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SUMMARY OF SAFETY AND EFFECTIVENESS

Pursuant to §513(i)(3)(A) of the Food, Drug, and cosmetic Act, Weck submits this
summary of safety and effectiveness.

1. Submitter Name, Address, and Date of Submission

Brian Young

Sr. Regulatory Affairs Manager
Weck Closure Systems

One Weck Drive

Research Triangle Park, NC 27709
Telephone: (919) 361-4041
Facsimile: (919) 361-3914
Submitted:  January 29, 2003

FEB 2 6 2002

2. Name of the Device, Common, Proprietary (if known), and Classification
Classification Name: implantable clip
Common Name: Ligating clip
Proprietary Name: Hem-O-Lok® Ligating Clip
Classification: Class I, 21CFR §878.4300
3. Identification of the legally marketed device to which the submitter claims

equivalence

The XL size clip described in this submission is substantially equivalent to
previously cleared Weck Hem-o-lok® clip sizes.

4. Description of the Device

The Weck Hem-O-Lok™ ligation clip is a manually applied hemostatic clip
intended to connect internal tissues to aid healing. Hem-o-Lok™ causes
hemostasis through vessel ligation. The modified XL size clip is a larger
version of the existing Hem-o-lok clip.

5. Intended Use of the Device

Hem-o-lok ligating clips are intended for use in procedures involving ligation of
vessels or tissue structures. Surgeons should apply the appropriate size clip for
the size of the vessel or tissue structure to be ligated such that the clip
completely encompasses the vessel or tissue structure.

6. Summary of Technological Characteristics

The technological characteristics are the same as or equivalent to the
predicate device. The dimensional specification change does not adversely
affect safety and effectiveness.
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@ DEPARTMENT OF HEALTH MAN SERVICES Public Health Service

Food and Drug Administration

9200 Corporate Boulevard

FEB 2 6 2003 Rockville MD 20850

Mr. Brian Young
Senior Regulatory Affairs Manager
Weck Closure Systems

One Weck Drive
Research Triangle Park, North Carolina 27709

Re: K030311
Trade/Device Name: Hem-o-lok®Ligating Clip
Regulation Number: 21 CFR 878.4300
Regulation Name: Implantable clip
Regulatory Class: II
Product Code: FZP
Dated: January 29, 2003
Received: January 30, 2003

Dear Mr. Young:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration.

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

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

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Mr. Brian Young

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4659. Additionally, for questions on the
promotion and advertising of your device, please contact the Office of Compliance at (301) 594-
4639. 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 may be obtained from the Division of Small Manufacturers,
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597
or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

€ Celia M. Witten, Ph.D., M.D.
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Statement of Indications For Use
510(k) Number (if known): New Application
Device Name: Hem-o-lok™ Ligating Clip
Hem-o-lok ligating clips are intended for use in procedures involving ligation of vessels

or tissue structures. Surgeons should apply the appropriate size clip for the size of the

vessel or tissue structure to be ligated such that the clip completely encompasses the
vessel or tissue structure.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use
Use
(Per 21 CRF 801.109)

OR Over-The-Counter

(Optional Format 1-2-96)

i L. ﬁwvm/‘é
(Division Sign-Off) '
Division of General, Restorative
and Neurologicai Devices

510(k) Number K 0302 //
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

rEB 2 6 2002 Rockville MD 20850

Mr. Brian Young
Senidr Regulatory Affairs Manager
Weck Closure Systems

One Weck Drive
Research Triangle Park, North Carolina 27709

Re: KO03031t
Trade/Device Name: Hem-o-lok®Ligating Clip
Regulation Number: 21 CFR 878.4300
Regulation Name: Implantable clip
Regulatory Class: 11
Product Code: FZP
Dated: January 29, 2003
Received: January 30, 2003

Dear Mr. Young:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding ard

adulteration.

If your device is classified (see above) into either class II (Special Controls) or class {11 (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.

