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Ethicon Endo-Surgery. In. KO 5 034({' PQ?C )/'?/

SHK Premarket Notilieation for TG ACE TS M

LIGACLIPY 5 M/I,
S10(k) Summary of Safety and Effectiveness

Company MAR 1 4 2005
Ethicon Endo-Surgery, Inc.

4545 Creck Rd.

Cincinnati, OH 45242

Contact
Kimberly Shoemaker
Manager, Regulatory Affairs

Date Prepared:
February 10, 2005

Name of Device _
Trade Name: LIGACLIP® sM/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/ 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 S 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.

c"l‘

-

FOI - Page 3 of &estions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



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

Ethicon Endo-Surgery. In. ﬁC) 5O 3%% /M\? CZ/Z,

SHxk Premarket Noetification for LIGACLIP™ 30/

Technological Characteristics

The LIGACLIP™ S M/ S mym Endoscopic Multiple Clip Applicr is identical 16 the
predicate device with respect o intended use. The device is operated ina manner sinvjar
to the predicate deviee,

Performance Data
Bench testing was performed 1o ensuge that the device perforns as intended. Al testing
results demonstrated satisfactory performance.
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9”““““‘":.
& %
gf' / DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
3 < C
"’m}
’ Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

MAR 1 A 2005

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

Re: K050344
Trade/Device Name: LIGACLIPY SM/L Smm Endoscopic Muitiple Clip Applict
Regulation Number: 21 CFR 878.4300
Regulation Name: Implantable chip
Regulatory Class: 1l
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 market the deviee
referenced above and have determined the device 15 substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed 1 interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments. or Lo
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 11 (Special Controls) or class [T {PMA). i
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, I'DA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements ol the Acl
or any Federal statutes and regulations administered by other Federal agencics. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable. the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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Page 2 - Ms. Kimberly Shoemaker

This letter will allow you to begin marketing your device as described n vour Section 310(K)
premarket notification. The FDA finding of substantial equivalence ol your device to alegally
marketed predicate device results in a classitication 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 CER Part 801). please
contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda gov/edrh/industey/ support/index.htmi.

Sincerely yours,

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

Enclosure
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,;,/’7 ETHICON ENDO-SURGERY |, e
ge-fmwn‘.%vfmamcompany

2545 CREEY ROAD
CINCINNATI, OHIG 45242-2839

Indications for Use

510(k) Number (if known): (:OSDB“H’

Device Name: LIGACLIP® 5 M/1. 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 CTR 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)

ETEE

(Division » %nﬁiﬁ“(‘*ﬁ.’
Division of {enerar, Restorative,

and Neurological Devices

K503

510(k) Nuamber.
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R

C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

atuny,
&

Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

MAR 1 4 2005

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

Re: K050344
Trade/Device Name: LIGACLIP® SM/L 5mm Endoscopic Multipie Chip 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 market the deviee
referenced above and have determined the device is substantially equivalent (for the indications
tor 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 o
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 ol
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (sce above) into either class [l (Special Controls) or class 1 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 I'ederal 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 ederal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as sct
forth in the quahity 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 vour device as described tn vour Section 310(K)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits vour device
to proceed to the market,

[f you desire specific advice for your device on our labeling regulation (21 CFR Part 801). please
contact the Otfice of Compliance at (240) 276-0115. Also, pleasc note the regulation entitled.
"Misbranding by reference to premarket notification” (21CEFR Part 807.97). You may obtain
other gencral 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.goviedri/industry/support/index htinl.

Sincerely yours,

; Al
' fﬂ [m[( /7// &ﬁ /;’Q.fltﬂ/“/

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

Enclosure
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8/, ETHICON ENDO-SURGERY , ne
a gefvmcm -»gofvmn company

4545 CREEK ROAD
CINCINNATIL OHIC 45242 2835

Indications for Use

510(k) Number (if known): {305034‘-(’

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)

. ///ﬂ&/\/ %VW/MW Page 1 of 1

/" (Division Sza-Off)
" Division of {;enersi. Restorative,
and Nearological Devices

KoSO39T

510(k) Numbet.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radioleogical Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Elwd,

February 11, 2005 Rockville, Maryland 20850
ETHICON ENDO SURGERY, INC. 510(k) Number: K050344

45345 CREEK ROAD ' Received: 11-FER-2005

CINCINNATI, OH 45242 Product: LIGACLIP 5 M/L MM

ATTN: KIMBERLY SHCEMAKER 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 516(k) of the Federal Food, Drug, and
Cosmetic Act(Act) for the above referenced product. We have assigned your
submission a unigue 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 pramarket
notification has been completed or if any additional information is regquired.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIRUTION 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
atfect the review clock for purposes of meeting the Medical Device User Fee
and Modernization Act. Please review this document at
http://www,Eda.gov/cdrh/mdufma/guidance/1219.html.

Please remember that all correspondence concerning your submission MUST be

sent to the Document Mail Center (DMC){(HFZ-40l) 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/aC2-01 htmi.

You should be familiar with the regulatory requirements for medical device
available at Device Advice http://www.fda.gov/cdrh/devadvice/". Tf 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) 443-86597 or
its toll-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsmamain.html or me at (301)594-119¢.

Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devices and Radiological Health

I}
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OG0 34y
ETHICON ENDO-SURGERY, inc,
a goﬁmw\sgo&rmw company

4545 CIRLEK ROAD
SINCNPEA T G2 2839

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,

Gy WA & /zt i
Kimberly Shoemaker, RAC
Manager, Regulatory Affairs
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification for LIGACLIP® 5 M/L

Table of Contents

Description Page
Cover Letter 1
Table of Contents 2
A CDRH Submission Cover Sheet ... 3
B Reviewers Screening Checklist ..ooiivenmcoirecniricssiieniisenncessnisanienne, 11
C Device DeSCHIPHON ..ciniiiiniiiniiiiimsimsimsseismsrsessnss 16
D Substantial EQUivalence .........oicrnimeeneieiieiisnnssimsmmeermen. 25

