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510¢(k) Summary of Safety and Effectiveness Information

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

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

Date Prepared October 8, 2003

Device Name Trade Name: ENDOPATH® Endocutter Gray Cartridge
Classification Name: Endoscope and Accessories, Implantable Staples

Predicate Device ENDOPATH® Linear Cutters and Staplers

Device Description These instruments are all mechanical surgical stapling devices. The
ENDOPATH Linear Cutter models are sterile single use instruments that deliver staples while
simultaneously dividing tissue between rows. The ENDOPATH No-Knife Staplers are sterile
single use instruments that deliver staples, but do not cut. These instruments may be used in
either open or Endoscopic procedures, depending upon the design. Some instruments are
Reloadable and, if so, they may be reloaded with various reloads (i.e., vascular/thin, standard,
thick) depending on the thickness of tissue that is to be transected or resected.

Indications for Use

The ENDOPATH ETS45 Endoscopic Linear Cutters, the ETS-Flex45 Endoscopic
Articulating Linear Cutters, and the ETS Compact-Flex45 Articulating Linear Cutters are
intended for transection, resection, and/or creation of anastomoses. The instruments 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 line or tissue buttressing materials such as bovine pericardium.

The ENDOPATH ETS-Flex-45 No-Knife Articulating Linear Staplers and the ETS
Compact-Flex45 No-Knife Articulating Linear Staplers are intended for transection,
resection, and/or creation of anastomoses. The instruments 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 line or tissue
buttressing materials such as bovine pericardium.

Technological Characteristics This is an addition of a gray cartridge reload to this
product line. The Gray Cartridge is for use on thin tissue such as mesentery and vessels and
has a nominal closed staple height of 0.85mm.

Performance Data  Bench testing and pre-clinical laboratory evaluations were performed
to demonstrate that the device will perform as intended.
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

e D EC 1 D 2303 Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Ms. Georgia C. Abernathy, MBA, RAC
Senior Regulatory Affairs Associate
Ethicon Endo-Surgery, Inc.

4545 Creek Road

Cincinnati, Chio 45242

Re: K033269 )
Trade/Device Name: ENDOPATH" Endocutter Gray Cartridge
Regulation Number: 21 CFR 876.1500, §78.4750
Regulation Name: Endoscope and accessories, implantable staple
Regulatory Class: [l
Product Code: KOG, GDW
Dated: October 8, 2003
Received: October 16, 2003

Dcar Ms. Abernathy:

We have revicwed 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 1o
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmectic 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 1II (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. FDDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial cquivalence determination does not imcan
that FDA has made a determination that your device complies with ather requiremients ol 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 lmited to: registration and sty 2
CFR Part 807}; labeling (21 CFR Part 801): good manufacluaring praciice reguirdiments as sl
forth in the quality systems (QS) regulation (21 CFR Part 820} and il applicable. the clectronie
product radiation control provisions (Sections 531-542 of the Act): 21 CIR 1000-1050.
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Page 2 - Ms. Georgia C. Abernathy, MBA, RAC

This letter will allow you 1o begin marketing vour deviee as deseribed in vour Sceetion STO(K
premarket notification. The FDA finding of substantial equivalence ol your deviee o a fegally
markcted predicate device results in a classification for your device and thus. permits vour device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CEFR Part 801). please
contact the Office of Compliance at (301) 594-4659. Also, pleasc note the regulation entitled.
"Misbranding by reference to premarket notification” (2Z1CIFR Part 807.97). You may oblain
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/cdrh/dsma/dsmamain.him]

Sincerely yours,

Mitcan . Pt
QCelia M. Witten, Ph.D., M.D.
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Lnclosure
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Indications for Use

510(k) Number (if known):_K033269

Device Name:_ ENDOPATH® Endocutter Gray Cartridge

Indications For Use:

The ENDOPATH ETS45 Endoscopic Linear Cutters, the ETS-Flex45 Endoscopic
Articulating Linear Cutters, and the ETS Compact-Flex45 Articulating Linear Cutters are
intended for transection, resection, and/or creation of anastomoses. The instruments
have application in multiple open or minimally invasive general, gynecologic, urclogic
(including radical prostatectomy), thoracic, and pediatric surgical procedures. They can
be used with staple line or tissue buttressing materials such as bovine pericardium.

The ENDOPATH ETS-Flex45 No-Knife Articulating Linear Staplers and the ETS
Compact-Flex45 No-Knife Articulating Linear Staplers are intended for transection,
resection, and/or creation of anastomoses. The instruments have application in muttiple
open or minimally invasive general, gynecologic, urologic (including radical
prostatectomy), thoracic, and pediatric surgical procedures. They can be used with
staple line or tissue buttressing materials such as bovine pericardium.

Prescription Use X - AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) _ (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

o : o i;f‘igﬂu()ff,f i _
reisios of General, Kestorative Page 1ol
d Neurological Devices

B Number__ﬁKMQ_i%% éf
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_,f. DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
d C
M
DEC 19 7003 Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

Ms. Georgia C. Abernathy, MBA, RAC
Senior Regulatory Affairs Associate
Ethicon Endo-Surgery, Inc.