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

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 I
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Page 2 - Mr. Brian Young

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4659. Additionally, for questions onthe
promotion and advertising of your device, please contact the Office of Compliance at (301) 594-
4639. 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 may be obtained from the Division of Small Manufacturers,
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597
or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.htm!

Sincerely yours,

Murewm (. Plovet
£ Celia M. Witten, Ph.D., M.D.

Director
Diwvision of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Statement of Indications For Use

510(k) Number (if known): New Application

Device Name: Hem-o-lok™ Ligating Clip

Hem-o-lok ligating clips are intended for use in procedures involving ligation of vessels
or tissue structures. Surgeons should apply the appropriate size clip for the size of the

vessel or tissue structure to be ligated such that the clip completely encompasses the
vessel or tissue structure.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter
Use

(Per 21 CRF 801.109)

(Optional Format 1-2-96)

Yo 4 }%wm/’ff
(Division Sign-Off) ‘
Division of General, Restorative
and Neurologica! Devices

Ko6303(]

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.

Jamaary 30, 2003 Rockville, Maryland 20850
WECK 510(k) Number: K030311

2917 WECK DRIVE Received: 30-JAN-2003

RESEARCH TRIANGLE PARK, NC 27709 Product: HEM-O-LOK XL CLIP

ATTN: BRIAN YOUNG

The Center for Devices and Radiological Health (CDRH), Office of Device
Evaluation (ODE), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
{Act) for the abeve 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 50.

As a reminder, we would like to mention that FDA requires all 510(k) submitters
to provide an indications for use statement on a separate page. If you have
not included this indications for use statement in addition to your 510(k)
summary (807.92), or a 510(k) statement (807.93), and your Truthful and
Accurate statement, please do so as soon as possible. If the above mentioned
requirements have been submitted, please do not submit them again. There may
be other regulations or requirements affecting your device such as Postmarket
Surveillance (Section 522{a)(l) of the Act) and the Device Tracking regulation
{21 CFR Part 821). Please contact the Division of Small Manufacturers,
International and Consumer Assistance (DSMICA) at the telephone or web site
below for more information.

Please remember that all correspondence concerning your submission MUST he

sent to the Document Mall Center (DMC)(HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the DMC 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 Tefer to this guidance for informaticen on current fax and e-mail
practices at www.fda.gov/cdrh/ode/a02-01 html.

You should be familiar with the manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices" available from DSMICA. If you have
other procedural or policy questicns, or want information on how to check on the
status of your submission (after 90 days from the receipt date), please contact
DSMICA at (301) 443-6597 or its toll-free number (800) 638-2041, or at their
Internet address http://www.fda.gov/cdrh/dsmamain.html or me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Staff

Office of Device Evaluation

Center for Devices and Radiological Health C{)

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 /l/
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Weck Closure Systems (‘;
2917 Weck Drive W
Research Triangle Park, NC 27513 e
>
Special 510(k): Device Modification =
= -

For
Hem-o-lok® Ligating Clips

January 29, 2003

U
'\\' :
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WECK

A Teleflex Company

January 29, 2003

510(K) Document Mail Center (HFZ 401)
Center for Devices and Radiological Health

o A
Food and Drug Administration =R
9200 Corporate Blvd. (. o~
Rockville, MD 20850 o 7- ’
[V ] !

Subject: Special 510(k) - Device Modification (change in dimensions) o’ the Hem-
o-lok® Ligating Clip, K003337

Dear Sir/Madam:

ih:i v

(-
According to the Food and Drug Administration Modernization Act of 1997 (FDAMA),
Weck Closure Systems (Weck) submits this Special 510(k): Device Modification to
introduce into commercial distribution a larger Hem-o-lok XL size Ligating Clip. The
larger clip is the same as the existing clip sizes with respect to: (1) geometric shape; (2)
material; (3) function; (4) packaging; (5) sterilization method & SAL, (6) application
method; and (7) indications for use. The clip is being changed only with respect to
dimensional specifications. The modified clip has the same intended use and
same fundamental scientific technology as the predicate (unmodified) device.