Appendix E-1: SE Decision-Making Flow Chart ......oviieiscsnsnenes 27

Appendix E-2: Side-by-Side Comparison ........ccoovenmriermrcncricrasscnsanens 29
E Draft 1abeling ...t re e 32
F Marketed Device Labeling ... 39
G Performance Data ... s 44
H Material Biocompatibility .......cccevcvvvrivrrensicsnniinrienssisesiossenisssssssrsssssessesses 51
I Sterilization and Packaging Information ........ccvmvrcnicnncennnenncnnns 53
J Indications for use statement * .......iivveiieeosissnnincssimsensssrssnsssesissaseeseens 54
K Truthful and Accurate Statement ........ccciiviieininimesnine s 56
L 510(k) Summary of Safety and Effectiveness * .......ccvvnviniiioscsiosnnne 57

* An extra copy 1n a plastic sleeve is included for reviewer convenience.
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Ethicon Endo-Surgery, nc.
S5HKk) Premarket Notification for LIGACLIP® 5 M/1

Section A

CDRH Submission Cover Sheet

A completed CDRH Submission Cover Sheet is provided in the following pages.
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Ethicon Endo-Surgery, tnc.
5100k} Premarket Notification for LIGA CLIP® 5 M/L.

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 9010-0120
Expiration Date: September 30, 2004,
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.
Date of Submission Number FDA Submission Document Number (if known)
2/8/2005
SECTION A
PMA PMA & HDE Supplement PDP 510(k) Meeting
D Original Submission [:] Regular (120 day) D Criginal PDP E Original Submission: E_] Pra-510(K) Meeting
Premarket Report I:I Special D Notice of Completion EI Traditional [:] Pre-IDE Meeting
I:] Modular Submission D Panel Track (PMA Only} |:| Amendment to PDP D Special D Pre-PMA Meeting
D Amendment D 30-day Supplement D Abbreviated (Complete D Pre-PDP Meeting
[ report (] 30-day Notice section |, Page 5) [ Day 100 Meeting
Report Amendment | [_] 135-day Supplement [ Ad_dmonal Information ] Agreement Meeting
(] Licensing Agreement [] Real-time Review L] Third Party [[] petermination Meeting
D Amendment to PMA D Cther (specify):
&HDE Supplement
D Other
IDE i Humanitarian Device Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class Ill Designation
[:I Original Submission I:] Original Submission EI Originat Submission . (De qu",) E] 513(g)
. . D Original Submission
[ ] Amendment [T Amendment [] Additional information [ Additional Information Other _
D Supplement D Supplement {describe submission):
I:l Report
D Report Amendment
FiaVe you used of ¢ited Standards in your submission? L__I Yes D No {If Yes, please complete Section I, Page 5)

SECTION B SUBMITTER, APPLICANT OR SPONSOR

Company / Institution Name
Ethicon Endo-Surgery, Inc.

Establishment Registration Number {if known)
1527736

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

( 513 )337-8123

Strest Address FAX Number {including area code)

4545 Creek Road ( 513 )337-1444

City State / Province ZIP/Postal Code Country
Cincinnati Ohio 45242 USA

Contact Name
Kimberly Shoemaker

Contact Title Contact E-mail Address
Manager, Regulatory Affairs kshoemat@eesus.jnj.com

2
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Ethicon Endo-Surgery, Inc.

510(k) Premarket Notification for LIGACLIP® 5 M/,

SECTION C

Company / Institution Name

APPLICATION CORRESPONDENT (e.9., consultant, if different from above)

Division Name {if appiicable)

( )

Phone Number (including area code)

Street Address

(

FAX Number (inciuding area code)

City

State / Province

ZIP/Postal Code Country

Contact Name

Contact Title

SECTION D1

[ withdrawai

D Additional or Expanded Indications
Request for Extension

D Post-approval Study Protocol

T Requaest for Applicant Hold

request for Remaval of Applicant Hold
Request to Remove or Add Manufaciuring Site

Contact E-mail Address

REASON FOR APPLICATION - PMA, PDP, OR HDE

[:| Change in design, component, or
specification:
Software / Hardware
Color Additive
Material
Specifications
I:l Cther (specify below)

Other (specify betow)

D Location change:
Manufacturer

[ sterifizer

Packager

D Process change:
Manufacturing
[] sterilization
Packaging
[ other (speciy below)

D Labeling change:
D Indications
D Instructions

Performance
[] shetf Lite
D Trade Name

D Response to FDA correspondence:

D Other {specify below)

I:I Report Submission:
Annual or Periodic
D Fost-approval Study
Adverse Reaction
Device Defect
Amendment

D Change in Ownership
Change in Correspondent
Change of Applicant Address

D Other Reasan (specify):
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Records processed under FOIA Request 2014-8335; Released 10/27/14

Fihicon Endo-Surgery, Inc.

510(k) Premarket Notification for LIGACLIP® 5 ML

D New Device

D New Indication

("] Addition of Institution

D Expansion / Extension of Stucly

(] 1RB Gerification

D Termination of Study
Withdrawal of Application
Unanticipated Adverse Effect

L__] Notification of Emergency Use

E] Compassionate Use Request

D Treatment IDE

Continued Access
Request for Removal of Applicant Hold

REASON FOR APPLICATION - [DE

D Change in:

D Correspondent / Applicant
Cesign / Device -
Informed Consent

I:] Manufacturer

D Manufacturing Process
Protocol - Feasibility
Protocal - Other
Sponsor

I:] Report submission:
Current Investigator
D Annual Progress Report
Site Waiver Report
I:l Final

Conditicnal Approvat
D Deemed Approved
D Deficient Fina: Report
Deficient Progress Report
Deficient Investigator Report
D Disapproval
Request Extension of
Yime to Respend to FDA
Request Meeting

D Request Hearing
Manufacturer

D Repose to FDA |elter Concerning:

D Other Reason {specify):

SECTION D3

E New Device

REASON FOR SUBMISSION - 510(k)

D Additional or Expanded Indications

|:] Change in Technology

o Other Reason {specify):

FOI - Page 17 ofG8@stions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ethicon Endo-Surgery, Inc.
S1(k) Premarket Notification for LIGACLIP® 5 v/,

SECTIONE

ADDITIONAL INFORMATION ON 51 O(K)
Product codes of devices to which substantial equivalence is claimed