4545 Creek Road

Cincinnati, Ohio 45242

Re: K033269 )
Trade/Device Name: ENDOPATH® Endocutter Gray Cartridge
Regulation Number: 21 CFR 876.1500, 878.4750
Regulation Name: Endoscope and accessories, implantable staple
Regulatory Class: 11
Product Code: KOG, GDW
Dated: October 8, 2003
Received: October 16, 2003

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 [I (Special Controls) or class III (PMA). it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21. Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s 1ssuance of a substantial equivalence determination does not mean
that FDDA has made a determination that your device complies with other requirements of the \¢t
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements. including. but not inuted 1o reeistration and listine 2
CFR Part 807); labeling (21 CIR Part 8G1): cood manufacturing practice rogquirements s ~ut
forth in the quality systems (QS) regulation {21 CFR Part 820} and if applicablc. the clectronie
product radiation control provisions {Sections 531-342 of the Acty: 21 CIFR 1000-1050.
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Page 2 - Ms. Georgia C. Abernathy, MBA, RAC

This letter will allow you to begin marketing vour device as described in yvour Section 310(k)
premarket notification. The FDA finding ol substantial equivaience of vour deviee 1o a fegalls
marketed predicate device results in a classification for your device and thus. perniits vour des e
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 (301) 594-4659. 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 ot Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address htip://www.fda.gov/cdrh/dsma/dsmamain.htm)

Sincerely yours,

QCelia M. Witten, Ph.D.. M.D.
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): _K033269

Device Name:_ ENDOPATH® Endocutter Gray Cartridge

Indications For Use:

The ENDOPATH ETS45 Endoscopic Linear Cutters, the ETS-Flex45 Endoscopic
Articulating Linear Cutters, and the ETS Compact-Flex45 Articulating Linear Cutters are
intended for transection, resection, and/or creation of anastomoses. The instruments
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 line or tissue buttressing materials such as bovine pericardium.

The ENDOPATH ETS-Flex45 No-Knife Articulating Linear Staplers and the ETS
Compact-Flex45 No-Knife Articulating Linear Staplers are intended for transection,
resection, and/or creation of anastomoses. The instruments 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 line or tissue buttressing materials such as bovine pericardium.

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

£ AN

. L IU“”’OfFi
o1 15104 of Gcnerai Restorative Page1of _1__
rd Neuxologlcal Devxces

D) T*Ifjmber__&Q_é% Q 6 7
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administratioecn
Center for Devices and
Radiological Health

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

October 17, 2003 Rockville, Maryland 20850
ETHICON ENDO-SURGERY, INC, 510(k) Number: K033269

4545 CREFK RD. Received: 16-0CT-2003

CINCINNATI, OH 45242 Product: ENDOPATH ENDCOCUTTER

ATTN: CEORGIA C. ABERNATHY GRAY CARTRIDGE,

MODEL 6R45M/GRAY
CARTRIDGE RELOAD

The Food and Drug Administration (FDA), Center for Devices and Radiological
Health (CDRH), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
{Act) for the above referenced product. We have assigned your submission a
unique 310(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 INTQ COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO S0O.

The Act, as amended by the Medical Device User Fee and Modernization Act of 2002
(MDUFMA) (Public Law 107-250), authorizes FDA to collect user fees for premarket
notification submissions. (For mere infermation on MDUFMA, you may refer to our
website at http://www.fda.gov/oc/mdufma).

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 manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices" available from DSMICA. If you
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 vours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devices and Radiological Health

FOI - Page 12 of 82



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Centar for Devices and
Radiclogical Health

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

October 09, 2003 Rockville, Maryland 20850
ETHICON ENDO-SURGERY, INC. 510(k) Number: K033269
4545 CREEK RD. Received: 09-0CT-2003
CINCINNATI, OH 45242 Product: ENDOPATH ENDOCUTTER
ATTN: GEORGIA C. ABERNATHY User Fee ID Number: CARTRIDGE,

MODEL 6R45M/GRAY
The Food and Drug Administration (FDA) Center for Devices and Radiological
Heath (CDRH), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in 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., The payment information we need in
order to begin the review of your 510(k) includes, the user fees cover sheet
with the payment ID faxed to the Office of Financial Management at

(301) 827-9213 and a check mailed to:

By Regular Mail By Private Courier (e.g., Fed Ex, UPS, etc.)
Food and Drug Administration U.S5. Bank

P.0O. Box 956733 956733

St. Louis, MO 63195-6733. 1005 Convention Plaza

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

The check should be made out to the Food and Drug Administration referencing
the payment identification number, and a copy of the User Fee Cover sheet
should be included with the check. A copy of the Medical Device User Fee
Cover Sheet should also 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
510(k) will be filed and the review will begin. If payment has not been
received within 30 days, your 510(k) will be deleted from the system.
Additional information on user fees and how to submit your user fee payment
may be found at http://www.fda.gov/oc/mdufma,

FOI - Page 13 of 82



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 held 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 (800)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 Mail 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
Radiological Health

FOI - Page 14 of 82
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% ETHICON ENDO-SURGERY, inC. KO ZZ 2 6 /
. aﬂ'vme%ohmncompany

4545 CREEK ROAD
CINCININATIL OH 45242-2839

S5V

October 8, 2003

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

he 2 o b- 130

Re: Traditional 510(k) Premarket Notification
ENDOPATH® Endocutter Gray Cartridge
Addition of a 6-row Gray Cartridge Reload - Line Extension

Dear Sir or Madam:

Pursuant to 21 CFR 807.90, Ethicon Endo-Surgery, Inc. is submitting two copies of this
510(k) notification for ENDOPATH Endocutter Gray Cartridge and two copies of this
cover letter. This Premarket Notification is being submitted as notification of Ethicon
Endo-Surgery, Inc.’s intent to market an addition of a smaller height (0.85mm) 6 row
staple reload to the 45mm product line. This modification is to be called the
ENDOPATH Endocutter Gray Cartridge.