The Hem-o-lok clip that is about to be modified received marketing clearance under:
K902108 (Original submission, medium size clips), K922186 (addition of small and large
size clips); K941972 (change in ownership); K982941 and K982944 (change in
materials and labeling); K993157 (change to indications and contraindications); and
K003337 (promotion for specific operating procedures).

The proposed change in dimensions was discussed wit_
ODE/DGRND on November 14, 2001 via a telephone conferen

contacted because he is familiar with the Hem-o-lok ligating clip as a result of his review
of prior Hem-o-lok 510(k) submissions. It was agreed that the Food and Drug
Administration (FDA) could be notified of this change in dimensions by way of a Special
510(k) because the modified device has the same intended use and same fundamental
scientific technology as the predicate (unmodified) device.

A "Declaration of Conformity” with design control requirements is included along with
other content requirements specified in the March, 1998 FDA guidance “The new 510(k)

Paradigm: Alternate Approaches to Demonstrating Substantial Equivalence in
Premarket Notifications”.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118of 28 /)7
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Notification letter (cont'd)

Thank you in advance for your consideration of our application. Should you have any
questions, please contact me at 919.361.4041.

Sincerely,

Senior Regulatory Affairs Manager

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1808 .’]7'
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PART 1
GENERAL
INFORMATION

CDRH SUBMISSION COVER SHEET
Date of Submission: FDA Document Number:
Section A Type of Submission
PMA PMA Sapplement PDP 510(k) Meeting
O Pre-IDE m1g.
0 Reguler O Presubmission Summary X Original Submission: DO Pre-PMA mig.
Original Submission [ Special O Original PDP 3 Traditional O Pre-PDP mig.
0O Moduler O Panel Track [ Notice of intent 10 stan Special 1130-Day mig.
Submission J 30-day Supplement clinical trials [0 Abbreviated 1 Other (gpecify):
O Amendment [3 30-dey Notice [0 Intention to submi O Additional
[J Report [J 135-day Supplement Notice of Completion Information:
{J Report [ Realdime Review O Nofice of Completion O Traditional
Amecodment {3 Amendment to PMA | 00 Ameadment to PDP X Special
Supplement O Repost O Abbreviated
O Report Amendment
IDE Humanitarian Device Class I Exemption Evaluation of Other Submisgion
Exemption Automatic Class III ‘
Q Original submission| £ Original mbmimics | ) Origmel Submission Designation Describe
O Amendment O Amendment 0 Additional Information . . Submission:
O Supplement ] Supplement Do Original Submission
[ Report [J Additional Information
Section B Applicant or Sponsor
Company/Institution Name: i istration number:
Weck
Division Name (if applicable}: Phone number (inchide area code):
N/A 919.361-4041
Street Address: TFax number (inchide area code):
2917 Weck Drive $19.361.3914
City: State/Province: Zip code: Country:
Research Trisngle Park NC 27709 U.S.A.
Contact Name:
Brian Young
Contact Title: Contact e-mail-address:

Sr. Reguintorv Manager

b voune@w ecksurgd eal.com

Section C

Submisson Correspondent (If dilferent from above)

Company/Institution Name:

Establishment registration number:

Division name (if applicabl¢) Phone number Sinclude area code):

Street Address: Fax number (include area code):

City: J_Slmc/vaincc: l Zip Code: ] Country
Contact Name:

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 8of 28
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PART 1
GENERAL
INFORMATION