SUBMISSIONS

Summary of, or statement concerming,

fet d ti i ati

] FZp 5 3 4 safety and effectiveness information
E[ 510 (k) summary attached

5 6 7 8 (1 510 (k) statement

Infarmation on devices to which substantia! equivalence is claimed (if known)

510tk) Number Trade or Proprietary or Model Name : Manufacturer
1| KBB4102 2 IEJII%AA% lglfefgﬂ(??ﬂi?d{-c;scomc Multiple 2| Ethicon Endo-Surgery, Inc.
2| KB30503 3 kﬁ)ﬁg—;i?gliitsrg:r;rifaig:ﬁng Clip 3| Ethicon Endo-Surgery, Inc.
3
4 4 4
5 5 5
- 6

SECTIONF PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or ustal name or classification

VARIOUS TYPES OF STERILE AND NON-STERILE LIGATING CLIPS AND APPLIERS

Trade or Proprietary or Model Name for This Device

Model Number
1[ LIGACLIP® 5 M/L 1| ELSML
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardless of outcome)

. 3 3 7 5 T“T—*
K864102 KB830503

7 8 9 10 11 ' 12

Data Included in Submission
E Laboratory Testing Animal Trials D Human Trials

FOI - Page 18 oft8@stions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Fthicon Endo-Surgery, Inc.
SH0(k) Premarket Notification for LIGACLIP® 5 M/L

SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

Product Code C.F.R. Section (if applicable) Device Class
FZP 21 CFR 878.4300 [ class Class Il

Classification Panel

Class Il Unclassified
Implantable Clip L] ciass (] Unclassifiec

Indications (from labeling)

The LIGACLIP® 5 M/ 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 shouid be consistent with the size of the clip.

FDA Document Number (if known)

Note: Submission of this information does not affect the need to submit a 25891
or 2891a Device Establlshment Registration form.

SECTIONH MANUFACTURING / PACKAGING / STERILIZATION SITE

S RELATING TO A SUBMISSION

FDA Establishment Registration Number

E Criginal 9710649 e9 Manufacturer [:I Contract Sterilizer
D Add E] Delate D Contract Manufacturer D Repackager / Relabeler
Company / Institution Name Establishment Registration Number
Ethicon Endo-Surgery, SA de C.V. Plant Ii 89710649
Mivision Name (if appiicable) Phene Number {including area cade}

\ : (915) 791-3239
Street Address FAX Number (inciuding area code)
Boulevard Independencia #1151 ( )
Lote Bravo
City State / Province ZIP Code Country
Cd. Juarez Chih Mexico

Contact Name
Dave Kouchoukos

Contact Title
Quality Systems Manager

Contact E-mail Address
dkouchou @ eesls.jnj.com

-796-811
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Ethicon Endo-Surgery, Ine,
310k} Premarket Notification for LIGACLIP 5 M/L

FDA Esiablishment Registration Numbar T B
Q§| Qriginal 1628808 D Manufacturer E Contract Sterilizer
[:I Add D Delete Eﬂ Contract Manufacturer D Repackager / Relabeler
Company / Institution Name Establishment Registration Numbar
Ethicon Endo-Surgery, Inc. 1628808
Division Name (i applicable) Phone Nurnber fincluding area codeg)
N/A (915) 791-3419
Street Address FAX Number (inciuding area code)
3801 University Boulevard., S.E. {
City State / Province ZIP Code Country
Albuguerque NM 87106 USA
Contact Name Contact Title Contact E-mail Address
Nancy Amaya Quality Systems Manager namaya@eesus.jnj.com

FDA Establishment Registration Number
D Original D Manufacturer D Contract Sterilizer
D Add D Delete D Contract Manufacturer D Repackager / Relabeler
Company / Institution Name Establishment Registration Number
Nivision Name (¥ applicable) Phone Number (including area code)
Street Address FAX Number (including area code)
City State / Province ZiP Code Country

Contact Name Contact Title ’ Contact E-mai! Address

26

-796-811
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Medical Device User Fee Cove
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Page 1 of

Form Approved: OMB Mo, 0910-0511 Expiration Dale: August 31, 2006 See inst-uctions tar GMB Statomant,

|

DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENT!FICATION NUMBER:
\Write the Payment Identification Number an your check.

properiy submit your application and fee payment:

3. Mall Check and Cover Sheet 1o the US Bank Lock Box,
case should payment be submitted with the application.)

Bank at 314-418-4821

CDRH Document Mail Center.

FDA Account, P.O. Box 956733, St. Louis, MO 63195-6733.

A completed Cover Sheet must accompany each original application ar supplement subject to fees. The foliowing actions must be taken te

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 1o the Food and Drug Administration, Remembar
that the Payment Identification Number must be written on the check.

(Note! In o

4. If you prefer fo send a check by a courier, the courler may deliver the check and Cover Sheet 10; US Bank, Attr: Government
Lockbox 956733, 1005 Convention Plaza, St. Louis, M( 63101. (Note: This address is for courier delivery only. Contact the US
if you have any questions conceming courier delivery.)
5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
hjp:{Mwﬁa_gmz/cm/mduimaffa_gg._himjﬂ_a. 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 elther the CBER or

1. COMPANY NAME AND ADDRESS (Include name, street
address, city, state, country, and past office code)

ETHICON ENDO-SURGERY, INC.
4545 CREEK ROAD
CINCINNATI, OH 45242-2839

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)
340832179

2. CONTACT NAME
KIMBERLY SHOEMAKER

2.1 E-MAIL ADDRESS
kshoemal @eesus.jnj.com

2.2 TELEPHONE NUMBER (Include Area Code)
513-337-8123
2.3 FACSIMILE {FAX) NUMBER

{Include Area Code)
513-337-1444

descriptions at the following web site: hﬁggh’lwwﬂg_.ggvfoc/n'l_dufma

Select an application type;
Premarket notification (510{k}); except for third party reviews
D Biologics License Application (BLA)
Premarket Approval Application (PMA)
D Modular PMA
D Product Development Protocol (PDP)
L] Premarket Report (PMR)

3. TYPE OF PREMARKET APPLICATION (Select ane of the following in each column; if

you are unsure, please refer to the application

3.1 Select one of the types below;
mOriginal Application

Supplement Types:

[ Efficacy BLA)
Panel Track (PMA, PMR, PDP)
Real-Time (PMA, PMR, PDP)
180-day (PMA, PMR, PDP)

required qualifying documents to FDA

4.1 if Yes, please enter your Small Business Decision Number-:

D YES, | meet the small business criteria and have submitted the

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

M NO, I am not a small business

APPLICABLE EXCEPTION.