Labeling will be updated to reflect a new contraindication for tissue compression range
associated with the new staple dimensions.

All information necessary for a substantial equivalence determination is included herein.

If you have any questions about this notification, please contact me at:
Phone - (513) 337-3179
Fax - (513) 337-1444

Or contact Dennis Hahn, Director of Regulatory Affairs at:
Phone - (513) 337-3134
Fax - (513) 337-1444.

Sincerely,

. L Y
: P N OL SRS AV R A
cania LY H

, |

Georgia C. Abernathy, MBA, RAC
Senior Regulatory Affairs Associate

Enclosure
. 9{

(o
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

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

L:A\Reg. AfRS5 10(k)K03xxxx.doc
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Section A

CDRH Submission Cover Sheet

The CDRH Submission Cover Sheet for the proposed device is provided on the following
pages.

e

: Li\Reg, Aff\5 10(\KO3xxxx.doc October 8, 2003 4+
FOI - Page 17 of 82 o



Ethicon Endo-Surgery, Inc.

510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

CDRH Submis_sion Cover Sheet

Datc of Submission: October 8, 2003

PMA PMA Supplement
O Criginal submission [ Regular
O Modular submission [ Special

O Panel Track

(1 30-day Supplement

[ 30 day-Notice

[d 135-day Supplement

J Real-time Review

[ Amendment to
PMA Supplement

0O Amendment
O Report
O Report Amendment

FDA Document Number:

PDP 510(k}

Meeting

B Original submission:

O Presubmission O Pre-IDE meeting

summary MTraditicnal O Pre-PMA meeting
O Original PDP O Special 0 Pre-PDP meeting
3 Notice of intent to L Abbreviated 1 180-day meeting

start clinical trails D Additional [ Other (specify):
] Intention to submit information:

Notice of Completion O Tradx'tlonal
I Notice of Completion L Special

0 Amendment to PDP [ Abbreviated

IDE Humanitarian Device
Exemption

{1 Original submission
[0 Amendment

O Supplement

O Original submission
O Amendment

[ Supplement

O Report

O Report

Class II exemption Evaluation of Other Submission

Automatic Class III
Designation Describe submission:

O Original submission o
O Additional O Original

information submission

[ Additional
information

Company / Institution name: Establishment registration number:

Ethicon Endo-Surgery, Inc. 1527736

Division name (if applicable): Phone number (include area code):
513-337-3179

Street address: FAX number (include area code):

4545 Creek Road 513-337-1444

City State / Province: Country

Cincinnati OH ’ USA

Contact name:
Georgia C. Abernathy, MBA, RAC

Contact title:

Senior Regulatory Affairs Associate
Ty o

i )

inElnating

Company / Institution ne:

Contact e-mail address:
gabernat @eesus.jnj.com

L

Division name (if applicable):

Phone number (include area code):

)
Street address FAX number (include area code):
)

City State / Province:

Contact name:

Contact title:

Contact e-mail address:

Version 2.0

L\Reg. AfAS 10{(kNKO03xxxx.doc
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

[1 New Device [J Change in design, component, or specification: O Location change:
0] Withdrawal O Software [J Manufacturer
0O Additional or expanded indications O Color Additive [T Sterilizer
[ Licensing agreement O Material O Packager
O Specifications O Distributor

0O Other (specify below)

O Process change

O Manufacturing O Report submission:
[T Sterilization O Labeling change: [1 Annual or periodic
O Packaging H Indications O3 Post-approval study
[ Other (specify below) 0 Instructions £ Adverse reaction
O Performance Characteristics I Device Defect
3 Response to FDA correspondence 0 Shelf life 00 Amendment
[J Request for applicant hold O Trade name
O Request for removal of applicant hold [ Other (specify below) {1 Change in ownership
[ Request for extension {J Change in correspondent

L1 Request to remove or add manufacturing site

O Other reason {specify):

0O New device O Change in: O Response to FDA letter concerning:
O Addition of institution [ Correspondent O Cenditional approval
O Expansion / extension of study O Design 01 Deemed approved
O IRB certification 0O Informed consent O Deficient finai report
O Regquest hearing 0O Manufacturer O Deficient progress report
00 Request waiver O Manufacturer Process [ Deficient investigaior report
O Termination of study O Protocol ~ feasibility £] Disapproval
O Withdrawal of application O Protocol — other 0 Request extension of
O Unanticipated adverse effect O Sponsor time to respond to FDA
O Notification of emergency use O Request meeting
O Compassionate use request [0 Report submission:
O Treatment IDE O Cuwrent investigator
O Continuing availability request O Annval progress

O Site waiver limit reached

O Final

3 Other reason ( specify):

[0 New device O Change in technology O Change in materials
O Additional or expanded indications O Change in design O Change in manufacturing process
B Other reason (specify):

Add a smaller height (0.85mm) stapie reload to the existing product line.
Labeling revisions to product insert Contraindications section.