I Sectdon D1 Reason lor Submission — PMA PDP, or HDE
[ New Device DO Change in design, component, or specification: {1 Location Change:
[} Withdrawal OSscftware O Manufacturer
O Additional or Expanded Indications [2Color Additive [ Sterilizer
{1 Licensing Agreement OIMaterial [ Packager
[ISpecifications O Distributor
O Gther (specify below)
OProcessing Change:
CIManufactuting O Labeting Change: [OReport Submission:
[ Sterilization Oindications CAnnual or Periodic
OPackaging [Olnstructions OPost Approval Study
[ Other (specify below) O Performance Characteriatics [3 Adverse Reaction
O shelf Life BIDevice Defect
I Response to FDA comespondence: O Trade Name ] Amendment
DOIRequest for applicant hold D Other (specify below)_
O Request for removal of upplicant hald
ORequest for oxtension [1Change in Gwnership

[Request to remove or add manutfactoring site {IChange in carespondent

I Other Reason (specify):

Section D2 Reason for Submission - IDE
[INew device Change in: [IResponse to FDA letter cotcerning:
0 Addition of institution O Correspondent O Conditional approval
[ Expansion/extension of study B Design [ Deemed approvat
CIIRB certification Olinformed consent ODeficient final report
O Request hearing OMenufacturer (A Deficient progress repost
DI Request waiver O Mannfacturing process O Deficient investigator report
DO Termination of study DProtocol - feasibility {IDisapproval
[0 Withdrawal of application O Protocol — other DI Request extension for time to
[YUnanticipated adverse effect Dl sponsor respond to FDA
{INotification of emergency use CIRequest meeting
[ Compassionate uge request CIReport Submission:
QO Treatment IDE OCurrent inveatigator

3 Annval progress
'Y Site waiver limit reached

[ Continuing availability request

{OFiual
(] Other reason (specify):
Section D3 Reason Tor Submission - 510(k)
O New Device [JChange in technology [ Change in materinly

[ Additional or expanded indications
1 Other reason (specify):
cHp.

X Change in design O Change in manufacturing process
Change in dim enstonal specifications related to Introduction of » larger size

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-818 ®f 28
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PART 1
GENERAL
INFORMATION

Sectlon E

Additional Information on 5$10(k) Submisdons

Product codes of devices to which substantial equivalence is claimed:

Summary of, ar stetement concerning safety and
eifectiveness data;

1 79FZP 2 3 4 % 510(k) summeary attached
5 6 7 g [0 510(k) statement
Information on devices to which substantial equivalence is claimed:

510tk Number Trade of Proprietary or model name Manufacturer
1 K003337 1 Hem-o-lok Ligating Clips 1 Weck Closure Systems
2 2 1

3 3 3
4 4 4
5 5 5
6 6 6

Section F Product Information - Applicable to Al} Applications

Common or usual name or classification name:

Impianiable clip
Trade or proprictary or model name Mode! Number
1 Hem-o-lok XL Clip 1 544250
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardless of outcome):
1 K902108 922186 [3koqromr  [akomom  [skomour |6 goomisy |
Data included in submission: CJLaboratory Testing L] Animal Trials EJHuman Trials

Section G

Product Classification - Applicable to All Applicants

Product code: 79FZP

CFR.Section: 21CFR 878.4300

Classification Panel: General and Restorative Devices (DGRIND)

Device Class:
OClaxs1 ¥ Class Tt
OclasI  OUnclassified

Indications {from labeling): Hem-o-lok ligating clips are Intended for use ln procedures luvolving Hoation of vessels or
tissue structures. Surgeons should apply the appropriate size clip for the size of the vessel or tissue siructure to be ligated
such that the clip completely encompasses the vessel or tissue structure.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 ¥8of 28

A



Records Processed under FOI request 2017-6482; Released by CDRH on 10/03/2017

PART 1
GENERAL
INFORMATION
Note: Submission of thig information does not affect the need to submit 2 2891 or 2891a | FDA Document Number:
Device Establishment Registration form.
Section H Manufacturing/Packaging/Sterilization Sites Relating to a Submission
x Original istration number: 3 Manufacturer {XContract Sterilizer
Oadd [ODelete [ Contract Manufacturer (] Repackager/relabeler
Company/Institution name. Establishment registration number: 1044475
Division name (if applicable): NA Phone number (include area code): (919) 361-4041
Street address: 2917 Weck Drive FAX number (include area code): (919)361-3914
City Research Triangle Park State/Province: NC Zip code; 27709 Country: U.S.A.

