining? Is the device implanted (short-term or long-term) ? Does
the device design use software? Is the device sterile? Is the device for
single use? Is the device over-the-counter or prescription use? Does the
device contain drug or biclegical product as a component? Is this device
a kit? Provide a summary about the devices design, materials, physical
properties and toxicology profile if important.

EXPLANATTIONS TO "YES"™ AND "NO®™ ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

10,

11.

Explain why not a device:
Explain why not subject to 510{k):

How does the new indication differ from the predicate device's
indication:

Explain why there is or is not a new effect or safety or effectiveness

issue: - . .
Describe the new technologicalrcharacteristics: kno(mu.ﬂ11¥2 ¢ d‘ﬂ-o -

At e4ﬂg¢411&— Ciipjﬁ?% +» ia/waﬁ 64L£{*§wa’5d1¢& 1%
Explain how new characteristics could or could not affect safety or

cffectiveness: ; 7 Aawed du,é%;{iwzwmﬂ b Tad T r2
' Y
T cAov g A o $ a g
Explain how descriptive characteristics are not precise enough:

Explain new types of safety or effectiveness questions raised or why the
questions are not new:

Explain why existing scientific methods can not be used:
Explain what performance -data is needed:

Explain how the performance data demonstrates that the device is or is
not substantially cguivalent:

"

ATTACH ADDITIONAT, SUPPORTING INFORMATION
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510 (K) MEMORANDUM
K051002

TO: The Record
FROM: Herbert Lerner, MD
DATE: May 5§, 2005
SUBJECT: Endopath Endocutter 60 Endoscopic Linear Cutter
Sponsor: Ethicon ENDO-Surgery Endo-Surgery Inc.
Contact: Ms. Georgia Abernathy
513-337-3179
gabernat(@eesus.jnj.com

Recommendation: Substantially Equivalent

Procode: GDW, KOG

Class: II

Regulation Number: 878.4750

Regulation Name: Implantable Staple

Predicates: All Ethicon Endo-Surgery devices
K0206779 Endopath & Proximate Linear Cutters and staplers
K002398 Endopath ETS45 Linear Cutters, staplers, and reloads
K961390 Endopath ETS Linear Cutter-and flexible/articulating cutter

The device does not contain any drugs or biologicals.

Indications for Use:

Subject Device: The Endopath Endocutter 60 Endoscopic Linear Cutter is
intended for transection, resection, and/or creation of anastomoses. The instrument has
application in multiple open or minimally invasive general, gynecologic, urologic,
thoracic, and pediatric surgical procedures. It can be used with staple line or tissue
buttressing materials.

Predicate: The Endopath Endoscopic Linear Cutter is intended for transection,
resection, and/or creation of anastomoses. The instrument has application in multiple
open or minimally invasive general, gynecologic, urologic (including radical
prostaieclomy), thoracic, and pediatric surgical procedures. It can be used with staple line
or tissue buttressing materials such as bovine pericardium.

Discussion: The indication statements are essentially identical: the statement for the
subject device has been slightly changed for clarity.l(b)(d')’(b)(S) ‘
(b)(4),(b)(5) ' the two devices, and [ have

no concerns about this slight change.
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Technological Characteristics (Design, Materials, Sizes, etc.)

Subject Device: The Endopath Endocutter 60 device is a sterile, single use instrument
that delivers staples while simultaneously dividing tissue between rows of staples. It can be
used in an open or endoscopic procedure.

The device will be available in three lengths: standard (34cm), compact (28cm) and
long (44cm). Each can accommodate any one of 4 staple sized cartridges. The cartridges
are 60mm long, with a cutting knife of 57mm. The standard sizes of staples now are
45mm, so the length of the cartridge and number of staples per cartridge has increased.
The staple cartridges are:

Product Codq Color Tissue Thicknesq Closed Staple Height
ECR 60W | Whit¢ Vascular/thin 1.0mm
ECR 60B Blue | Standard 1.5mm
ECR 60D Gold | Thick, less dense 1.8mm
ECR 60G Greer] Thick 2.0mm

The Gold line of staples is a new addition to the sizes now available for these staplers. All
of these staples come in reloadable cartridges, so each stapler may be used several times
before being discarded. Each may be used on only fone patient.