Version 2.0 FINAL DRAFT - May 8, 1998
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Product codes of devices to which substantial equivalence is claimed:

Summary Of, or statement CONCerming,
safety and effectiveness data:

1 GDW 2 KOG 3 4 & 510(k) summary attached
5 6 7 g O 510(k) statement
Information on devices to which substantial equivalence is claimed:

510(k) Number Trade or proprietary or mode] name Manufacturer
1. K02077% Endopath & Proximate Linear Cutters & Staplers | Ethicon Endo-Surgery, Inc.
2. K002398 Endopath ETS45 Linear Cutters, Staplers & Ethicon Endo-Surgery, Inc.

Reloads Product Family
3. K980815 Endopath EZ45 Endoscopic Linear Cutter Ethicon Endo-Surgery, Inc.
4. K961390 Endopath ETS Endoscopic Linear Cutter and Ethicon Endo-Surgery, Ing.
ETS-Flex Endoscopic /Articulating Linear Cutter
Devices
5.
6

Common or usual name or classification name: Endoscope and Accessories (KOG); Implantable staple (GDW)

Model number
6R45M / Gray Cartridge Reload

Trade or proprietary or model name
1. Endopath Endocutter Gray Cartridge

2.

3

4.

FDA document numbers of all prior related submissions (regardless of outcome):

1 K020779 2 K002398 3 K980815 4 K980023 5 K96139¢ 6 K935004
7 8 9 10 1 12

FRE

Produc code: C.F.R. Section: Device class:
KOG, GDW 21 CFR 876.1500: 21 CFR 878.4750 0O Class I H Class II
O Class I O Unclassified

Classification panel:  General and Plastic Surgery
Indications (from labeling):

The ENDOPATH ETS45 Endoscopic Linear Cutters, the ETS-Flex45 Endoscopic Articulating Linear Cutters, and the
ETS Compact-Flex45 Articulating Linear Cutters are intended for transection, resection, and/or creation of anastemoses.
The instruments have application in multiple apen or minimally invasive general, gynecologic, urologic (including radical
prostatectomy), thoracic, and pediatric surgical procedures. They can be used with staple line or tissue buttressing
materials such as bovine pericardium.

The ENDOPATH ETS-Flex45 No-Knife Articulating Linear Staplers and the ETS Compact-Flex45 No-Knife
Articulating Linear Staplers are intended for transection, resection, and/or creation of anastomoses. The instruments
have application in muitiple open or minimally invasive general, gynecologic, urologic (including radical prostatectomy),
thoracic, and pediatric surgical procedures. They can be used with staple line or tissue buttressing materials such as
bovine pericardium.

Version 2.0 FINAL DRAFT - May 8§, 1998
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Ethicon Endo-Surgery, Inc.

510(k) Premarket Notification EN DOPATH® Endocutter Gray Cartridge

FDA Document Number:

5 i i‘; ol i s 5 Gt
B Original FDA establishment registration B Manufacturer [ Contract sterilizer
O Add O Delete number: 1527736 O Contract manufacturer 0] Repackage / relabeler
Company / Institution name: Establishment regtstration number:
Ethicon Endo-Surgery, Inc. 1527736
Division name (if applicable): Phone number (include area code):
N/A (b))
Street address: FAX number (include area code):
4545 Creek Road (513} 337-3071
City: State / Province: Country:
Cincinnati OH USA

Contact Name:

[(b)4) |

Contact title:
Director, Quality Compliance Services

Contact e-mail address:

(b)4)

K Original FDA establishment registration
[ Add O Delete | number: 1628808

B Manufacturer [0 Contract sterilizer
O Contract manufacturer 1 Repackager/ relabeler

Company / Institution name:
Ethicon Ende-Surgery, Inc.

Establishment registration number:
1628808

Division name (if applicable):

Phone number (include area code):
(b)(4)

N/A

Street address: FAX number (include arca code):

3801 University Blvd. S.E. (505) 768-5260

City: State / Province: Country:

Albuguergue NM USA

Contact Name:

(b)(4)

Contact title: Contact e-mail address:

Quality Systems Manager ((b)(4) \

M Original FDA establishment registration Bl Manufacturer [ Contract sterilizer

[0 Add O Delete number: 9681530

O Contract manufacturer O Repackager/relabeler

Company / Institution name:
Ethicon Endo-Surgery, Inc. S.A. de C.V. Planta 1

Establishment registration number:
9681530

Division name (if applicable):

"Ehnninumhcﬁncludc area code):
(b)(4)

FOI - Page 21 of 82

N/A
Street address: FAX number (include area code):
Ave, de Las Torres 7125, Col. Salvarcar (915) 791-3495
City: State / Province: Country:
Ciudad Juarez Chihuahua Mexico
- i
(b)(4)
Contact title: Contact e-mail address:
Quality Systems Manager [(b)(4) \
Version 2.0 FINAL DRAFT - May 8, 1998
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notiftcation ENDOPATH® Endocutter Gray Cartridge

Section B

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 A5 10(KNKO3xxxx.doc October 8, 2003 g D_
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Ethicon Endo-Surgery, Inc.
510¢k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

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):

Special 510(k) -
Abbreviated 510(k) -
M Traditional 510(k) or no identification provided -

