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IAGACLUP ( 5 NI/I,
510(k) Sumnmarv of Safety and EtTectiveness

Compan 1] MAR 1 t 2005
Ethicon Endo-Surgcry, Inc
4545 Creck Rd.
Cincinnati, Oil 45242

Contact
Kimberly Shoemaker
Manager, Regulatory Affairs

Date Prepared:
February 10, 2005

Name of Device
Trade Name: LIGACL[IP® 5M/L Endoscopic Multiple Clip Applier
Classification Name: Implantable Clip

Predicate Devices:
Trade Name: LIGACLIP® ERCA Endoscopic Rotating Multiple Clip Applier
Cleared under 510(k) numbers K0864102 on November 5, 1986. The Titanium Clips
used with the applier were cleared March 9, 1983 under K830503.

Device Description
The LIGACLIP® 5 M/L Endoscopic Multiple Clip Applier is a sterile, single patient use,
disposable surgical instrument designed to provide a means of ligation through an
appropriately sized trocar. The instrument configuration consists of a pistol grip handle,
an actuation trigger, a rotation knob, a shaft having an outer diameter of 5.5mm and a
length of 33cm. At the distal end of the shaft is a set of jaws for forming ligating clips.
The device contains 15 clips.

Indications for Use
The LIGACLIP® 5 M/L 5 imn Endoscopic Multiple Clip Applier is intended for use on
tubular structures or vessels wherever a metal ligating clip is indicated. The tissue being
ligated should be consistent with the size of the clip.
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lIechnological Characteristics
The I l(;/',CI;'if'' J M/I[ 5 urn 1(1tscopic Multiple) ('lip Atpplier is i(leniicd u the
prCdicatc device with Iel Ct to inlnIeIII d UsdC II h (l\iCe i5 o)IcIal{td iI IIlIverI L'l siIilih
to the picdicatc dCvice.

Performance Data
Bench testing was performed to ensure that the device performs as intended. Alt testing
resuilts demonstrated satisfactory performance.
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DEPARTMIENT OF HEALTH & HIUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corprate Boulevard
Rockville MD 20850

MAR 1 42005

Ms. Kimberly Shoemaker
Manager, Regulatory Affairs
Ethicon Endo-Surgery, Inc.
4545 Creek Road
Cincinnati, Ohio 45242

Re: K050344
Tradle/Device Name: LIGACLIP t~ SM/I. 5mmn Fndoscopic Multiple ('lip App! icr

Regulation Number: 21 CER 878.4300o

Regulation Name: Implantable clip
Regulatory Class: 11
Product Code: FZP
Dated: February 10, 2005
Received: February 11, 2005

Dear Mr. Shoemaker:

We have reviewed your Section 5 10(k) premarket notificatioii of intent to market the dev ice

referenced above and have determined the device is substantially equivalent (for thle 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 1)evice Amendments. or to

devices that have been reclassified in accordance with the provisions of the Federal Food. lDrug.

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PM/N).

You may, therefore, market the device, subject to the general controls provisions of the Act. I he

general controls provisions of the Act include requirements for annulal registration. listiun of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (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 2 1. Parts 800 to 898. In addition- FDA many

publish further announcements concerning your device in the Federal Rectister.

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. Yotu must

comply with all the Act's requirements, including, but not limited to: registration and listing( (21I

CFR Padt 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 53 1-542 of the Act); 2 1 CER I 000- 1050.
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Page 2 - Ms. Kimberly Shoemaker

This letter will allow you to beginl marketinrg your device as described in \our Section 51 0(1,)

prcmarket notification. The FDA finding of'substantial equivalenc e l'your device to a lcgally

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 CUR Part 801 ). please

contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled.

"Misbranding by reference to premarket notification" (21 CFR 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-tfee number (800) 638-2041 or

(301) 443-6597 or at its Internet address http://ww,.fda oov/cdrh/industr-v/s1lup't/ijICX.htHll.

Sincerely yours,

S Miriam C. Provost. Ph.D.
Acting Director
Division of General. Restorative

and Neurological l)evices

Office ot' Device Evaluation
Center for Devices and Radiological I lcalth

Enclosure
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&.~ ETHICON ENDO-SURGERY,NC

4~CREF~ ROAD

G NClNAII O0I ,0 5212 2

Indications for Use

510(k) Number (if known): IdctoS03 s{ rU

Device Name: LIGACLIP® 5 M/1, 5 mm Endoscopic Multiple Clip Applier

Indications for Use:

[he LIGAC1lIP"" 5 M/L 5 mm Endoscopic Multiple Clip Applier is intended for use on

tubular structures or vessels wherever a metal ligating clip is indicated.

Prescription Use -
Over-The-Counter Use

(Part 21 CFR 801 Subpart AND/OR

1)) (21 CFR 801 Subpart C)

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

PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of I

(Division S;AxOtT
Division of G';wrL Retova-tive,
and Neurologicai Devices

510(k) Number -...
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

MAR 1 20O5

Ms. Kimberly Shoemaker
Manager, Regulatory Affairs
Ethicon Endo-Surgery, Inc.
4545 Creek Road
Cincinnati, Ohio 45242

Re: K050344
Trade/Device Name: LIGACLIP ' 5M/L 5ram Endoscopic Multiple ('lip Applicr
Regulation Number: 21 CFR 878.4300
Regulation Name: Implantable clip
Regulatory Class: 11
Product Code: FZP
Dated: February 10, 2005
Received: February 11, 2005

Dear Mr. Shoemaker:

We have reviewed your Section 510(k) premarket notification of intent to marlket the dev ice
referenced above and have determined the device is substantially equivalent (fir the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in inlerstatc
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. I)rug<
and Cosmetic Act (Act) that do not require approval ofa premarket approval application (lPMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. fhe
general controls provisions of the Act include requirements for annual registration. listine ol
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 II (PMA). it
may be subject to such additional controls. Existing major regulations affecting your dhev ice can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition. F[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 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 ntist
comply with all the Act's requirements, including, but not limited to: registration and listing (2 1
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. Kimberly Shoemaker

This letter will allow you to begin marketing your device as described in your Seclion 51I)(],K

premarket notification. The FDA finding of suibstantial Cquiwvalnce Of your icvice to a Iega >ll
marketed predicate device results in a classification for your device and thus, permits your dcx\ ice
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CUR Part 80 ), 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 Simall
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.L,,ov/cdrh/industrv/support/index.htinl.

Sincerely yours,

Miriam C. Provost, Phi).
Acting Director
Division of General. Restorative

and Neurological Devices
Office of Device EFvaluation
Center for Devices and Radiological I lcalth

Enclosure

21
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ETHICON ENDO-SURGERY INC

a ~omen.9emncompany
455CREEK R

CI2INAI HI 424-25Indications for Use

51 0(k) Number (if known): 105934'{
Device Name: ITGACLIP®f 5 M/L 5 mm Endoscopic Multipkle Clip Applier

Indications for Use:

The LIGACLIP® 5 M/L 5 mm Endoscopic Multiple Clip Applier is intended for use on
tubular structures or vessels wherever a metal ligating clip is indicated.

Prescription Use _X Over-The-Counter Use
(Part 2 1 CFR 801 Subpart AND/OR
[)) (21 CFR 801 Subpart C)

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

PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

9itLai/ PagPa e I of I1

(Division S¼P"OtT)
Division Of viewrn . Retoriti'ie,
and NedrologiCd beiJe'es

510(k) Number ~-
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.February 11, 2005 Rockville, Maryland 20850

ETHICON ENDO SURGERY, INC. 510(k) Number: K050344
4545 CREEK ROAD Received: 11-FEB-2005
CINCINNATI, OH 45242 Product: LIGACLIP 5 M/L MM
ATTN: KIMBERLY SHOEMAKER ENDOSCOPIC MULTIPLE

CLIP APPLIER

The Food and Drug Administration (FDA), Center for Devices
and Radiological Health (CDRH), has received the Premarket Notification you
submitted in accordance with Section 510(k) of the Federal Food, Drug, and
Cosmetic Act(Act) for the above referenced product. We have assigned your
submission a unique 510(k) number that is cited above. Please refer
prominently to this 510(k) number in 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 DISTRIBUTION UNTIL YOU RECEIVE
A LETTER FROM FDA ALLOWING YOU TO DO SO.