(b)(4),(b)(3)

Predicate Device: As noted above, the predicate is similar to the subject device, except
that: the cartridges are shorter, there is no Gold staple size, and there are a few ergonomic
changes to aid functionality of the device.

Discussion of equivalency
(b)(4),(b)(5)

Comparitive Performance Data (in vitro, animal and/or clinical)
a)The sponsor performed the following studies to demonstrate equivalence of their
device to their own predicate:

(b)(4),(b)(3)
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All criteria for demonstrating equivalency were met. For the Gold staple, it met the
requirements on the Endocutter 60 platform

b) Animal Studies: Safety:
(b)(4).(b)(3)

¢) Biocompatibility testing: (0)(4).(0)(5)

(b)(4),(b)(3)

Sterilization
Method — Gamma Radiation
Validation — ISO 11137-1994
Dose - (b)(4),
Sterility Assurance Level -

Packaging - (P)(4),(0)(5)

Pyrogenicity claims - None

Labeling
The device is available by prescription.
Package Insert (Tab-L)
Carton/Pouch Labels (Tab-L)

Claims
None
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Has sponsor provided all administrative requirements?
o Truthful and Accurate Statement (Section F)
e 510(k) Summary or Statement (Section E )
¢ Indication for Use Page (Section D}

Summary
The device is essentially identical to the predicate. The main change is the length

of the staple cartridge from 45mm (o 60mm, and this has been demonstrated to

work as the predicate (0)(4),(0)(5)

(b)(4),(b)(3)

‘(b)(ﬂ)’(b)(5)  Taken as a M;Ihole, I feel'the sponsor has demonstrated
that this deice is substantially equivalent to the predicate.

@

Herb&rt'Lern'er, MD
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510(k) “SUBSTANTIAL k VALENCE”

DECISION-MAKING PROCESS

New Deviee is Conpared lo A
Marketed Device *
Descriptive Information. Boss Bew Devieetbve Same - N Pio the Differences Alier the Intoiided Mol Substaniially
about Mew or Marketed fudioation Stiesmener % Therspeutic/Diagnostic/ets. Bifert ES . Eguivalent Détermination
Dievice Reguested a5 Meeded in Deciding, May Consider npact on :
l YES Safety and Effectiveness)?**
New Device Has Same Intended NG
Uise and May be “Subsiantially Eguivalent” “ ¥ .
New Dievice Has O
‘ /a\\ Mew latended Use
* (o)
Poes Mew Device Have Sanie ?
Technological Chamcteristics,  NO Could the Hew /
.z Desipn, Materials ete? C Baracteristics Do the Bew Characteristics
Yis Alfect Safety o # Raisc New Types of Safety YES |
9 l Effectiveness? or Effectiveness Questions? O
&
B Are the Descrinlive HO
{ yaracieristics Precise Bnough e 8
'L . to Ensure Bauivalence? < -
{odn G
NO
0 Ave Performance Data Do Accepted Sclentibc
Available o Asses Equivalence? YES Mebhodsbxistfor oo
Assessing Effects of 0
the Mew Characienistics?
YES -
G ‘D YES
¥ e
Performance Ave Peclopmance Tiata Availsble  NO
ToAssess ElfectsnlMew iy

Drata Reguieed

[0

o performance Data Demousteate
Eguivalente) =

Yis

M

Clisracteristics? £92

NS

b
@

Performance Data Demanstoate

£ Equivalence?
YES

Diétennination

e “Lubsiantially Bawvalent’ < .—‘&)
o (n) v L2

* SHOEY Sulunissions compare ne

sarketed and Tpredicae (pre-Amendnenis of rechassified post-Anenduwnt ) devices wielear

T Thix dedision is nommatly haseden descriptive mformaion alone, but

A Drataanayhe in e ST ol STO0OR e Cener's classificatunn oy, oo thie Witerature,
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