Contact name: Brisn Young

Contact title: Sr. Regulatory Affairs Manager

X Original FDA Establishment registration number: O Manufacturer X Contract Sterilizer

0O Add ODelete

O original FDA Establishment registration number: DOManufacturer DContract sterifizer

O AddIDelete [ Contract Manufactures CIRepackager/relabeler
Company/Institution name: Establishment registration number:

Division name (if applicable): Phone number (include area code):

Street address: FAX number (include area code):

City: State/Province: Zip code: Country:
Contact name:

Contact title: Contacl e-mail address:

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 8of 28 ?)KO
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PART 2
DEVICE DESCRIPTION AND COMPARISON

1. INTRODUCTION

Weck’s Hem-O-Lok™ ligation clip is a manually applied hemostatic clip intended
to connect internal tissues to aid healing. Hem-o-Lok™ causes hemostasis
through vessel ligation.

Weck manufactures and distributes clip appliers for endoscopic and open
surgical application of Hem-o-lok clips. The appliers are Class | reusable stainless
steel devices, reference 21 CFR §78.4800.

2. GENERAL DEVICE CHARACTERISTICS .

The modified device is _versiém of the existing Hem-o-lok MLX size clip.
The size relationship of the modifiqg.-XL clip in relationship to the current FDA
cleared clip sizes is illustrated in Figure 1.

Figure 1 — lllustration of the size of the new XL clip

Existing Unmodified Sizes New Modified Size

3. COMPONENTS AND MATERIALS

a) Clip
The clip is nonabsorbable and is manufactured from - The same
ill be used to mold the XL size clip as has been used for the

DA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 t8of 28
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existing FDA cleared clip sizes. Biocompatibility testing of the clip was
included in 510{k) numbers K982941 and K982944 and is therefore not
included herein.

b) Packaging
The same packaging materials and concept will be used for the new XL sized
clip as has been used for the existing FDA cleared clip sizes. The sterile unit

package consists of a heat-sealed rigid
blister with a heat sealed Tyvek lid. The blister packs

are fitted into an overpack carton which serves as the sales unit.

c} Sterilization
The method of sterilization is EtO to an SAL of 10, Sterilization is
performed at our contract sterilizer IBA using validated methods.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-843&f 28 7,;6
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PART 3
Substantial Equivalence

1. Legally Marketed Predicate Device

The legally marketed (unmodified) Hem-o-lok device regeived mérké;lng clearance

under: K902108 (Criginal submission, medium size C]@E; K922186 (é):ldition of
small and large size clips); K941972 (change in owners

(change in materials and labeling); K993157 (change to indications and
contraindications); and K003337 (promotion for specific operating procedures).

2. Substantial Equivalence

The modified XL size clip has the following similarities to the predicate (unmodified)

Hem-o-lok clips:

The same indicated use;

The same instructions, cautions, and warnings;
The same clip material,

The same geometric shape and function;

The same packaging concept;

The same sterilization process; and

The same means of application.

VYVVVVY

In summary, the Hem-o-lok XL size clip described in this submission is, in our
opinion, substantially equivalent to the predicate (unmodified) Hem-o-lok clip.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8 titBof 28

ip); K982941 and K982944

%1



Records Processed under FOI request 2017-6482; Released by CDRH on 10/03/2017

PART 4
DEVICE INTENDED USE

The new XL size clip has the same intended use as the previously cleared clip sizes: to
effectuate hemostasis by vessel ligation. The new XL size clip will have exactly the
same indications for use as the existing FDA cleared Hem-o-lok clips, reference
K003337:

Hem-o-lok ligating clips are intended for use in procedures involving ligation of
vessels or tissue structures. Surgeons should apply the appropriate size clip for
the size of the vessel or tissue structure to be ligated such that the clip

completely encompasses the vessel or tissue structure.