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff entitled,
"FDA and Industry Actions on Premarket Notification (510(k)) Submissions:
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 FDA and industry actions that may be taken on 510(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 witn 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-Ol.html.

You should be familiar with the regulatory requirements for medical device
available at Device Advice http://www.fda.gov/cdrh/devadvice/" 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 Dr
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
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ETHICON ENDO-SURGERY, INC
a ~~+km~m company

t5q! ( l K R(1 A I]
IN[ NNAIl T .t4' 2-12 284i9

February 10, 2005

Food and Drug Administration
Center for Devices and Radiological Health
Office of Device Evaluation

Re: 510(k) Premarket Notification
LIGACLIP® 5 M/L 5 mm Endoscopic Multiple Clip Applier

Dear Sir or Madam:

This is to notify you of the intent of Ethicon Endo-Surgery, Inc. to market the
LIGACLIP® 5 M/L 5 mm Endoscopic Multiple Clip Applier. LIGACLIP® 5 M/L is a
sterile, single patient use instrument designed to provide a means of ligation through an
appropriately sized trocar. The device is similar in function and intended use as the
currently marketed LIGACLIP® ERCA Endoscopic Rotating Multiple Clip Applier based
upon the LIGACLIP Multiple Clip Applier cleared November 5, 1986 under K864102.
The Titanium Clips used with the applier were cleared March 9, 1983 under K830503

A unique payment identification number (PIN) has been assigned to this submission:
017000-956733. A copy of the Medical Device User Fee Cover Sheet has been included
in Section A, after the CDRH Submission Cover Sheet, for your convenience.

All information necessary for a substantial equivalence determination is included herein.
Please contact me at (513) 337-8123, or Dennis Hahn at (513) 337-3134, if you have any
questions during the review of this submission.

Sincerely,

C/f' " 9 ~ It/ i / 4 (

Kimberly Shoemaker, RAC
Manager, Regulatory Affairs

qs
'3.
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Ethicon Endo-Surgery, Inc.
5 10(k) Prernarket Notification for LIGACIAP® S MVIL

Table of Contents

Description Pane

Cover Letter 1

Table of Contents 2

A CDRH Submission Cover Sheet ................................ 3

B Reviewers Screening Checklist ................................ 11

C Device Description...........................................16

D Substantial Equivalence ...................................... 25
Appendix E-1: SE Decision-Making Flow Chart..................27
Appendix E-2: Side-by-Side Comparison........................29

E Draft Labeling...............................................32

F Marketed Device Labeling.....................................39

G Performance Data ........................................... 44

H Material Biocompatibility..................................... 51

I Sterilization and Packaging Information.........................53

i Indications for use statement *..................................54

K Truthful and Accurate Statement...............................56

L 510(k) Summary of Safety and Effectiveness *....................57

*An extra copy in a plastic sleeve is included for reviewer convenience.
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Elicito Endo-Surgery, Inc.
51O(k) Prenarket Notification for LIGACTIpj 5 /L

Section A

CDRH Submission Cover Sheet
A completed CDRH Submission Cover Sheet is provided in the following pages.

"?
FOI - Page 14 of 86

Records processed under FOIA Request 2014-8335; Released 10/27/14

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



Ethicoji Endo-Surger-y, Inc.
510(k)r Preinirket Notification for LIGACLIP'® SMAI

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form ApprovalFOOD AND DRUG ADMINISTRATION 0MB No. 9010-0120
Expiration Date: September 30, 2004.CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See 0MB Statement on pages5.Date of Submissio UeFePamnIDN berFDSumsinocetNmbr(fkw)

2/8/2005 

PMA P'MA & H-DE Supplement PDP50kMetnl Origiale Subissont E] Regular (1 20 day) ElOriginal POP Original Submission:f Pre-510o(K MeetingEl Moremarke Reportion Special ElNotice Of Completion ZTraditional El Pre-IDE IMeetingEl Mdula Subissin ElPanel Track (PMA Ony EAmendment to POP El Special Ol PePMA MetingRlAendmet El3-a upeetEl Abbreviated (Complete El PePDPMetnfl Report ~~El 30-day Notice section I, Page 5) E'l Dy10MeetingEl ReportAmendmen f13-day Supplement ElAdditional Informatio fl Agreement MeetingElLicensing Agreement El Real-time Review ~Third PartyEetriaon eigElAmendment to PMA 
Deltherm(peify): Metn&HDE Supplement 
Ohr(pcf)

IDE ~~~Humanitaria Deie Class II ~Exemption ` Petiton Etion io fAtmati OteCubisoExemption (HDE) Class Ill DesignationEl1 Original Submission El1 Original Submission El Original Submission (De Novo)El Amendment El Amendment El Additional information El Original Submission El 513(g)r I Supplement Supplement 
F] ~~Additional Information El1 OtherEl Supplement ~el S p pl met 

(describe subm ission):ElReport
r'ave you used or cited Standards in your submission? ElYes El No (If Yes, please complete Section I, pageS5)

t w -- 
. e .Company / Institution Name Establishment Registration Number (if known)Ethicon Endo-Surgery, Inc. 157736

Div isionName (iffapplicable)~ 
Pone Number(icungaeco)

513 ) 337-8123
-Street WAddress 

FXNumber (incuigaeco)4545 Creek Road( 513 ) 337-1444
CUlity 

SateI Province ZI/ota oeCountry~Cincinnati 
Ohio 45242 USA

Kimberly Shoemaker

Manage, Reglatory Affairs kshoemai @eesUS.jnj~com
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification for LI(ACLIP® 5 M/I,

Company / institution Name

-Div~isionName (if applicable) 
Pone Number ncdigaeco)

Street -Address 
FXNumber(ncdigaeco)

City 
State / ProvinceZIPotlCdCunr

~CountryJ
Contact Name

[ Withdrawal [ Change in design, component, orfl Additional or Expanded Indications specification EoManufacture:[] Request for Extension EMa Software / Hardware SterilizerE] Post-approval Study Protocol Color Additive arilizerRequest for Applicant Hold E Material
._request for Removal of Applicant Hold S] Specifications
[] Request to Remove or Add Manufacturing Site [ Other (specify below)

Other sci/ below
Process change: E] Labeling change: Report Submission:E]Manufacturing IniainE]Rpr umsin1 Manufaterilizationindications fl Annual or Periodic[] Sterilization [] Instructions n Post-approval Study5 Packaging 5 Performance 5] Adverse ReactionEl Other (specify below) 5 Shelf Life [] Device Defect5 Trade Name [ Amendment

[] Response to FDA correspondence: FOther (specify below)
[] Change in Ownership
El Change in Correspondent
5 Change of Applicant Address

[]Other Reason (specify)'

:) , ,
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Et hi coj Fl, Snd iiSrgercy, Inc.
510(k) Preniarket N(,tirication for LIG ACLV J S MIL

0 a * g .*h LU NN* =

FlNew Device El Change in:F Repose to FDA Loiter Concerning:ENeIndication 
Crepnnt/pplicant 

FConditional Apfprova~E]Addition of Institution El Design / Device El Deemed Approved~Expansion!/ Extension of Study FEl Informed Consent F- e fiinlidRprIRB Certification fl Manufacturer F Deficient Progress ReportF~Termination of Study El Manufacturing Process F]Deficient Investigator Report5 Withdrawal of Application EJ Protocol -Feasibility 5Disapproval
Fl~nantcip~t~dAdverseEffect rotocol - Other 

jRequest Extension of5Notification of Emergency Use 5Sponsor rime to Respond to FDA5Compassionate Use Request 5Rpr umsin eus etn5j Treatment IDE Reotsbiso:Request 
HearingEl Continued Access U~~~~~~r Current Investigator ManufacturerRequest for Removal of Applicant Hold FEl Annual Progress Report

5D Site Waiver Report
El Final

0New Device ElAdditional or Expanded Indications ElChange in Technology
Olher Reason (specify):
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification for LI[ACLIP® 5 M/I.