U
[

This application is the first PMA submitted by a qualified small
business, including any affiliates, parents, and partner firms

This biologics application is submitted under section 351 of the
Public Healih Service Act for a praduct licensed for further
manufacturing use only

5. 1S THIS PREMARKET AFPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF 80, CHECK THE

D The sole purpose of the application is io support
conditions of use for a pediatric population

The application is submitted by a state or federal
govemnment entity for a device that is not to be distributed
commercially

PEDIATRIC POPULATION THAT

Lves Wino

6. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? {If so, the application is

subject to the fee that applies for an original premarket approvai application (PMA).)

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

Form FDA 3601 (08/2003)

https://fdasfinapp4.fda. gov/CFAPPS/mdufma/coversheet/lndex.cfm?fuseaction=fuseﬁRpt. .

1/21/2005
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Ethicon Ende-Surgery, Inc, )
SIO(K} Premarket Notitication for LIGACLIP® SM/L

Section B

Reviewer’s Screening Checklist

The Reviewer’s Screening Checklist for completing 4 510(k) Premarket Notification is
provided in the following pages.

FOI - Page 22 ofG8@stions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ethicon Fndo-Surgery, ine.
510(k) Premarket Notification for LIGACLIP® S M/ILL

SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number:

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

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

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

Present or Missing' or
Adequate | Inadequate

Cover letter, ébntaining the elements listed on page 3-20of Pagel
the Premarket Notification [510)] Manual.

Table of Contents. ‘Page 2

Truthful and Accurate Statement. Section K

Device’s Trade Name, Device's Classification Name and  [Section A
Establishment Registration Number.

Device Classification Regulation Number and Regulatory :Section A
Status (Class 1, Class 11, Class T or Unclassified). :

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

Statement of Indications for Use that is on a separate page infSection J
the premarket submission, '

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

510(k) Summary or 510(k) Statement. T | Section L

Description of the device (or modification of the device) Section C
including diagrams, engineering drawings, photographs or
service manuals,

Identification of Iegally n.larké"ted prédicate device. * | Section A

Compliance with performance standards. * [See Section S14N/A"
of the Act and 21 CFR 807 .87 (d).]

Class I1I Certification and Summary. *#* T TNAT

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

510(k) Kit Certification *** N AT

FOI - Page 23 oft8@stions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ethicon Endo-Surgery, Inc. i
S10(k) Premarket Notification for LIGACLIP® 5 M/IL

! - Not Applicable

* - May not be applicable for Special 5 [(K)s.

ek - Required for Class 111 devices, only.

#EE - See pages 3-12 and 3-13 in the Premarket Notification [5 10)] Manual and the
Convenience Kits Interim Reguiatory Guidance.

Section 2: Required Elements for a SPECIAL 5 10(k) submission: o N
i Present | Inadequate
| or Missing

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

A description of the modified device and 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
mtended uses and indications for the submitter’s unmodified
predicate device. _

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

A Design Control Activities Summary that includes the
following elements (a-c): _ _ )
a. Identification of Risk Analysis method(s) used to assess the
fimpact of the modification on the device and its components,
and the results of the analysis. _ _ - _
b. Based on the Risk Analysis, an identification of the required
verification and validation activities, including the methods or
tests used and the acceptance criterja to be applied.

c. A Declaration of Conformity with desi gn 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.

FOI - Page 24 oft8@stions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Kthicon Endo-Surgery, Ine.
SI0{k} Premarket Notification for LIGACLIP® 5 ML

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

|

|

For a submission, which relies on a recogniied 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, which is posted with the 510(k)
boilers on the H drive.]

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

For a submission, which relies on a non-recognized standard
that has been historically accepted by FDA, a statement that
the manufacturer intends to conform to a recognized
standard and that supporting data will be available before
marketing the device.

For a submission, which relies on a non-recognized standard
that has not been historically accepted by FDA, a statement
that the manufacturer intends to conform to 4 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
cquivalence.

Any additional information, which is not covered by the
iguidance 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), pléase 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.

FOI - Page 25 ofG8@stions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ethicon Endo-Surgery, Inc. .
FL0¢K) Premarkel Notification for LIGACLIP® 5 M1,

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

Present Inadequate or
a) Bibéompatibility data for all patient-contacting materials, Section H
. OR certification of identical material/formulation: _
b) Sterilization and expiration dating information: ~ Section I
i) __sterilization process By _ _ Section I
i) validation method of sterilization process _ iSection [
Qi) SAL | Section I
_1v)  packaging _ o Section I
v) __specify pyrogen free _ _ N/A'
. vi)  ETO residues _ _ Section |
vil) radiation dose _ _ _ _ N/A
viil) Traditional Method or Non-Traditional N/A
o Method __ _ 1
c) Software Documentation: _ _ OIN/AT

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

Passed Screening Yes No
Reviewer:

Concurrence by Review Branch:
Date:

The deficiencies identified above represent the issues that we believe need to be resolved
before our review of your 510(k) submission can be successfully completed. In
developing the deficiencies, we carefully considered the statutory criteria as defined in
Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining substantial
equivalence of your device. We also considered the burden that may be incurred in your
attempt to respond to the 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 (o 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. htm

FOI - Page 26 oft8@stions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ethicon Endo-Surgery, Inc.
S10tk) Pre-market Netification for LIGACLIPY § M/L; Product Code ELSMI.,

Section C

Device Description

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

KOSXXXX_ELSML February 10, 2005
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Ethicon Endo-Surgery, Inc.
S10(k) Pre-market Notification for LIGACLIP™ 5 M/L: Product Code F1.SM L

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 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 instrument contains 15 medium-large titanium clips for occluding tissue, structures,
and vessels ranging in size from Imm to 5mm in diameter. The clip design features a
traditional barn shape with an embossed pattern on the inside perimeter for securing the
clip onto targeted structures or vessels. The clip bas an unformed aperture of 3.6mm and
a 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 instrument
Jaws 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 that
could inadvertently damage tissue or tear trocar gaskets. A clip is fed into the jaws
through actuation of the trigger. Clip feeding is complete when the trigger is partially
squeezed 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 to
facilitate visualization and enable access to the targeted site. Continued actuation of the
trigger begins to form the clip. The distal tips of the clip close first to capture the
targeted 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 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.