The indication for use statement is provided herein.

12 of 28
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DESIGN CONTROL ACTIVITIES

1. Risk Analysis Method
The risk analysis method used to assess the impact of the modification was a Failure

MConduaed pursuant to Weck's risk analysis

2. Design Verification Testing
The design verification tests that were performed as a result of this risk assessment are

listed in Table 1 below.

Table 1 — Verification Tests

13 of 28
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A declaration of conformity with design controls is included on the next page.

14 of 28 l/\%
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PART 6
DECLARATION OF CONFORMITY

1. Declaration of Conformity with Design Controls

To the best of my knowledge, the verification activitics, as required by the risk analysis,
for the Hem-o-lok XL clip modification were performed by the designated individuals and
the resuits demonstrated that the predetermined acceptance criteria were met.

7 —
7 LJ

B LT

"Lowell LaFréniere
V.P., Product Development
WECK a Teleflex Company

15 of 28
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PART 6
DECLARATION OF CONFORMITY

2. Manufacturing Facility Conformance Statement

The manufacturing facility, Weck is in conformance with the design control requirements
as specified in 21 CFR 820.30 and the records are available for review.

esL.
., Regulatory Affairs and Quality Assurance
WECK a Teleflex Company

16 of 28 }/\
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PART 7
DEVICE LABELING

DEVICE LABELING:
(Modified Device)

/
17 of 28 t)(L?
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Sterile unit label (Modified device)

/ REF .
\ 544250

‘Héfi-olok x1 W

Non-absorbable Polymer Ligating Clips
Contains: Latex free C €

§CLIPS  [STERILEEO] D pi20
Sterile, Single Use, Disposable. Do Not Resterilize. Sterility
is not guaranteed if package is opened or damaged.
Caution: Federal (USA) law restricts this device
to sale by or on the order of a physician.

= 2917 Weck Drive
WECK Research Triangle Park, NC 27709
\_ ©Weck 2002 Made in USA

*Note: The lot number will be printed in line on the blister.

18 of 28
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Sales unit label stock (hew)
(applied to generic Hem-o-lok box)

Heéfiolok xr
WECK}

Research Triangle Park, NG 27709 §
Sterite, Single Use, Disposable,
Do Not Resterilize.

SWeck, 2002 220001614 Rev. 01 103182 &

The following information is printed in-line on the above label stock:
Catalog number (REF);

Lot number (LOT);

Manufacturing date (MFG);

The description: Non-absorbable Polymer Ligation Clips;

The net quantity of contents: 14 Packages, 6 Clips per Package;
Sterile, EO; and

Bar codes.

VVVYVVVYVY
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Instructions for Use (modified device)

WECIC ® English
}km-o—-l()k Hem-o-lok Clip Applier and Hem-o-lok
Nomn-absorbable Po[l;mcr Ligaring Clips

INDICATIONS

Weck® Hem o-lok® Livaring Clip Appliers are indicared for ine as delivery devices for Hem-o-lak Noa-absocbable
Polymer Ligacing Clips, Ovher Jigacing chips ¢annoc be nsed with these appliers.

Hem-o-lok ligating clipe are intended For use in provedures involving ligncion of vessels or fuie structatres. Strgeons
should apply the appiopriate size clip for the size of the vewel or tissue scrucnive to be ligatad such thar the oip com-
pletely encompusses the vessel or tissue structuse.

CONTRAINDICATIONS

This product s not intended for use as 1 contmceprive tebal occlusinn device.