Product codes of devices to which substantial equivalence is claimed
2safetyiand efectivenessCinformation

6 ~ ~ ~ ~ ~ ~ ~ ~~~~~~~~~~~~~~~50(k) summary attached5 6 7 8 E~~~~~~~~~~~~~~~~~~~~~~~~~[ 510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)

510(k) Number Trade or Proprietary or Model Name Manufacturer
1 K8641o2 

2 LIGACLIP ERCA Endloscopic Multi~ple 2 EthiconuEnoturerClip Applier (M, M/L, L)

2 K830503 ~ LIGACLIP® Titanium Ligating ClipApplier and Clip Cartridge con Endo-Surgery, Inc.

3

4~~~~~~~~~~~~~

6 ~~~~~~~~~~~~6

CGommon or usual name or classificationVARIOUS TYPES OF STERILE AND NON-STERILE LIGATING CLIPS AND APPLIERS

Trade or Proprietary or Model Name for This Device 
Model Number

1LIGACLIP® 5 M/L 
1 L5ML

44

5 ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~5
FDA document numbers of all prior related submissions (regardless of outcome)

K864102K800

Data Included in Submission HmnTil[] Laboratory Testing []Animal Trials [HuaTril

7~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~¢
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Etlijeoj Endo-Surgery, Inc.
510(k) Prernarket Notification for IJGACLIP® S1;M/I.

Product Code C.F.-R.Section (if app//ca b/e) Dvc lsFZP 21 CFR 8784300 
Classic class

CasfctoPaeCasss!ll 
El Uclass ified asImplantable Clip 

casIIucasfe

Indiains(rmlabeling)
The LIGACLIPO 5 M/L 5 mm Endloscopic Multiple Clip Applier is intended for use on tubular structures or vessels wherever ametal ligating clip is indicated. The tissue being ligated should be consistent with the size of the clip,

Note: Submission of this information does not affect the need to submit a29 FDA Document Number (if known)
or 289Tha Device Establishment Registration form.

Original 9710649 en Registration Number e otatseiieFD Etalihmn 
Manufacture CotatSrizr0 Add [).late 

El~~~~~~~~~~~. Contract Manufacturer EJ Repackager /ReilabelerCompny InsituionNamest 
hmnEthicon Endo-Surgery, SA de C.V. Plant II 9710649

flivision Name (ifapplicable)Phn 
Number(icdigaeco)

Street ~Addressume(i
Boulevard Independlencia #1 151
Lote Bravo

tae/Province ZPCodeConrCd. Juarez 
Chih Mexico

Dave Kouchoukos ua ty Systems M anager ~dkouchou @ eesus.inj~com

FOI - Page 19 of 86

Records processed under FOIA Request 2014-8335; Released 10/27/14

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



LEthicon Endo-Suirger-, Inc.510(k) Premnarkel Notification for LI(AC Ip L1i" N /1,

FDA Establishment Registration Number
Originar 1628808 El Manufacturer Contract Sterilizer

] Add [ Delete 
Contract Manufacturer El Repackager/ Relabeler

Copy / institution Name 
Establishment Registration NumberEthicon Endo-Surgery, Inc. 
1628808

Division Name (ffapplicable) 
Phone Number (including area code)N/A 
(915) 791-3419

Street Address FAX Number (including area code)3801 University Boulevard., S.E. (m)

City 
State / Province ZIP CodeAlbuquerque 
NM 87106 USA

Country
Contact Name 

Contact Title 
Coact E-mail AddressNancy Amaya Quality Systems Manager namaya@eesus.jnj.com

5 original FD"AEstablishment RegistrationlNumber
[] Add [] Delete 

E Contract Manufacturer El Repackager/ RelabelerCompany / Institution Name 
Establishment Registration Number

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

Street Address 
umber

City 
State Province ZIP Code Country

Contact Name 
Contact Title 

Contact E-mail Address

Pl
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MedicalI Dev~ice tscr-Fcc Cover Slice( - Form, FDAYeTPag I oF I

Ver' A rcvd:O1bNo. 0910-0511 ExpuatrenDale. AUSUSI SI 2006 SeI Iu r o0 8 3
DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATIONMEDICAL DEVICE USER FEE COVER SHEET PYETINTIFICATION NUMBER: 
rieth a et Identification Number on Your check.A completed Cover Sheet must accompany each original application or supplement subject too fee.7he following actions must be taken toproperly submit your application, and tee payment:

1 Electronically submit the completed Cover Sheet to the Food and Drug Administration (FDA) before payment is sent.2. Include a printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration. Rememberthat the Payment Identification Number must be written on the check.3 Mail Check and Cover Sheet to the US Sank Lock Box, FDA Account, P.O. Box 956733, St. Louis, MO 63195-6733. (Note: In nocase should payment be submitted with the application.)4. If you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: GovernmentLockbox 956733, 1005 Convention Plaza, St. Louis, MO 631 01. (Note: This address is for courier delivery only. Contact the USSank 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://www.fda._.gvcdrh/mdufma/faqshtml#3a You are responsible for paying all fees associated with wire transfers.6. Include a copy of the completed Cover Sheet in volume one of the application when submitting to the FDA at either the CEER orCDRH Document Mail Center.

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAMEaddress, city, state, country, and post office code) KIMBERLY SHOEMAKER
ETHICON ENDO-SURGERY, INC. 2.1 E-MAIL ADDRESS4545 CREEK ROAD kshoemal @ eesus.jnj~comCINCINNATI, OH 45242-2839

2.2 TELEPHONE NUMBER (Include Area Code)
513-337-81231.1 EMPLOYER IDENTIFICATION NUMBER (FIN)340832179 

2.3 FACSIMILE (FAX) NUMBER (Include Area Code)
____ ___ ____ ___ ____ ___ ____ ___ ____ ___ ____ ___ ___ 513-337-1444

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the applicationdescriptions at the following web site: hftp;L/www fda.-gv/oc/mdcufma

Select anhapplication type: . 1 -Select one of the types below:~Premarket notification (510(k)); except for third party reviews WOriginal ApplicationEBiologics License Application (BLA) Suipplement Type&UPremarket Approval Application (PMA) E Efficacy (BLA)HModular PMAH 
Panel Track (PMA, PMR, PDP)HProduct Development Protocol (PDP)H Real-Time (PMYA, PMR, PDP)H Premarket Report (PMR) FH 180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status.)
E YES, I meet the small business criteria and have submitted the 9NO,Iamntas llbiesrequired qualifying documents to FDA

4.1 It Yes, please enter your Small Business Decision Number:

5. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THEAPPLICABLE EXCEPTION.
F ~This application is the first PMA submitted by a qualified small E The sole purpose of the application is to supportbusiness, including any affiliates, parents, and partner firms conditions of use for a pediatric populationflThis biologics application is submitted under section 351 of teTeapiaini umte yasaeo eeaPublicHealt Servce Ac for prodct liensedfor frthergovernment entity for a device that is not to be distributedmanufacturing use only commercially

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

E]YES 9NO

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

htps:H aslfldapp4.d o/CA P/dfm/oeseo/ne~ fm~fsacn=f se-R p. 1/21/2005
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Ethiconi Endo-Surgery, Inc.
510(k) Premarkel Notification for LIGAC'LI P® 5 MI!.

Section B

Reviewer's Screening Checklist
The Reviewer's Screening Checklist for completing a 5 10(k) Premarket Notification is
provided in the following pages.