Contraindications: Do not use the instrument for contraceptive tubal occlusion. Do not

use 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.

KOSXXXX_ELSML : February 10, 2003
-~
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Ethicon Endo-Surgery, Ing,
510¢k) Pre-market Notification for LIGACLIPY 5 M/L.; Produet Code ELSML

Device Drawings:

Refer to the rendered CAD drawings of the LIGACLIPY 5 M/L. Endoscopic Multiple Clip
device and titanium clips in the following pages.

KOSXXXX_ELSML February 10, 2005
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Ethicon Endo-Surgery, Inc,
510(k} Pre-market Notification for LIGACLIP™ 5 M/L; Product Code ELSMI.

Engineering Drawings:
Refer to enginecring drawings for the LIGACLIP® 5 M/L. Endoscopic Multiple Clip,

Product Code ELSML, Part Number D 12840 and the LIGACLIP® ERCA marketed
device, Product Code ER320, Part Number DO0898 in the following pages.

KOSXXXX_ELSML February 10, 2005

FOI - Page 33 oft8@stions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Whole Page Redactions (Pages 34-35)




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

Ethicon Endo-Surgery, Inc. i
5100k} Pre-market Notification for LIGACLIP® § M/L: Product Code ELSML

Section D

Substantial Equivalence

To facilitate a finding of substantial equivalence, the decision-making process provided
for in the “510(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 E-1. A side-by-side
comparison of the proposed device to the legally marketed device is provided in
Appendix E-2.

New device:
LIGACLIP® 5 M/L. 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
K8&30503.

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.

KOSXXXX_ELSML February 10, 2005
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Fthicon Endo-Surgery, lnc.
510(K) Pre-market Notification for LIGACLIP™ § M/L; Product Code ELSML

No. the new characteristics do not raise new types of safely 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.

K0OSXXXX_ELSML February 10, 2003
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Fthicon Endo-Surgery, Inc.
510{k) Pre-market Notification for LIGACLIPY 5 M/1.; Product Code ELSML

Appendix D-1

Substantial Equivalence Decision-Making Flow Chart

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

KO5XXXX_ELSML February 10, 2005

U Y
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Ethicon Endo-Surgery, Inc.
510(k) Pro-market Notification for LIGACLIP® 3 M/L; Product Code ELSML

510(k) “Substantial Equivalence” Decision Making Process

Not “substantiaily equivalent”

New dwi.le:i.sl 3 ¥ © Determination
l Ne . Yes
Does new device have same o the differences alter the ded
indications statement? thevapetic/diagnostic effect?
L
Yes No New device has Yes
new intended use
New devios has ssme intended wse and may P
b subatantislty scuivalent undes FFDCA
Does the device have the same . Could the new ¥ Do the new characteristics raise
techmological charecteristics, (¢.8., ¢ | charscteristios affect safety b new types of safety or ety
design, materiais, ete)? or effectiveness? v effisctiveness quastions?
No
Yer
- Do acoepted scientific methods exist Ne
_| Are the descriptive for assessing effects of new >
characteristics precise enough to charactesistics?
ensire eqiavalence?
Ne Ne
Yex
h
Are performance data Yor Are perfarmence data Ne
aveilable to assess available to asseas effects
equivalence? of new characteristics?
No Yes
Performance
Yes data required
Performeance daia Performance data
Yi
e gl e || Substamtilly (o= smeenk (4
equivalence? Equivalent equivsienss?
l Ne l Ne
Not substantially equivalent Not substantially equivalent

KOSXXXX_ELSML February 10, 2003

D
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Ethicon Endo-Surgery, Inc. 4
S10(k) Pre-market Notification for LIGACLIP™ 5 M/L; Product Code ELSML

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.

KOSXXXX_EL5SML February 10, 2005
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Ethicon Endo-Surgery, Inc.

810(k) Pre-market Notification for LIGACLIP® § M/L: Product Code E1LSML

Indications {or

The instrument s intended for use on

Identical

Use tubular structures or vessels wherever
a metal Higating clip is indicated. The
tissue being ligated should be
consistent with the size of the clip.
Contraindications DO NOT use the instrument for Identical
contraccptive tubal occlusion.
DO NOT use the instrument on tissug Identical
structurcs or vessels upon which
metal ligating clips would not
normally be used.
Description Sterile Identical
Singlc patient usc Identical
Disposable Identical
Sterilization Gamma or Ethylene Oxide Tdentical
Process
Handle and Conventional pistol-grip Identical
Trigger configuration with actuation trigger.

Shaft Rotation

Smooth, 360-degree rotation in either
direction.

Similar; Indexed 360-degree
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 fast 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 anii- {dentical
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 8.8mm Identical
Length
Basic Clip Traditional Barn-Style Unformed Identical
Geometry Geametry

Basic Clip Pattcrn

Transverse and lateral grooves with
tongue and groove feature near apex

Similar; Transverse and lateral
grooves
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Ethicon Endo-Surgery, Inc.

210(k) Pre-market Netification for LIGACLIP® 3 M/L: Product Code ELSML

Entry into a frocar
cannula

The jaws must be empty prior 1o
inserting the device into a trocar
cannula. The empty jaws will
passively collapse as they pass
through a Smm trocar cannula and
will reopen completely once beyond
the distal cnd of the cannula.

The jaws have a clip present when

inserling the device into @ 10mm
trocar cannula, There is no need for
the 1aws to collapse, as the outer
diameter of the device shafl is the
same size as the jaw width.

Feed/Form
Sequencing

The device is ready for use upon
removal from the package.