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

Do Sections T and 2
Do Sections 1, 3 and 4
Do Sections 1 and 4

L\Reg. AfA\S10(kAK 03 xxxx.doc October §, 2003

FOI - Page 23 of 82

2%

- Pl:t“e“s.e.nt Inadequate
_ , " or Missing |
Cover letter, containing the elements listed on page 3-2 of the Page 1
Premarket Notification [510)] Manual.
Table of Contents. ) Page 2
Truthful and Accurate Statement. Section C
Device’s Trade Name, Device’s Classification Name and Section A
| Establishment Registration Number. )
{ Device Classification Regulation Number and Regulatory Status { Section A
(Class I, Class I, Class Il or Unclassified). e 7
Proposed Labeling including the material listed on page 3-4 of the Section L
Premarket Notification [510)] Manual. 1
Statement of Indications for Use that is on a separate page in the Section D
premarket submission.
Substantial Equivalence Comparison, including comparisons of the Section J
new device with the predicate in areas that are listed on page 3-4 of
the Premarket Notification [510)] Manual. 7
510(k) Summary or 510(k) Statement. Section K
Description of the device (or modification of the device) including Section E
diagrams, engineering drawings, photographs or service manuals.
Identification of legally marketed predicate device. * Section A
Compliance with performance standards. * [See Section 514 of the Section G
Actand21 CFR80787())
Class III Certification and Summary. ** N/A’
Financial Certification or Disclosure Statement for 510(k) N/A
notifications with a clinical study. * [See 21 CFR 807.87 (i)]
510(k) Kit Certification *¥* N/A
' N/A = Not Applicable
* . May not be applicable for Special 510(k)s.
9



Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

*%* . Required for Class III devices, only.
*%% _ See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the
Convenience Kits Interim Regulatory Guidance.

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

Present . I.nadequate ;
or Missing |

Name and 510(k) number of the sponsor’s own, unmodified predicate

device. : o

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.

A statement that the modification has not altered the fundamental

technology of the sponsor’s predicate device.

A Design Control Activities Summary that includes the following

‘elements (a-e): o

a. Identification of Risk Analysis method(s) used to assess the impact

of the modification on the device and its components, and the results

of the analysis. o

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.

. 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 is signed by the individual responsible for those
particular activities.

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

Present Inadequate

. or Missing
For a submission, which relies on a guidance 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 |
10

L:AReg. AFS10(kNKO3xxxx.doc October 8, 2003 pL
FOI - Page 24 of 82



Ethicon Endo-Surgery, Inc.
510¢k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

| approach to address a particular risk, sufficient detail should be
provided to justify that approach.)

For a submission, which relies on a recogmzed standard, a
declaration of conformity [For a listing of the required elements of a
declaration of conformity, see Required Elements for a Declaration of

Conformity to a Recognized Standard.

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 relics 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- rccogmzed standard that has
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.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL

510(k) submissions (If Applicable):

FOI - Page b%Rtg&fﬁilO(k)\KO?axxxx.doc October 8, 2003

Present Inadequate
. , or Missing
a) Biocompatibility data for all patient-contacting materials, OR Section F
certification of identical material/formulation:
b) Sterilization and expiration dating information: Section H
i) sterilization process Section H
ii) validation method of sterilization process Section H
]11) SAL Section H
iv) packaging Section H
—
v) specify pyrogen free N/A
) = 11
3s




Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

. 1
vi) EtO residues N/A

_ vii) radiation dose Section H
{c) Software .t).i)..(:umentation: 7 7 o N/A'

Items with checks in the "' Missing'' 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 deficiencies. We believe that we have considered the least
burdensome approach to resolving these issues. If, however, you believe that information
is being requested that is not relevant to the regulatory decision or that there is a less
burdensome way to resolve the issues, you should follow the procedures outlined in the
"A Suggested Approach to Resolving Least Burdensome Issues" document. It is available
on our Center web page at: http://www.fda.gov/cdrh/modact/leastburdensome.html

UPLOADED ON JANUARY 29, 2002

12
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Ethicon Endo-Surgery, Inc.
510¢k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Section C

Premarket Notification Truthful and Accurate Statement

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

Li\Reg AMRS 1O{(KNKO3xxxx.doc October 8, 2003 -3 q
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Premarket Notification Truthful and Accurate Statement

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

[ certify 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.

\/ (’] P2t Wd/ﬁitzé}/“[
- Georgla (Z/Abemathy, M]§A RAC
Senior Regulatory Aftfairs Associate

Ethicon Endo-Surgery, Inc.

October 8, 2003
Date

L:\Reg, AfA3 10(KPK03xxxx.doc October &, 2003 %
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Section D

FDA Indications for Use Statement

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

LAReg AfRS10(kNKO3xxxx.doc October 8, 2003 9 a)
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Indications for Use Statement

510 (k) Number (if known):

Device Name: ENDOPATH® Endocutter Gray Cartridge

Indications for Use:

The ENDOPATH ETS45 Endoscopic Linear Cutters, the ETS-Flex45 Endoscopic
Articulating Linear Cutters, and the ETS Compact-Flex45 Articulating Linear Cutters are
intended for transection, resection, and/or creation of anastomoses. The instruments 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 line or tissue buttressing materials such as bovine pericardium.