15
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Fihlicoti Enldo-Sorgerv. [InC.
51OWk Pre mIIarket Not!Ificati oil forC LIG ACL IjPW 5 MIN I

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 5 10O(k) - Do Sections 1 and 2
Abbreviated 5 10(k) - Do Sections 1, 3 and 4

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

Section 1: Required Elements for All Types of 510(k) submissions:
Present or M~~~~~~~~~~~issing o
Adeqate* I Inadequateo -ver let tercnann h lmnslitdo ae32o g

1he PremrktNoiiain[1)Mnul

Rable of Cotns
frthful and Accurate Statement. Pg
ueice's Trade Name, Device's ClassificainNmad SetoA

stablishment Registration Number.
j~evce lasifictio Reulaton umbr and Regulatr eto

4Proose Laelin inludng te mteral listed on page 34 SectionE
ofth Premarket Notification [510)] Manual.

Staemet o Inicaions for Use that is on a separate page in~eto
hepremarket submission.

Substantial Equivalence Comparison, includingSetoD
omparisons of the new device with the predicate in areas
hat are listed on page 3-4 of the Premarket Notification
[510)] Manual.

j510(k) Summary or 510(k) Statement.SetoL

service mnas
ilentification of legally marketed predicate device. * ectionA

Cmliance with performance standards. * [See Section 514 /
ofteAct and 21 CFR 807.87 (d).]

Css ertifcation and Summary.**A
mFiancial Cetfcto rDslsr ttmnt for5 10(k) IN/AK

~notifications with a clinical study. * [See 21 CFR 807.87 (i)]j l510kKitt cCer~tification ,A
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Ethijeon Endo-Surgervy for.
510(k) I'renmarkel Notification for IHGACIAPjp® N1/Mt

-Not Applicable
* -May not be applicable for Special 5 l 0(k)s.
**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 5 10(k) submission:

Peent Iadequate

Sae and'51I0Ok) number of the submitter's own, u nmodfe
jpredicate device. 

____

A~ -description of -the modi~fied device- and am compmari-son to h
isponsor's predicate device.
,A statement that the intended use(s) and indicat-ion-s of the
-modified device, as described in its labeling are the same as the
hintended uses and indications for the submitter's unmodified

jprediicate eice. ik n ssmehds uss
mpatoiewer' conifirmation tha the mdificatind has notpaltered

tdtherfundmetalo scieantyifi sehoog.ftesumte'

A esignCaontrovlidactivi ties itisummary thaiclde the
.Iideintiiatediondofvidlsk anayimehdsued toe assesso the

dmontacteofthe oiiatino the peermndeviceptande its copoents
net. Thes rsutsaofmthe ana sisndb. h idvda es o

Ifhoeprifctionlandvldto activities , nldn hemtoso
e~ststused nd thhthe maccepancecritri`Wa toilbe apied. mac

Awt DhecaainoCofriywt design control poeuerqieet s thatie i

deignte individuals) and the results ofe thilbe actirvitewThs
Imt hsstatement is signed by the individual responsible forths
ltoeParticular activities.

b~ tatmet tat hemanfacurng aciit isin onormnc
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510(k) Prec nmrket Noti(leation 1C r LGAC1,IP® 5 \M/I~