Clip feeding occurs during the early
stages of trigger actuation at a rate
determined by the user. Clip feeding
is complete when the trigger is
partially squeezed to the first audible
click.

Clip formation takes place during the
middle and latter stages of trigger
actuation following completion of
clip feeding. Clip formation is
completed when the trigger is fully
squeezcd against the handle.

Upon removal from the package. the
device must be actuated ence to lead
a clip into the jaw in preparation for
clip formation.

Clip formation begins immediately
during trigger actuation and
proceeds throughout the trigger
closure stroke. Clip formation is
completed when the trigger is fully
squeezed against the handle.

Clip feeding oceurs aulomatically
upon release of the trigger. A dlipis
spring-fed into the jaw during the
final stages of releasing the trigger.

Withdrawal {from
a trocar cannula

The jaws must be empty prior o
withdrawing the device from a trocar
cannula. The empty jaws will
passively collapse as they pass
through the trocar cannula and will
reopen completely once beyond the
preximal end of the cannula.

The jaws have a clip present when
withdrawing the device from the
trocar cannula.

Jaw Clamping
Force

Overload mechanism limits clamping
forces based on jaw opening to
protect instrument.

Clamping forces are only limited by
user grip strength and compliance of
instrument components.

Shaft Diameter

5.5mm outer diameter

10mm outer diamcter

Overall Shaft 33cm 2%cm

Length

Number of Clips 15 clips 20 clips

Clip Aperture 3.6mm 4.2mm

Ciip Cross (.75mm wide x 0.50mm thick 1. Imm wide x 0.50mm thick

Section Geometry

Clip Indicator
Location

Indicator [ocated inside top portion of

handle assembly.

Indicator located in shatt distal tip.
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Ethicon Endo-Surgery, Inc.
510¢k) Pre-market Notification for LIGACLIPY 5 M/L: Product Code ELSMI.

Section E

Draft Labeling

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

KOSXXXX_EL5ML February 10, 2005
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Ethicon Endo-Surgery, Inc.

S10(Ki Pre-market Notification for LIGACLIP” 5 M/L: Product Code ELSMI.

LIGACLIPY 5 M/L, 5 mm Endoscopic Multiple Clip Applier
Package Insert

KOSXXXX_ELSML February 10, 2005
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Ethicon Endo-Surgery, Inc.
5106k} Pre-market Notification for LIGACLIP" 5§ M/L; Product Code E1.SMI.

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

Draft Labeling

Package Component Copy

Sales Label — Multilingual

1 LIGACLIP Smm Endoscopic Multiple Clip Applier
Product Code: ELSML

CONTENTS: One instrumnent designed for single patient use.

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

SEE INSTRUCTIONS FOR USE.

x Onl
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

KOSXXXX_ELSML February 10, 2005
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Fthicon Endo-Surgery, Inc.
S10(k) Pre-market Notification for LIGACLIP" 5 M/L; Product Code FLSML

Section F

Marketed Device Labeling

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

KOSXXXX_ELSML February 10, 2005
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LIGACLIP® ERCA

Endescopic Rotating Multiple Clip Applier ~
o= =
Multi-applicateur de clips rotatif endoscopigque pe=
Endoskopischer drehbarer Mutticlipapplikator
Apnlicatare multiplo endoscopico di ¢lip con stelo rotante
Aplicador endoscépico rotativo de clips miltiplos
Endoaplicador de clips miiltiple rotatotio

Endoscopiche roterende multiple tliptang

Endoskopisk roterhar multiclipstang

Endoskooppinen kaintyvd ligeerausinstrumentti
Evéookomxn nepiorpedopevn hofida anolivoang roliankdy kir
Endoskopisk roterbar multicliptang

Endoskopowa obrotowa wielokrotna klipsownica

Endoszkoplas forgb tébbszérds kapocsrake

Multifunké&ni endoskopicky apllkator svorek

Endoskopicky otoény viacuéelovy aplikator sveriek

YHH Yy 7*ERCA

ARRAFERAIY v 77754 v~ (BRAO—-F— b v T M)

Please read all information carefully.

Failure to properly (ollow the instructions may lead 10 serions surgical consequences such as lailure
0 ligate.

tmportant: This package insert is designed to provide instuctions for use of the LIGACLIP® ERCA
Endoscopic Rowting Multiple Clip Applier. Ttis not a reference to ligation lechniques.

ETHICON ENDO-SURGERY, inc.
a Wﬂ-ﬂd&m@n company

tnstructions. Instructions, Gebranchsanweisuny. Istruziom, Instrecoes. Insirucoiones.
Gebruiksaanwijzing Brugsvejiedning. Ohje. Ounyie - Bruksanvisning, nstukcla,

Utasstasok. Navod % pouzit, Navod BB S

A

ot 2
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Indlcations

The LIGACLIP FRCA Endoscopic Rotating Multiple Clip Applier is intended far use en tubular structures
or vessels wherever 2 metal figating elip is indicated. The ussue being ligated should be consistent with the
size of the clip.

Contraindications

« 30 NOT use the instrument for contraceptive tuhal occlusion.

+ DO NOT use the instrument an tissue structures or vesscls upan which metal Hiyating clips would not
nommally be used.

Devlce Desctiption

The LIGACLIP ERC A Endoscopic Rotating Multiple Clip Applier is a sterile, single patient use instramens
designed Lo provide 4 means of ligation through ENDOPATL ¥ Surgical Trocars. The instrument delivers
24 titanium clips that individually advance after cach firing. The shaft is made of a low glare materisl that
minimizes reflective distortion. 1t is designed 10 rotate 360" in either dircction. The rotating knab is located
1o allow for a one-handed technigue.