The ENDOPATH ETS-Flex45 No-Knife Articulating Linear Staplers and the ETS
Compact-Flex45 No-Knife Articulating Linear Staplers are intended for transection,
resection, and/or creation of anastomoses. The instruments 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
line or tissue buttressing materials such as bovine pericardium.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Optional Format 3-10-98)

20
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Ethicon Endo-Surgery, [nc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Section E

Device Description

Device Design and Principles of Operation

The ENDOPATH Linear Cutter models are sterile single use instruments that deliver
staples while simultaneously dividing tissue between rows. The ENDOPATH No-Knife
Staplers are sterile single use instruments that deliver staples, but do not cut. Depending
upon the particular model, they deliver 2 to 3 staggered rows of staples, 2 double-
staggered rows, or 2 triple-staggered rows of staples. Staple line lengths vary between
35mm and 100mm. These instruments may be used in either open or Endoscopic
procedures, depending upon the design. Some instruments are Reloadable and, if so, they
may be reloaded with various reloads (i.e., vascular/thin, standard, thick) depending on
the thickness of tissue that is to be transected or resected. Vascular models use specific
vascular reload cartridges. The instruments may be reloaded a number of times
according to product insert instructions for a maximum number of firings per instrument.
Some instruments have articulating heads and flex features. The length of the shaft may
vary as well. A safety lockout feature on linear cutter instruments prevents a used reload
from being fired again. The common element among all these instruments is that they are
all mechanical surgical stapling devices.

In general, these linear cutter and stapler instruments are intended for use in transection
and resection of tissue during multiple 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 specific instrument product
insert labeling.

(b)4)

A schematic of the Gray Cartridge device assembly is shown in Figure 1: Gray Cartridge
Device Assembly (next page). The device consists of the cartridge, the staples and the
staple retainer (which is to be removed before use).

2, 17
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$10(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Figure 1: Gray Cartridge Device Assembly

Staple retainer-

Engineering drawings of the Gray Cartridge and the White Cartridge device assemblies
are furnished at the end of this Section.

Purpose of this Premarket Notification

The purpose of this submission is to notify FDA of Ethicon Endo-Surgery, Inc.’s intent to
market a Gray Cartridge Reload as an additional reload to the ENDOPATH Endocutter
product line. This modifioation is to be called the ENDOPATH Endocutter Gray
Cartridge.

The Gray Cartridge reload is(®)“) | the existing
45mm product line. Currently available reloads which are compatible with the 45mm product
line are the white cartridge, blue cartridge and green cartridge. See Table 1: Cartridge Reload
Information below.

Table 1: Cartridge Reload Information

Product Code | Color of Cartridge | Number of Rows | Nominal Closed Staple
Height
6R45M (new) Gray 6 row 0.85mm
TR45W White 6 row 1.0mm
6R45B Blue 6 row 1.5mm
TR45B Blue 4 row 1.5mm
TR45G Green 4 row 2.0mm
A B4 'the addition of the

following contraindication statement: “Do not use the instruments with gray reload on any
tissue that requires excessive force to compress te 0.85mm or any tissue that compresses
easily to below 0.85mm.” This statement is consistent with the Contraindications for other
size reloads (e.g., for the white reload, the statement reads: “Do not use the instruments with

LAReg AMMS10(k)\K03xxxx.doc QOctober 8, 2003
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

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.”).

Indications for Use

The ENDOPATH ETS45 Endoscopic Linear Cutters, the ETS-Flex45 Endoscopic
Articulating Linear Cutters, and the ETS Compact-Flex45 Articulating Linear Cutters are
intended for transection, resection, and/or creation of anastomoses. The instruments 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 line or tissue buttressing materials such as bovine pericardium.

The ENDOPATH ETS-Flex-45 No-Knife Articulating Linear Staplers and the ETS
Compact-Flex45 No-Knife Articulating Linear Staplers are intended for transection,
resection, and/or creation of anastomoses. The instruments 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
line or tissue buttressing materials such as bovine pericardium.

Regulatory History of the Device

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

Premarket Notification Submission Number K020779

The ENDOPATH and PROXIMATE Linear Cutters and Staplers were the subject of
Premarket Notification Submission K020779, which received concurrence on June 3,
2002.|(b)4) |
(b)(4)

R) |

Premarket Notification Submission Number K002398
The ENDOPATH ETS845 Linear Cutters, Staplers and Reloads were the subject of
Premarket Notification Submission K002398, which received concurrence on November

3, 2000. The purpose of that submission was to notify FDA of a change to the design of
(b)(4) |

Premarket Notification Submission Number K980815

The ENDOPATH EZ45 Endoscopic Linear Cutters were the subject of Premarket
Notification Submission K980815, which received concurrence on May 1, 1998. The
purpose of that submission was to notify FDA that Ethicon Endo-Surgery, Inc. intended

19
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510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

(b)(4)

Premarket Notification Submission Number K961390

The ENDOPATH® ETS Endoscopic Linear Cutter and ETS-Flex Endoscopic
Articulating Linear Cutter Devices were the subject of Premarket Notification
Submission K961390, which received concurrence on June 25, 1996. The purpose of that

submission was to notify FDA that Ethicon Endo-Surgery, Inc. intended to market a
(b)(4)

. -
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Section F

Device Materials and Biocompatibility

The biocompatibility of materials used in the Gray Cartridge was evaluated based on EN
ISO 10993-1: “Biological Evaluation of Medical Devices - Part 1: Evaluation and
Testing” and on FDA General Program Memorandum #G95-1: Use of International
Standard ISO-10993, “Biological Evaluation of Medical Devices - Part 1. Evaluation and
Testing.”