Setin 3: Required Elements for an ABBREVIATED 510(k)* submission:
~~~~Prsn Inadequate ori

For a submission, which relics on a guidance documnenti
,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 ejects to use an alternate approach to
address a particular risk, sufficient detail should be provided
,to justify that approach.
ro'r a submission, whih relies on a recognized standard, ~a
declaration of conformity [For a listing of the required
'elemnents of a declaration of conformity, SEE RequiredElements for a Declaration of Conformity to aRecognized Standard, which is posted with the 5 10(k)
b~Ioilers on the H drive.] _______

forWaub~ ssgntinwhich relies on a recognized standard
1without a declaration of conformity, a statement that the
~manufacturer intends to conform to a recognized standar djand that supporting data will be available before marketing
the device.

or asubmssio, wich relies on a non-recognized standard
hat 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.

IFor a submission, which relies on a non-recognized standard
lhat has not been historically accepted by FDA, a statement

Ithat the manufacturer intends to conform to a recognized)tandard and that supporting data will be available before
linarketing the device and any additional information
equested by the reviewer in order to determine substantial
quivaience.

jAny additional information, which is not covered by the
~uianc doumet, pecal ontolreognized standard

nonrecgnied tadar, i orerto determine

* - W h n com letin the eview of an abbre iated 510(k , please fill out anAbbreviated Standards Data Fr(lctdothHdrive) and list all theguidance documents, special controls, recognized standards and/or non-recognized standards, which were noted by the sponsor.
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Ethicon Endo-Surgiery, Inc.
510(k) Premarkel Notification for II(;ACIIP " 5 NI/I

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

Present Inadequate ori

a) Biocompatibility data for all patient-contacting materials, Section H
OR certification of identical material/formulation:

b)Sterilzation and expiration dating information: ~ecti?~nI ..
sterilization process Section I

ii) vawidation method of sterilization process s ctin
iii) SAL

SectionI

viii) Traditional Method or Non-Traditional
Method

]c).Software Documentation: I

Items with checks in the "Present or Adequate " column do not require e additional
information firom 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:________________________
Concurreiice by Review Branch:_e
Date:__________

The deficiencies identified above represent the issues that we believe need to be resolvedbeforeourreview f your51(k)submissioncanbesuccessfullycompleted. Indeveloping the deficiencies, we carefully considered the statutory criteria as defined inSection 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 yourattempt to respond to the deficiencies. We believe that we have considered the leastburdensome 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 lessburdensome 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:

Dat e:

The deficiencies identified above represent the issues that we believe need to be resolved-
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ft hico FOl t dlo-Suirgc r V IIIc
SI16(kj Pre- market Not ificat ion for [L1GAC(<AP~' 5, M/Ju Product (<ode EL,5MI,

Section C

Device Description

A detailed description of the LIGACLIP®' 5 M/L device is provided in the following
pages.

K05XXXXEL-5ML 
February 10, 2005

FOI - Page 27 of 86

Records processed under FOIA Request 2014-8335; Released 10/27/14

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



EIthicon IFndo-SurgerI. Inc.
510(k) ire-market Notification for LIGACLII'" 5 M/L; Product Code ELSML

Device Description

General Description:

The LIGACLIP® 5 M/L Endoscopic Multiple Clip Applier is a sterile, single patient use,disposable surgical instrument designed to provide a means of ligation through anappropriately sized trocar. The instrument configuration consists of a pistol grip handle,
an actuation trigger, a rotation knob, a shaft having an outer diameter of 5.5mm and alength of 33cm. At the distal end of the shaft is a set of jaws for forming ligating clips.

The instrument contains 15 medium-large titanium clips for occluding tissue, structures,
and vessels ranging in size from 1mm to 5mm in diameter. The clip design features atraditional barn shape with an embossed pattern on the inside perimeter for securing theclip onto targeted structures or vessels. The clip has an unformed aperture of 3.6mm anda formed length of 8.8mm. The formed clip length is identical to the marketed device,
LIGACLIP ERCA.

The instrument is operated in a similar manner as the marketed device. The instrumentjaws passively collapse upon entering the trocar cannula and fully reopen once beyond
the distal end of the cannula. The jaws do not have sharp edges or other features thatcould inadvertently damage tissue or tear trocar gaskets. A clip is fed into the jawsthrough actuation of the trigger. Clip feeding is complete when the trigger is partiallysqueezed to the first audible click. The clip and jaws are then placed over the targeted
structure or vessel. The shaft can rotate 360 degrees by means of the rotation knob tofacilitate visualization and enable access to the targeted site. Continued actuation of thetrigger begins to form the clip. The distal tips of the clip close first to capture thetargeted structure or vessel. Ligation is achieved with full trigger closure, which is
identified by fully squeezing the trigger against the handle. The trigger automatically
reopens when released and the instrument is ready for the next clip application.

Indications for Use:

Indications: The LIGACLIP® 5 M/L Endoscopic Multiple Clip Applier is intended foruse on tubular structures or vessels wherever a metal ligating clip is indicated. The tissue
being ligated should be consistent with the size of the clip.

Contraindications: Do not use the instrument for contraceptive tubal occlusion. Do notuse the instrument on tissue, structures, or vessels upon which metal ligating clips would
not be indicated.

Note: The above indications and contraindications are identical to the marketed device.

K05XXXX-EL5ML 
February 10, 2005

->/'
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Et hi con En do-Su rger)-. Inc.
510(k) Pre-niarkel Nofification for LIGACLIP® 5 MuI/.; Product Code ELSM IL

Device Drawings:

Refer to the rendered CAD drawings of the LIGACLIP®w 5 M/L Endoseopic Mu~ltiple Clip
device and titanium clips in the following pages.

KO5XXXX EL5ML February 10, 2005
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Itihicon Endo-Surgery. Inc.

5 10(k) Pr-c-market Notification for IAGACLWVO 5 MI/1, Product Code FEL5N I1

Engineering Drawings:

Refer to engineering drawings for the LIGACLIP®' 5 M/L Endoscopic Multiple Clip,

Product Code EL5ML, Part Number Di12840 and the LIGACLIP~"ERCA marketed
device, Product Code ER320, Part Number D00898 in the following pages.

K0 5 XXXXXELLMLLebru ruwy 10, 2005 2
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(b)(4) Whole Page Redactions (Pages 34-35)
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rilttiicon Itn1(1o-S5urgevr . Inc..

510(k) P1re- market Notification for LIGA CIJPi& 5 NI/L Product Code IUA5MI

Section D

Substantial Equivalence

To facilitate a finding of substantial equivalence, the decision-making process provided
for in the "5 10(k) Substantial Equivalence Decision-Making Process (Detailed)" (Blue
Book Memorandum K86-3, 1986) is followed. The decision-making chart, with the path
applicable to this submission highlighted, is provided in Appendix B-i. A side-by-side
comparison of the proposed device to the legally marketed device is provided in
Appendix E-2.

iNUtUUUMM
New device:

LIGACLIP® '5 MAL 5 mm Endoscopic Multiple Clip Applier: product code
EL5ML

Marketed device:
LIGACLIP® ERCA Endoscopic Rotating Multiple Clip Applier based upon the
LAGACLIP Multiple Clip Applier cleared November 5, 1986 under K864 102
The Titanium Clips used with the applier were cleared March 9, 1983 under
K830503.

Yes. The Indications for Use statement is identical.

The LIGACLIP' 5 M/L 5 mm Endoscopic Multiple Clip Applier is intended for use on
tubular structures or vessels wherever a metal ligating clip is indicated. The tissue being
ligated should be consistent with the size of the clip.

No. There have been minor design changes. Refer to Section D, Appendix D-2 for a side
by side comparison listing the differences/changes.

- K~~~~....... ... 01

Yes. Minor design changes could affect safety or effectiveness.

K05XXXX&EL5ML Februar-y 10, 2005
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Ethicon Endo-SurgeryN, Inc.

510(k) I're-nmarket Notification for' LIGACLIPI 5 M/l,; Product Code 1I,5MI

No, the new characteristics do not raise new types of safety or effectiveness questions.

Yes. Test methods exist for assessing functionality. Refer to Section G, Performance
Testing.

Yes. Testing was performed to ensure that the new characteristics perform equivalently.
Refer to Section G, Performance Testing.

Yes. The device performs equivalently.

K05XXXXEL5MI, February 10, 2005

L[2>3"
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Ethicon Endo-Surgv ry, h ie.

510(k) Pre-iiiairket Notification for [IG ACIAP< 5 M/I. P Poduct Code FL5M 11