Product Clip Size/ Trotar Clip Ovarall Shaft
Code No. of Cligs Size Dimensions (mm) Length {approx.}

2 6.0
ER220  Medium/20 10011 m ﬁm % 28.5cm
[

8.4

ER320 Medium-Large/a0 10/11 mm W=t zgacm
e
]‘—s a—‘f
b 4 ’
4.2
10.5
="

ER420 Large/20 12 mm o, 3tom

s

ent

Py

|lustration and Nomsntlature {Hystration 1)

1. Low Glare Shaft 4. Trigger
2. Rofating Knob 5. Applier Jaws
3 Handle 6. Indicator Bar

Instructions for Use
Verify compatibility of ail instruments and accessories pior 1o using ihe instrument (refer (0 Warnings and
Precautions).
Using sterile technique, remove the instrument from the package. To avoid dumage, do net Mip the
instrument into the sterile field.
2 Fully squeeze the trigger and then release 10 load the first elip into the instrument jaws, Fatlure o
completely squecze the trigger can result in clip misloading. (Miusiration 2}
Note: The applier may be introduced through the appropriate diameter wrocar sleeve with or without
a clip in the faw. The ratchel mechanism i the handle facilitnes a one-way lring stroke and provides
clip securily in the jaws.
Position the jaws with the clip completely around the vessel to be ligated. (Ilustragon 3}
Fully squeeze the trigger on each firing. Do so by pulling back on the trigger even after a sham
“click™ is heard and until you touch plastic trigger lo plastic handle (plastic to plastic).

3

LN

N
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5 Fully release the trigger after fiing. A second “click” should be heard indicaing the instrument is
ready for the next fiting. The next clip is automatically advanced as the trigger is released.
] Inspect the instrument jaw tips after eich use w ensure a new clip is present befare the next firing.

Caution: Check o ensure thar each ¢dip has been sceurely placed around the tssue being ligated.
Note: When only three clips reinain in the applier, a yellow clip counter indicating bar appears in
the window.

Warnings and Precautions

*  Minimally invasive procedures should be performed only by persons having adequate training and
familiarity with minimally invasive technigu nsult medical literature relative (o techniques.
complications and hazards prior 1o performance of any minimally invasive procedure.

«  Minimally invasive instruments may vary in diameter from manufaciurer to manufacturer. When
minimally invasive instruments and accessories from different manufacturers are employed together in
a procedure, verify compatibility prior o initiation of the procedure.

* A thorough understanding of the principles and weehniques involved in laser, electrosurgical, and
ultrasonic procedures is essential 1o aveoid sheck and burn hazards w both patient and medical
personnel and damage lo the device or other medical instruments. Ensure that glecirical insulation or
grounding is net cempromised. Do not immerse electrosurgical instruments in liquid ualess the.
instraments are lubeled 10 be immersed.

*  Ensure that the clip is the correct size for the vessel or tubular structure being ligaled.

»  Prior 1o gach chip application, inspect the jaw tips w ensute the clip is (olly advanced 10 the end of
the jaws.

= Ensure that each clip is securely and completely positioned around the Gssue being ligated.

«  Theinstrument should be fully squeezed on cach firing.

+ I aclipis dislodged prematurely from the jaw tip or fails o advance, remove the instrument from the
patient. Completely squeeze the tngger w refire the instrument and then continue product use alter
suceesstul firing.

+ Do not exeessively twist or toiyee the instument jaws when positioning the insirument on a vessel and
firing. Excessive twisting or wrguing may result in clip malformation.

+ Do not place cxcessive force on the proximal end of the instrument jaws when firing (pulling the
trigger or releasing the trigger). Placing excessive force on the proximal end of the instrument jaws
when lring may resull in clip malformation,

+  Ensure full release of the trigger after firing. A partial release of the trigger restricts the clip from
reaching the correct distal point in the instrument jaws, and may result in clip malformatian.

+  Never firc the instrument over another clip or instrument. Firing the instrument in this manncr ruay
distort or yield the instrument jaws. which can cause the instrument to “spit” clips.

«  Instruments or devices which come into contact with bodily fluids may reguire special disposal
handling 10 prevenl biological contamination,

= Dispose of all opened products whether used or unused.

*  Thisdevice is packaged sterile in 8 protective pouch and is for single use valy. De nol reuse, reprocess
or resterilize. Reuse, reprocessing, or resierdlization may compromise the stouctural integrity of the
device and/or lead to device failure which in turn may result in pasient injury, iliness or death. Also,
reprocessing or resterilization of single use devices may creae a risk of contamination and/or cause
patient intection or eross-infectos, inchuding, but not limited 10, the transmission of infectious
disease(s) from vne patient to another. Contamination of the device may lead to injury, illness. or
death of the patient.

How Supplied
The LIGACLIP ERCA Endoscopic Rowating Multiple Clip Applier is supplied sierile and preloaded for
single patient use. Piscard alter use.
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Ethicon Endo-Surgery, Inc.
S10ck) Premarket 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 ELL5SML., was evaluated based on EN ISO 10993-1:
“Biological Evaluvation of Medical Devices - Part 1: Evaluation and Testing” and on FDA
General Program Memorandum #G95-1: Use of International Standard 1SO-10993,
“Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing.”

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® SM/L Endoscopic Multiple Clip Applier as well as those of the marketed
device.

K0SXXXX_ELSML February 10, 2005
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Fihicon Endo-Surgery, Inc.
S10ik) Premarket Notification for Curved Cutter Stapler and Reloads

Section J

Indications for Use Statement

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

KOSXXXX_ ELSML February 10, 2005

FOI - Page 65 oft8@stions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



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

Indications for Use

510(k) Number (if known):
Device Name: LIGACLIP® 5 M/L 5 mm Endoscopic Multiple Clip Applier

ndications 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.” The tissue being
ligated should be consistent with the size of the clip.

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page _1_of 1_
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\ Indications for Use

510(k) Numper (if known):
Device Name; LIGACLIP® 5 M/L 5 mm Endoscopic Multiple Clip Applier

Indications for

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

Over-The-Counter Use
21 CFR 8011 Subpart C)

Prescription Use EX.__
(Part 21 CFR 801 Subpart D)

(PLEASE DO NOT WRITE BELOW HIS LINE-CONTINUE ON ANOTHER
PAGE OF\NEEDED)

AND/O

Concurrence of CDRH, Office §f Device Evaluation (ODE)

Page 1 of _1_
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Kihicon Fudo-Nurgery, Ine,
S0k Premarket Notilication Tor LIG ACEIPT 8 NI

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., T 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.