Fach material in the modified device was assessed for biocompatibility using FDA
guidelines and the ISO 10993-1 standard, and each was found to be biocompatible.

Documentation of the results of this testing is maintained at the Ethicon Endo-Surgery, Inc.

facility.

(b))

currently are colored green, the standard tissue reload cartridges are blue and the
vascular/thin tissue reload cartridges are white, thereby making each size easily
distinguishable from the other sizes. The mesentery/thin tissue reload cartridges, subject
of this submission, are gray.

(b)4)

LAReg AfRS 100OMK03 xxxx.doc October 8, 2003 59’
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

greater than 30 days of patient contact in accordance with the ISO 10993-1 standard and
FDA Memorandum #G95-1. (b)) |

b)) |

It is anticipated ()4) |
(b)(4)

(B)(4) \

Materials with limited patient contact (<24 hours) were evaluated per the requirements of
1SO 10993-1 and successfully met the requirements for cytotoxicity, guinea pig
sensitization (maximization design), intracutaneous toxicity (irritation), as well as the
FDA Memorandum #G935-1 recommended systemic toxicity test.

All materials in the Gray Cartridge meet the biocompatibility requirements for the
appropriate level of tissue contact.

LAReg AfS10(\K03xxxx doc October 8, 2003 2%
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Section G

Performance Testing and Animal Studies

Bench Testing

Bench testing to evaluate (P)4) |
conducted with satisfactory results.

Criteria For Success:

o The ()4 Ethicon
Endo-Surgery, Inc. (EES) White Cartridge.

. \(b)(4) \
‘(b)(4) '

Methods:

Devices Tested:

(b)4)

L:\Reg. AfAS10(kNK03xxxx.doc October 8, 2003
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~ Conclusion of Bench Testing:

The Gray Cartridge device (P)(4)

and meets the design/product|(b)(4) requirements.

L:\Reg. A5 10(k)\K03xxxx.doc October 8, 2003
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Animal Studies

Acute animal studies were conducted to assess the performance of the Gray Cartridge as

(b))

L
LAReg Af\S10(kNK03xxxx.doc October 8, 2003
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Methods:

(b)4)

Devices Tested:

(b)4)

L:\Reg AfAS 10(kNK03xxxx.doc October 8, 2003
FOI - Page 42 of 82



Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Results:

(b)4)

LAReg. AfRS10(NKO03xxxx.doc October 8, 2003
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(b)(4)

L\Reg Aff\S510(kNKO3xxxx.doc
FOI - Page 44 of 82

October 8, 2003

Lt

¥

(e




Ethicon Endo-Surgery, Inc.

510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Study 2 -(P)#)

Objective:

(b))

Methods:

(b))

Devices Tested:

(b))

Resulis:

(b)(4)
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(b))

Conclusion of Study #2:
(b)(4)

Summary of Overall Performance Data

Based upon bench testing and acute evaluations of hemostasis, the Gray Cartridge has
been demonstrated to perform similarly to the predicate Ethicon Endo-Surgery Inc. White
Cartridge reload device/|(P)(4)

L\b
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Section H

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 Control — Radiation Sterilization. Validation requires a minimum of 25 kGy
to achieve a 10°® sterility assurance level (SAL).

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

Packaging

Each ENDOPATH Endocutter Gray Cartridge is packaged (°)(4)

(b)4)

L3
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Section 1

Labeling

(b)(4) made to the labeling are to clearly identify that this device is for use on
mesentery/thin and vascular tissue, and to reflect a new Contraindication for tissue
compression range associated with the new staple dimensions.

A labeling (b)) Section includes the addition of the
following contraindication statement: “Do not use the instruments with gray reload on any
tissue that requires excessive force to compress fo 0.85mm or any tissue that compresses
easily to below 0.85mm.” This statement is consistent with the Contraindications for other
size reloads (e.g., for the white reload, 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.”).

L g 34
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Ethicon Endo-Surgery, Inc.
510(k} Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Section J

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 the ENDOPATH® Endocutter Gray Cartridge to the predicate device. The decision-
making chart, with the path applicable to this submission highlighted, is provided in
Appendix J-1.

Marketed device: 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 EZA45 Endoscopic Linear Cutter cleared under K980815 on 5/1/98
ENDOPATH ETS Endoscopic Linear Cutter and ETS-Flex Endoscopic Articulating
Linear Cutter Devices cleared under K961390 on 6/25/96.

New device: ENDOPATH Endocutter Gray Cartridge

Yes. The Indications for Use statement is identical.

The ENDOPATH ETS45 Endoscopic Linear Cutters, the ETS-Flex45 Endoscopic
Articulating Linear Cutters, and the ETS Compact-Flex45 Articulating Linear Cutters are
intended for transection, resection, and/or creation of anastomoses. The instruments 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 line or tissue buttressing materials such as bovine pericardium.

The ENDOPATH ETS-Flex-45 No-Knife Articulating Linear Staplers and the ETS
Compact-Flex45 No-Knife Articulating Linear Staplers are intended for transection,
resection, and/or creation of anastomoses. The instruments 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
line or tissue buttressing materials such as bovine pericardium.