Appendix D-1

Substantial Equivalence Decision-Making Flow Chart

The substantial equivalence decision-making flow chart is on the following page.

K05XXXXELSML Pebruary 10, 2005
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Ethicon Endo-Surgery, Inc.

510(k) Pre-market Notification for LIGACLIP 5 M/L; product Code ELSML

510(k) "Substantial Equivalence" Decision Making Process

yNot "substantilly equivlent"

Deter mnalltiof-l

Do~~~~~~~d mdiieIvmmc D ,dIkff-rcsa[rh

Ntsbtnilye eqialnNotsbanilyeuvet

DM~~~~~~~~ ~ ~~ ~ ~~~~~~~~~~~~~~~ int eA Ne____.._&._

v d~daoc h m sc nm~dus admmay

Y.~

*Not substa ndll eto.) ? lm No e btnd equuimm?

KO5XXXX ELS5ML 
Febniary 10, 2005

of~~~~~~~~~~-

FOI - Page 39 of 86

Records processed under FOIA Request 2014-8335; Released 10/27/14

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



F hico Eno Ur (-Sitrge rv Intc.
510(k) l're-market Notification for LIGACJ.A P 5 M/L Product Code EL,5MLI

Appendix D-2

Side-by Side Comparison to Legally Marketed Device

A side-by-side comparison of the proposed (new) and marketed devices is in the
following pages.

K05XXXX,-L5ML February 10, 2005
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Itlhicon Enido-Surgery, Inc.
510(k) Pre-market Notification for LIGACIIP: 5 M/l, Product Code ELSML

Indications f~lb · The instrument is inie o Identical
Use tubular structures or vessels wherever

a metal ligating clip is indicated. The
tissue being ligated should be
consistent with the size of the clip

Contraindications * DO NOT use the instrument for * Identical
contraceptive tubal occlusion.

* DO NOT use the instrument on tissue * Identical
structures or vessels upon which
metal ligating clips would not
normally be used.

Description · Sterile · Identical
* Single patient use , Identical
* Disposable , Identical

Sterilization * Gamma or Ethylene Oxide · Identical
Process

Handle and Conventional pistol-grip Identical
Trigger configuration with actuation trigger.

Shaft Rotation , Smooth, 360-degree rotation in either * Similar; Indexed 360-degree
direction. rotation in either direction.

Clip Indicator Indicator becomes progressively more , Identical
visible when 3 or fewer clips remain
in the device.

Last Clip Lockout * The instrument contains a last clip · Identical
lockout safety feature. The trigger
cannot be easily squeezed shut once
the last clip has been fired to prevent
empty jaws from closing on a
structure or vessel.

Anti-backup The instrument contains an anti- Identical
Ratchet backup feature that does not allow the

trigger to reopen until clip formation
is essentially complete. This prevents
a partially formed clip from being
displaced or falling from the jaw if
the trigger is released prior to
completion of the stroke.

Clip Material , * 

Clip Closed * 8.ram · Identical
Length

Basic Clip * Traditional Barn-Style Unformed · Identical
Geometry Geometry

Basic Clip Pattern * Transverse and lateral grooves with , Similar; Transverse and lateral
tongue and groove feature near apex grooves

K05XXXXELSML February 10, 2005 34
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Elihicoin Fidno-Surgcrv. In1c.
5 10(k) Pre-suarket Notification for LIGACLIPl'i .5 M/L; Product Code EL5MIL

Entry into at ~ Te jaws must he emt ro o* The jaws have a ci rsn
cannula ~ ~ ~~~iserting the devic ita oirinserting the deviceit G

cnnula. The empty jaws wil trocar cannula, ThrI snn
passively collapse as they pass the jaws to collapse, as the oute

through a .5mm trocar cannula and diameter of the device shalt is (lie
will reopen completely once beyond same size as the jaw width.
the distal end of the cannula.

Feed/Form * The device is ready for use upon * Upon removal from the package, the
Sequencing removal from the package. device must be actuated once to load

a clip into the jaw in preparation for
clip formation.

Clip feeding occurs during the early * Clip formation begins immediately
stages of trigger actuation at a rate during trigger actuation and
determined by the user, Clip feeding proceeds throughout the trigger
is complete when the trigger is closure stroke. Clip formation is
partially squeezed to the first audible completed when the trigger is fully
click. squeezed against the handle,

Clip feeding occurs automnatically
Clip formation takes place during the upon release of the trigger. A clip is
middle and latter stages of trigger spring-fed into the jaw during the
actuation following completion of final stages of releasing the trigger.
clip feeding. Clip formation is
completed when (he (rigger is fully
squeezed against the handle.

_Withdrawal from * The jaws must be empty prior to * The jaws have a clip present when
a trocar cannula withdrawing the device from a trocar withdrawing the device from the

cannuda. The empty jaws wil] trocar cannula.
passively collapse as they pass
through the trocar cannula and will
reopen completely once beyond the
proximal end of the cannula.

Jaw Clamping * Overload mechanism limits clamping * Clamping forces are only limited by
Force forces based on jaw opening to user grip strength and compliance of

protect instrumentit instrument components.

Shaft Diameter 5.5mm outer diameter * 10mm outer diameter

Overall Shaft * 33cm * 29cm

Number of Clips * 15 clips * 20 clips

Clip Aperture * 3.6mm 4.m

Clip Cross * 0.75mm wide x 0.50mm thick * 1.1mmua wide xO0.50mm thick
Section Geometry

Clip Indicator * Indicator located inside top portion of Indicator located in shaft distal tip.
Location handle assembly.

K05XXXXEl-5ML February 10, 2005
A, 3
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El hicon Liido-Surgcrn. Inc.
S10(k Pre- market Notification for LIGA CLI1P® 5 NM/1; Pr oduct Code EL,5M I,

Section E

Draft Labeling

Draft Instruction for Use and labels for the proposed device are included in this section.

K05XXXXELSML February 10, 2005

U-,
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Edluicon End o-Sur igeri-v Inc.
51O( ki ['i-c-market Notification Uwr I A(AC1] P"6 5 Ri/1,; Product Code El ,5Ml.

LIGA LIP®5 M/ 5 m Endscopic Multiple Clip Applier

KOSXXXXELSML P~~~~~~~~~ ~~ ~~~~~ebruary 10, 200-5
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Ethicon Eindo-Sn-rgerrv, Inc.
510(k) Pre-market Notification for LIGACLIP 5 M/L; Product Code ElSML

LIGACLIP® 5 M/L 5 mm Endoscopic Multiple Clip Applier

Draft Labeling

Package Component Copy

Sales Label - Multilingual

I LIGACLIP 5rain Endoscopic Multiple Clip Applier
Product Code: EL5ML

CONTENTS: One instrument designed for single patient use.

Sterilized Cobalt Irradiation. Sterility guaranteed unless package opened or damaged.
DO NOT RESTERILIZE.

SEE INSTRUCTIONS FOR USE.

~, On I

Single Patient Use

CE with #

ETHICON ENDO-SURGERY, INC.
A Johnson & Johnson company
4545 Creek Road
Cincinnati, Ohio 45242-2839

©ETHICON ENDO-SURGERY, INC. 2004, Cincinnati, Ohio 45242-2839 USA

P4XXX89PXX

Assembled in Mexico

K05XXXXEL5ML 
February 10. 2005

59
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Itthicon ItIl(Io-Strgecrv, I [IC.
510(k) fre- market Notification for LIGA C111"' 5 Ni/I, Produoct Code El SM!.,

Section F

Marketed Device Labeling

Labeling for the marketed LIGACLIP ® ERCA Endoseopic Rotating Multiple Clip
Applier (ER320) device is provided in the following pages.

K05XXXXFL-5ML February 10, 2005
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LIGACLIP® ERCA
Endoscopic Rotating Multiple Clip Applier

Multi-applicateur de clips rotatif endoscopique

Endoskopischer drehbarer Multiclipapplikator

Applicatore multiplo endoscopico di clip con stelo rotante
Aplicador endosc6pico rotativo de clips miltiplos

Endoaplicador de clips miltiple rotatorio

Endoscopiche roterende multiple cliptang
Endoskopisk roterbar multiclipstang

Endoskooppinen kiintyvi ligeerausinstrumentti
Ev&owKom.rncA rcptatpc46pitvq kaplia wroktvWoc ,roflarW v Kxtn

Endoskopisk roterbar multicliptAng
Endoskopowa obrotowa wlelokrotna klipsownlca

Endoszk6piAs forg6 t6bbsz6r6s kapocsrak6

Multifunk6ni endoskoplckj apllkltor svorek

Endoskoplclj oto6ny vlacCdelov4 apilkhtor svoriek

'Usc ;'. .yl * ERCA
N1MW ffi- U' ,y v'77'5,4ft- (A:AMt -~- h-I'V 7 F)

Please read all inlformfaoio carefully.

F ailure to properly follow the intstmrli ons may lead to serious surgical consequences such as Failure
to ligate

Important: Ibis package insert is designed so provide instctlions for use of the LIGACLIP® ER.CA

Endoscopic Rotating Multiple Clip Applier It is sot a reference so ligation techniques

9 ETHICON ENDO-SURGERY, INC.

4. .. f A. wm~.y
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lndlcatioiis

Ih IDTLOACLIP P.RCA EducpcRelat.ing Multiple. Clip Apldier in mienlerd illr use en tubula stritttilte

finoisal lie sd

Device Dleunription
The, LIGACLIP ERCA End,,se ipic Rtsaiiag Multiple tlis Applier, isse ie., sinle paien n, ititrnst

,deiglled 1st pre~Iide a means1 cI ligutiuin through ENDOPFATI Sugia Trocans The innsmrtdlivers
211 itaniu clips th~ individually ad~anca lfle, each fHring The shaft is mdeI ,ils gtu. mla terIial but
mininuzes~ r beite d nsortisn Itis desine.d Its .e. late 30t in either dfireefioI. The rtistain ),seb is liccaled

ten allow fur at-hanJded technique.

Product Clip Size/ Teeter Clip Overall Shall
Cods No. of Clips Size Dimensions (MM) Length (opprox.)

ER220 Mediiins/20 1 0/1 1 rm nt 28.5 em

3.7

ER320 MedittntLanie/20 lu/il M.s {( - 289cm,

4.2 .

ER420 Large/2O 12 tri34lle

5.2