I et b s [ii 2 //0/0‘.{
Kimberly Shoemaker Date
Manager, Regulatory Affairs

1y C
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Fihicon Endo-Surgery, Iuc. )
3100 Premarket Notification for LIGACLIP TS

Section L

LIGACLIP® 5 M/L
510(k) Summary of Safety and Effectiveness
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Fihicen Endo-Surgery, Toc
S10ik Premarked Notification Tor LIGACLIP TS M/,

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® 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 L.IGACLIP® 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 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.

-9

v—i’{/’)
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Fthicon FEndo-Surgery. Inc. ]
100k Premarket Notification for LIGACLIFT 3 2Z/LL

Technological Characteristics

The LIGACLIP™ § M/L 5 nun Endoscopic Multiple Clip Appiier is identical 1o the
predicate device with respect to intended use. The device is operated 1n a manner sumitar
to the predicate device.

Performance Data

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

7279
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notificatien for LIGACLIP® 5 M/L

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® SM/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 3, 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 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.
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Ethicon Endo-Surgery, Inc.
510(k) Premarket Notification for LIGACLIP® 5 M/L

Technological Characteristics

The LIGACLIP® 5§ M/L § mm Endoscopic Multiple Clip Applier 1s identical to the
predicate device with respect to intended use. The device is operated in a manner similar
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 HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum
W 1 ! 200 S
From: Reviewer(s) - Name(s) qu 1 C[ (<f\a \)S‘?/ /Dllb

. Py | g
Subject:  510(k) Number NORES Q>C‘/ (’/

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

U Refused to accept.

[1Requires additional information (other than refuse to accept).
mzezubstantially equivalent to marketed devices.

CINOT substantially equivalent to marketed devices.

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

. Is this device subject to Section 522 Postmarket Surveillance? LIyEs B/ O
Is this device subject to the Tracking Regulation? Olyes [Q):IO
Was clinical data necessary to support the review of this 510(k)? Clygs B/NO
Is this a prescription device? E{ES )
Was this S10(k) reviewed by a Third Party? Llves !E(N
Special 510(k)? [IvYES E{E
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers LIvES D/NO

'Eyzﬁ}l and Accurate Statement Dchuested Eélcloscd

A 510(k) summary OR Oa 510(k) statement
Wﬂlhcatlon and summary for chassHi-dewces M / g
The indication for use form

Combination Product Category (Plcase see algorithm on H drive 510k/Boilers) ]\}

Animal Tissue Source [ YES % Material of Biological Origin L] YES MO

The submitter requests under 21 CIR 807.95 (docsn’t apply for Sks):
[ No Confidentiality [ Confidentiality for 90 days [ Continued Confidentiality exceeding 90 days

Predicate Prode ltll C odc w11 1 class; . Additional Product Code(s) with panel (optional):
Cla ssﬂ:

RN
“E P, % & 30,0 _ . R
\ e
Review: - LAe /p‘_(ﬁ o 3 //0 /O\\
(Brmdl( h:d) / (Branch Qodc) (D'llc)
Final Review: ;/?/} ( g /( //—)/)( é/ﬂf g / _{_
(Diviston [Director) (Dal(_) f '

Revised:4/2/053
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Internal Administrative Form

z
[}

Y -

. Did the firm request expedited review?

Did we grant expedited review?

@

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

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

RIN D

9.

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

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

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

investigation?

11.Hf, yes, consult the ODE Integrity Officer.
12.Has the ODE Integrity Officer given permission {o proceed with the

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

X F LTS
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"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION
K050344

Reviewer: David Xrause, PhD. Expert Biologist

Division/Branch: DGRND/PRSB

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

Product To Which Compared [S10(K) Number If Known|: Same (K864102 & K830503)

YES NO
1. Is Product A Device X 1f NO = Stop
2. Is Device Subject To S10(k)? X If NO = Stop
3. Same Indication Statement? X IFYES =GoTo 5
4, Do Differences Alter The Effect Or Raise NA If YES = Stop NE
New Issues of Safety Or Effectiveness?
5. Same Technological Characteristies? X ITYES =GoTo 7
6. Could The New Characteristics Affect NA IfYES = Go To 8
Safety Or Effectiveness?
7. Descriptive Characteristics Precise X I[fNO =Go To 10
Enough? If YES = Stop SE
8. New Types Of Safety Or Effectiveness NA If YES = Stop NE
Questions?
. 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® 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 LIGACLIP® 5 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 jaws via the trigger.

1. Explain why not a device:

2. Explain why not subject to S10(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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3/9/2005 .
!

FOI - Page 83 of@#@stions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



FOI - Page 84 of@#@stions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



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

/4, ETHICON ENDO-SURGERY | e
M, g‘wﬂmmwge%wmu company

4545 CREEK ROAD
CINGINNATI OHIO 45242.2839

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 1s 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)

Page | of 1
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

<A
()

NQ Do the Differences Alter the Intedded

3

MNew Device is Campared o
Marketed Device *

Descriptive Information Does New Device Have Same
about New or Marketed Indication Statement’
Device Requested as Needed

New Device Has Same Intended NQO
Use and May be “St{)sianlially Cquivalent™

New Device Has @]
()

New Intended Use

}

—d

Mol Substantially

Therapeutic/Diagnostic/etc. Effect YES  Equivalent Determination

(in Deciding, May Consider Impact gn
Safety and Effecliveness)?**

AV oA ave Same

Technological Characteristics, fN(J !
e.g. Design, Matéials etc.? =

N N
DN
Are the Descriptive

Characteri¥ics Precise Enough
o to Ensure Powivalence? 4

NO

NO
Arc Performance Data
Available to Asses Tquivalence? YES
YIS
v

Purformance

Data Required
\ 4 '

» Performance ata Demonstrate
Equivalence?
YIS
NO

“Substantially Equivalent”
Determinanon

W (D

S10(K) Subrmussions compare new devices to marketed devices. DA requests additional infonmation if the relationship botween
marketed and “predicate” (pre-Amendments or reclassitied post-Amendments) devices ts unciear.
" This decision is normially based on deseriptive information alone, but limited testing information s sometimes required
wee Bata maybe in the SHOK) other 310{k¥s, the Cenmer's classitication files, or the literature.

RS
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