No. This is for the addition of a smaller height (0.85mm)}(b)(4) |
staple reload to an existing product line. Materials are identical to those of the currently
marketed devicd(b)(df)

wa 39
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

No, they do not raise new types of safety or effectiveness questions. The new reload is
identical to the marketed device except for the size of the staples and the color of the
cartridge.

Yes. Test methods exist for assessing functionality (0)4) |

(b)4) | Refer to Section G, Performance Testing and Animal Studies.

Biocompatibility can be evaluated based on the ISO 10993-1 standard and on FDA
Guidelines. Refer to Section F, Device Materials and Biocompatibility.

Yes. Testing was performed to ensure that the new characteristics perform equivalently
and that the new materials were assessed for biocompatibility. Refer to Section G,
Performance Testing and Animal Studies and Section F, Device Materials and
Biocompatibility.

Yes. The device continues to perform equivalently.
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH? Endocutter Gray Cartridge

Appendix J-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.

(A
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510(k) Substantial Equivalence Decision Making Process (Detziled)
Decision Tree (CDRH 510(k) Manual 92-4158)

Not “substantially equivalent”

New device ia compared to
- marketed devics * Determination
‘ Ne Yes
Does new device have same: Do the differences alter the intended
indications staternent? therapeutic/diagnostic e had
b
Yes No New device has Yes
' new intended mse
New device bas same intended use and may |
e substantialty equivalent under FFDCA ‘
Does the deviee have the same Ne Could the new Yer Do the new characteristics mise Yes
technological chareotesistics, (e 8- cheracteristios affect safety new types of safiety or
design, materials, ste.)? or effectis 2 effoots questions? ** >
Ne
Yes
- Do acceptad scientific methods exist No
Are the descrptive for assesxing effects of new
characteristics precise enough t¢ characteristios?
ensure eqtdvalance?
Ne Ne
Yes
A
Aze performance data Yes Are perivemance data Neo
available to assess available to assess cffects
equivalence? *** of new charcietistics? ***
No Yes
Performance
Yes data required
Perfotmance data Performance data
(;P::fomw demonstrate Sllbltlllﬂa“y X!
a required ; . g
equivalence? Eqnivalent equivalenec?

I~

Not substantially equivalent

Mot substantiaily equivalent

* 510{k) submissions compare new devices to marketed devices. FDA requests additional information if the relationship

** This decision is normaliy based on descriptive information alone, but limited testing information is sometimes required.

*** Datn many be in the 510¢k), other 510(k)s, the Center’s classification files, or the literawure.
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Ethicon Endo-Surgery, Inc. _
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Section K

510(k) Summary of Safety and Effectiveness Information

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 sleeve for reviewer
convenience.

/"\
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510(k) Summary of Safety and Effectiveness Information

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@ecesus.jnj.com

Date Prepared October 8, 2003

Device Name Trade Name: ENDOPATH® Endocutter Gray Cartridge
Classification Name: Endoscope and Accessories, Implantable Staples

Predicate Device ENDOPATH® Linear Cutters and Staplers

Device Description These instruments are all mechanical surgical stapling devices. The
ENDOPATH Linear Cutter models are sterile single use instruments that deliver staples while
simultaneously dividing tissue between rows. The ENDOPATH No-Knife Staplers are sterile
single use instruments that deliver staples, but do not cut. These instruments may be used in
either open or Endoscopic procedures, depending upon the design. Some instruments are
Reloadable and, if so, they may be reloaded with various reloads (i.e., vascular/thin, standard,
thick) depending on the thickness of tissue that is to be transected or resected.

Indications for Use _

The ENDOPATH ETS45 Endoscopic Linear Cutters, the ETS-Flex45 Endoscopic
Articulating Linear Cutters, and the ETS Compact-Flex45 Articulating Linear Cutters are
intended for transection, resection, and/or creation of anastomoses. The instruments 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 line or tissue buttressing materials such as bovine pericardium.

The ENDOPATH ETS-Flex-45 No-Knife Articulating Linear Staplers and the ETS
Compact-Flex45 No-Knife Articulating Linear Staplers are intended for transection,
resection, and/or creation of anastomoses. The instruments 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 line or tissue
buttressing materials such as bovine pericardium.

Technological Characteristics This is an addition of a gray cartridge reload to this
product line. The Gray Cartridge 1s for use on thin tissue such as mesentery and vessels and
has a nominal closed staple height of 0.85mm.

Performance Data Bench testing and pre-clinical laboratory evaluations were performed
to demonstrate that the device will perform as intended.
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Section L

Draft Product Labeling

Draft labels and Package Insert for the proposed device are included.
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification ENDOPATH® Endocutter Gray Cartridge

Draft Labeling

Package Component Copy

Sales Label — Multilingual

1 ENDOPATH® ETS45 Gray Reload
(b)(4) |

CONTENTS: One instrument designed for single patient use.

Sterilized by irradiation. Sterility guaranteed unless package opened or damaged.
DO NOT RESTERILIZE.

SEE INSTRUCTIONS FOR USE.

R, Only

Single Patient Use.

CE with #

ETHICON ENDO-SURGERY, INC.

a Johnson & Johnson company

4545 Creek Road

Cincinnati, Ohio 45242-2839

©ETHICON ENDO-SURGERY, INC. 2003, Cincinnati, Ohio 45242-2839 USA
PAXXXX2PX

Assembled in Mexico
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