Illustration and Nomnenclalure (ustatlaior 1)
1. Low Glare Shall 4. Trigger
2. Rotating Kntb 5. Applier Jaws
3. Handle 6. Indicate, Bar

Indtrucio~lns tor Use
Verify, conptiilt si alt tsranun anid uccus ..... s ps en to using the instr,, eu (reler to Warnings andt

1 Using steril tchaiqee, re ttv th.intumn irtii th .akage. ̀ s asoid damage, de, not lip theI
insanansent into thesteile field.

2 FDlly queeze else triggr dai Ilsni releneto load the irst clip into, lie insiiuNnsetja p atlur F .Ii

competel squeze he trigger an molt0 inc lip niodr.(Iluraen2)
None The applier INa heitnue hrsugh the prnpil diameter ,roarlev with ts ithout

a clip in the, jaw The ratchet, ncu ism in he defcltae ce a firing stoke and provides
clip secuit intejas

3 Poitipon the, jaws with the clip completl around the sesse to be ligatd. (I.llusraion 31
4 Fully squez theltigge en each, firng. De so by pulling hack on the trggre afterasI harp

click" is headj and untl you touch, plastic riggl t plasi c handle (plastic tiw lsi)

3
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5 Fully release tI'e t rigger after f irng A seond'elick' should be heard indJcating he ustLnumet is
ready for the nest fidng The next clip is attonaticatly advanced as the trigger is rel.sed,

5 Inspect the i r t t f reah u to e n ip is pent bo heeen firing.
(:Cution: Check To ensure that each clip has been securely placed around the tissne being ligated
Noae: Whens'sly thlee clips remait in the appliem', f ietow clip crmnter indicating bar uppears, i
the wtndosw

Wanilgs and Pveeautions
Minimally inv sie procedures .shrld be pehomled otly by persons having adequate training and
familiarity with tnininalt invasive techniques Consult m'edictl lietuee celalien to technitues
erteplications ted haea'-ds prier to prer formlance of any nttinimatlly invasive proc:edurn
Minitatly in vasive inotnaments may vary in diameter InoI m anulactucertotntaaufactt'nec. Whet,
minimalty invasi vei i straments and accessories from dcif[e-uit entmkfacturs at- e-ployed together in
aprocedure, verify compatibility prior Ios initiation of the procedure-
A thorough understanding or ,he principles and techniques itvoIved in laser, eleetnosargical, and
ultr asonic prceeures is essential to ayoid shock and burn hazards to both patient and medical
personnel and daumage the device or "ther medical instrumesh. Ensure that electrical i nsulation er
grounding in ut compromised. D. not inmerse eleetmourgicul instruments in liquid unless the
tnntruments are labeled no be immersed,
* .Ensure that the clip is the cotrect size for rhe vessel or ttbuhlr strctur being ligwated
Prion to each clip application, inspect the jaw tips h, e nsue the clip is ally advance-d no the end oM
,h, jaws
EEnsure that each clip is secunely and completely pssilionef d arund the htisse being ligatesd
The instrument should he fully squeezed on each fiting
If a clip is distodged prematurely ftott, the jaw tip or tails to atdhance, retove tle instrten t tiout thte
patient. Completely squeeze the trigger to infim the iistrnment und then c-ntinie prsd-ct 'te alter
successtl firing
Do not excessivelyw t thwe srittent aws when positionitg ihe ittstrument on a vessel antd
firing. Excessive twisting or t~,riri may result in clip malonmuatrm
I*r, not place excessive otree on the peximal cnd of the iustrunes jaws when firing (patting the
trigger or releasing the trigger) Placing excessive force ot the prximal end of the insinunent juws
when fing may result in lip malforustion
Ensure ftull nelease f the triggee after firing. A partial nele-ase tf the trgger m estnicts the clip frott
reaching the correct distal point i h nstrument jaws, and may resut in clip tfoumati.
Never fire the instrument sve-r another lip or astrument Firing the instrument in this manner may
distrurtior yield the instrument jawn, which can asse the instmmen to ''spin clips
Instruinmuts t devices which come intt contact with bodily fluids nay require special disposal
handling to present biological contamination.
D Dispose of all opened products whether used r unused,
lThis device is packaged sterile in a protective pouch and is frr single tie onlyl Do .na reuse, reprocess
or rest enilic Reuse, reprocessing, or restenilication may compromise the structural integrity of the
device and/or lead to device fuilure which in turn may result It ptient inpjury, illness or death Atso,
reprocessing or resterili/vtisn of single use devices may ctalearisk ofuontlamination and.or.ause
patient infection or cross-infecton, nlincg, bu not limited to, the tan s minsinn of infectious
disease(s) from one patiett to another. Contamination of the device may lead to injury, illness. or
death of the patientt

How Supplied
The LIGACLIP ERCA Endoscopir Rotating Multiple Clip Applier is supplied sterile and pelosaded foe
single patient toe, Discard after sine,
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I'uhicohn Endo-Surgery, Inc.
510(k) Prenarket Notification for Curved Cutter Stapler and Reloads

Section H

Material Biocompatibility

The biocompatibility of materials used in the LIGACLIP® 5M/L Endoscopic Multiple
Clip Applier, Product Code EL5ML, 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."

Each material in the LIGACLIP® 5M/L Endoscopic Multiple Clip Applier 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.

All materials in the LIGACLIP® 5M/L Endoscopic Multiple Clip Applier are identical to
those used in currently marketed medical devices.

The table in the following page lists the patient tissue contacting materials used in the
LIGACLIP® 5MIL Endoscopic Multiple Clip Applier as well as those of the marketed
device.

K05XXXXEL5ML February 10, 2005
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llhicon Endo-Surger.y, Inc.
5 l0(k) Plremarket Nolification for Curved (utter Stapler and Reloads

Section J

Indications for Use Statement

The Indication for Use Statement for the proposed device is provided in the following
page.

K05XXXX EL5ML February 10, 2005

rT :5.
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Indications for Use

510(k) Number (if known): _____

Device Name: LIGACLIP® 5 M/L 5 mm Endoscopic Multiple Clip Applier

Indications for Use:

The LIGACLP® 5 M/L 5 mm Endoscopic Multiple Clip Applier is intended for use on
tubular strUCtures or vessels wherever a metal ligating clip is indicated. The tissue being
ligated should be consistent with the size of the clip.

Prescription Use _-C AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CER 801 Subpart C)

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

PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page _1 of1
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N ~~~Indications for Use

51 0(k)Nubr(fkon:_____

Devicea LIALP® 5 M/L 5 mm Endoscopic Multiple Clip Applier

Indicatinfo se

The LIGALP5 L5mm Endoscopic Multiple Clip Applier is intended for use on
tubular structures or v ssels wherever a metal ligating clip is indicated. The tissue being
ligated should be consis ent with the size of the clip.

Prescription Use _ _ AND/O Over-The-Counter Use ___

(Part 21 CER 801 Supr )(21 CPR 801 Subpart C)

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

PAGE OF NEEDED)

Concurrence of CDRH, Ofce f evice Evaluation (ODE)

Page -1 - of -1
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510(k i'i ematkel Not ilic~itlion Inr I(; t,( 1,11: 5 N I/IL

Section K

Truthful and Accurate Statement

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

I certify that, in my capacity as Regulatory Affairs Manager of Ethicon Endo-Surgery,

Inc., I believe, to the best of my knowledge, that all data and information submitted in the

premarket notification are truthful and accurate and that no material fact related to a

substantial equivalence decision has been omitted.

t /U ky~i a LLA /1/O

Kimberly Shoemaker Date
Manager, Regulatory Affairs

CQ
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5 Ph ( I,'ll,' mar ket Notif'icalitim i Io LI(. 'I II, WI /

Section L,

LIGACIAP®(R 5 M/L
5 10(k) Summary of Safety and Effectiveness

1•
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I I I i io [I Viido-5urI Igc IN, I nC.
5 I hkl Prciiiaikv W otificati(,I In' I I( V II NIA;

LI1GACLTP®, 5~ N/l
510(k) Summary of Safety and Effectiveness

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

Contact
Kimberly Shoemaker
Manager, Regulatory Affairs

Date Prepared:
February 10, 2005

Name of Device
Trade Name: LIGACLIP® 5M/L Endoscopic Multiple Clip Applier
Classification Name: Implantable Clip

Predicate Devices:
Trade Name: LIGACLIP® 'ERCA Endoscopic Rotating Multiple Clip Applier

Cleared under 5 10(k) numbers K(0864102 on November 5, 1986. The Titanium Clips

used with the applier were cleared March 9, 1983 under K(830503.

Device Description
The LIGACLIP® 5 M/L Endoscopic Multiple Clip Applier is a sterile, single patient use,

disposable surgical instrument designed to provide a means of ligation through an

appropriately sized trocar. The instrument configuration consists of a pistol grip handle,

an actuation trigger, a rotation knob, a shaft having an outer diameter of 5.5rmm and a

length of 33cm. At the distal end of the shaft is a set of jaws for forming ligating clips.

The device contains 15 clips.

Indications for Use
The LIGACLIP® 5 M!L 5 mm Endoscopic Multiple Clip Applier is intended for use onl

tubular structures or vessels wherever a metal ligating clip is indicated. The tissue being

ligated should be consistent with the size of the clip.
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IthIicoii I.indo- tI rIcrI, I nC.
5 Ilk) PIrvinarkct Notifcalif ior lI ((; '1 AI'S i/IA

lechnological Characteristics
The t.AGACLIP; .5 M/L 5 nmn Endoscopic MuLtipleC Clip Applicr is identical to the

pie'dicate device with respect to intended use. The cldeicc is operated in a m/anner sitnikt
to the predicate device.

Performance Data
Bench testing was performed to ensure that the device performs as intended. All testing
results demonstrated satisfactory performance.

7 r C
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Ethicon Endo-Surgery, Inc.
510(k) Prernarket Notification for LIGACLIP® 5 Mg,

LIGACLIP® 5 M/L
510(k) Summary of Safety and Effectiveness

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

Contact
Kimberly Shoemaker
Manager, Regulatory Affairs

Date Prepared:
February 10, 2005

Name of Device
Trade Name: LIGACLIP® 5MJL Endoscopic Multiple Clip Applier

Classification Name: Implantable Clip

Predicate Devices:
Trade Name: LIGACLIP® ERCA Endoscopic Rotating Multiple Clip Applier

Cleared under 5 10(k) numbers K0864102 on November 5, 1986. The Titanium Clips

used with the applier were cleared March 9, 1983 under K830503.

Device Description
The LIGACLIP® 5 M4/L Endoscopic Multiple Clip Applier is a sterile, single patient use,

disposable surgical instrument designed to provide a means of ligation through an

appropriately sized trocar. The instrument configuration consists of a pistol grip handle,

an actuation trigger, a rotation knob, a shaft having an outer diameter of 5.5mm and a

length of 33cm. At the distal end of the shaft is a set of jaws for forming ligating clips.

The device contains 15 clips.

Indications for Use
The LIGACLIP® 5 M/L 5 mm Endoscopic Multiple Clip Applier is intended for use onl

tubular structures or vessels wherever a metal ligating clip is indicated. The tissue being

ligated should be consistent with the size of the clip.

TY
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Ethicoll Endo-Surgery, Inc.

5 10(k) Premarket Notification for LIGACLIP® 5 TN.IL

Technological Characteristics spiMutpeCiAplrisdnicloth

The LIGACLIP® 5 M/L 5 min Endosci Mule.TipleveClip Appleratis idntial tone the l

predicate device with respect to intended s.Tedvc soeae namne iia

to the predicate device.

Performance Data

Bench testing was performed to ensure that the device performs as intended. All testing

results demonstrated satisfactory performance.
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DEPARTMENT OF HfEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

From: Reviewer(s) - Name(s)

Subject: 510(k) Number ?Q-( 50_{-'/_

To: The Record - It is my recommendation that the subject 510(k) Notification:

El Refused to accept.

ER--qui res additional information (other than refuse to accept).

Iris substantially equivalent to marketed devices.

L-NOT substantially equivalent to marketed devices.

LOther (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Section 522 Postmarket Surveillance? EYES 2940
Is this device subject to the Tracking Regulation? E[YES YNO

Was clinical data necessary to support the review of this 5 1 0(k)? . Y]/'NO

Is this a prescription device? 2'YES5

Was this 510(k) reviewed by a Third Party? ElYES

Special 510(k)? EYES

Abbreviated 510(k)? Please fill out form on IH Drive 510k/boilers EYES PNO

Trujf I1 and Accurate Statement E] Requested BEnclosed

13A 551 0(k) summary OR E[ A 5 10(k) statement

~'l'e idicaionfor use torm

Combination Product Category (Please see algorithm on H drive 51 Ok/Boilers) _X]

Animal Tissue Source E YES [ O Material of Biological Origin El YES N

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

El No Confidentiality E Confidentiality for 90 days Ul Continued Confidentiality exceeding 90 days

Predicatq PrIIdItCL Code xvith class- Additional Product Code(s) with panel (optional):

(Branch ('hiet) (3aI e (Date)

Final Review: 9Q l
(Division I)icetor) (Dae)

Revised:4/2/03 ,'~-

FOI - Page 74 of 86

Records processed under FOIA Request 2014-8335; Released 10/27/14

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



Internal Administrative Form

YES
1. Did the firm request expedited review?
2. Did we grant expedited review?
3. Have you verified that the Document is labeled Class III for GMP

purposes?
4. If, not, has POS been notified?
5. Is the product a device?
6. Is the device exempt from 510(k) by regulation or policy?
7. Is the device subject to review by CDRH?
8. Are you aware that this device has been the subject of a previous NSE

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

performance data)?I0.Are you aware of the submitter being the subject of an integrity
investigation?

11. If, yes, consult the ODE Integrity Officer.
12. Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.

4,
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"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION
K050344

Reviewer: David Krause, PhD, Expert Biologist

Division/Branch: DGRND/PRSB

Device Name: LIGACLIP9 5 M/L 5 mm Endoscopic Multiple Clip Applier

Product To Which Cornpared 10K) Number If Knowni: Same (K864102 &_ K830503)
YES NO

1. Is Product A Device X If NO -Stop
2. Is Device Subject To 510(k)? X If NO -Stop
3. Same Indication Statement? X If YES = Go To 5
4. Do Differences Alter The Effect Or Raise NA If YES = Stop NE

New Issues of Safety Or Effectiveness?
5. Same Technological Characteristics? X If YES -Go To 7
6. Could The New Characteristics Affect NA If YES -Go To 8

Safety Or Effectiveness?
7. Descriptive Characteristics Precise X If NO -Go To 10

Enough? If YES Stop SE
8. New Types Of Safety Or Effectiveness NA If YES = Stop NE

Questions?
9. Accepted Scientific Methods Exist? NA If NO -Stop NE
10. Performance Data Available? NA If NO -Request

Data
11. Data Demonstrate Equivalence? NA Final Decision:

SE

Intended Use: The LIGACLIP®P 5 M/L 5 mm Endoscopic Multiple Clip Applier is intended for
use on tubular structures or vessels wherever a metal ligating clip is indicated.

Device Description: The LIGACLIPOR S M/L Endoscopic Multiple Clip Applier is a sterile,
single patient use, disposable surgical instrument designed to provide ligation through a trocar.
The instrument has a pistol grip handle, an actuation trigger, a rotation knob, a shaft having an
outer diameter of 5.5 mm and a length of 33 cm. The distal end of the shaft includes a set of
jaws for forming ligating clips. The device includes 15 medium sized ASTM Grade 1 titanium
clips with a Yield Strength of approximately 55 kpsi that have an unformed aperture of 3.6 mm, a
formed length of 8.8 mm, are 0.75 mm wide and 0.50 mm thick. The final formed clip is
achieved by actuation of the jaxvs via the trigger.

1. Explain why not a device:

2. Explain why not subject to 510(k):
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3. How does the new indication differ from the predicate device's indication:

4. Explain why there is or is not a new effect or safety or effectiveness issue:

5. Describe the new technological characteristics:

6. Explain how new characteristics could or could not affect safety or effectiveness:

7. Explain how descriptive characteristics are not precise enough:

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

9. Explain why existing scientific methods can not be used:

10. Explain what performance data is needed:

11. Explain how the performance data demonstrate that the device is or is not substantially
equivalent:

For further details please see Review Memo.
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(b)(4) Whole Page Redactions (Pages 78-82)
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ETHICON ENDO-SURGERY, NC

4545 CRERl ROAD
CINCINNATI OHIO 4S242 2839

Indications for Use

510(k) Number (if known):

Device Name: LIGACLIP® 5 M/L 5 mm Endoscopic Multiple Clip Applier

Indications for Use:

The LIGACLIP*; 5 M/L 5 mm Endoscopic Multiple Clip Applier is intended for use on
tubular structures or vessels wherever a metal ligating clip is indicated.

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

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

PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1
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5 10(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

Dcscriptivc Inf~ormation DeNew DvicecaeSne N Do the Differences Alter the Inteddcd Not Substantially
about New or Marketed Indication Stateen Therapeutic/Diagnostic/ctc. Effect YES fgsivalent D Ieterminatio
Device Requested as Needed (in Deciding. May Consider Impact on

New Device H-asU

A etS et or Rai NewT pntofe aUse S

NO G
Are Perlnacc at

Available to se Eqivalence

Pc r Ibinc alic
[)atat teqttiTe

Perlbrttance Data Demonstrate

NO)

to (A Su~~~~~l,sutattialy Equivalentlr( )

i I0(k) Sut ..irsiissu com...pare new, devices to markeited dcvices I DA requests additirwiaf inlouniatit... itt(lie relaion..Ship br-ticeri
narketed aiod "predicate (pre-Atsendrmtermr or reclasified post-Amendmentsl) devices is timclea,

* Ibis dc~irion is ,lorimity bas~ed on descrptive itlormmatio.. alone, itd( Ijittied lestirte itlouiralion is s ..unietmtcs [equihed

* Data uoos-be jllhe I 10(k) other 5 10(k), (tie (eider's ctassificatiot file,, or tire litertime.
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