PRECAUTION

The clip muse be latched to ensure puoper ligatian ot che vessel or tissue. Inspext the ligation site after application 10
ensure proper closure. Weck recommends ligation of che renal arcery with two () clips on the patient side in a nephrec-
womy. Application of a second clip on all orther vessels should be dicawed Ly the surgeon’s judgemen in all ocher o,
The Hem-o-lok Palymer Ligating Clip is not desipned for use as 4 tissue marker.

CAUTION

Always check the alignment of the upplier jaws before use. 1f chis is nor doae, padient injury may occur. Before apply-
ing a clip. verify the strucrural size and condirion of the vessel or screcrure and use che proper clip size. e is the FESPONRL-
biliry of the user 1o selecr structures Yor the application of clips and confirm secure grip of the clips afcer meemrnr. and

atter she use of ocher yurgical devices in the immediate area of the application. N Hem-o-fok ligating clips are
supplied sterile. DO NOT cesterilive ligating <lip cartridges.
CARE, CLEANING, AND STERILIZATION

Manual-load applies jaws are delicute and can emily beconse damaged. Mishandling of appliens may resule in imprap
et load and/or closure of the ligacing clips. Appropeiace care. cleaning and maintenance are IMPOITant 0 €NsiIe Proper
funcuon.

All Week ring-handled manual loud reasable ligating <lip appliers are supplied noasterile. The insuument should be
cleaned and steritized prior to each uswe. Clean the instrament before stexifization and in the Tame manner as any reusable
instrument and in accordance with hospital practice. A pre-vacuum steam cyde of 4 minutes ac 270-275"F is recom-
mended for safe, effective sterilization. Sterilizavion cycles other than those recommended by Weck should be vali-
dated using appropsi Iobomadory hod.

INSTRUCTIONS FOR USE

Hem-o-lok ligating clips are genenilly suited o wsrel and tissue strue
ture sizes indivated in the sccompunying chart. Surgeon judgement should
drirace clip selection for specific applications.

ding <lips

F. To load che applier. grasp the applier and caretully inserc the jaws of the
applier into the cascriege slog, making sure the fuws are pea peodicutar
w0 the base of the cartndpe. Gently press the applier
over the clipp untl there is an audible clizk. 10 nor
force che applier into che carrridge o onta the clip,
The applicr should encer and withdraw from the car.
wridge easily.

2. Remove the applier from che carcridge ensuring the
clip is held securely in the appliee jaws (illustration
1), Ic may be necessary to hokd the cartridge o allosw
che £lip o be rameovsed,

Clip positioning and cosure

3. Sufficencly skelewnire the styactuee o be ligared o
allow rhe locking mechanism of the olip to te clear of
tissue. Do not use the dip or applier as a dissecting inscrument.

4. Duting spplication, ortent the single tooth ui the clip as shewn (i{Ilustsatian 1), This allows the
user to visually confirm encapsulation of che scroceuse being ligated.

3. Position the clip around the Gssue w0 be ligaved in 2 manner thac provieles ciear visualizazion of the locking mecha-
aism Gllustration 2). Apply sufficient force to the upplier handles so the jaws close and che Clipy Jocks shur (illastra-
tion 3). Releising pressure on the upplier handles atlows the applier 10 1enum 1o 2 fully open: position. NOTE: Laave
4 distal cuff of tissue approximately 1-2mm from the ligating dip if the tissue is to be divided (llusration 4),
ic. do not use the side of the clip as a curting guide.

6. Wirhdraw the applier from che ligation sire,

LIGATING SYSTEM COMPATIBILITY

There are a number of ligatiag <lips on che murkee roduy e sddition oo Hem-o-lok figating ciips from Weck. Your
Week Flem-o-lok applier has been designed for use exclusively with Hem-a.lok Ligatog Clips. Applier color coding
matches che color of the lipating clip cartridge with which it is to be used. Weck does not assuime eesponsibiliey for
unsatisfacrory results caused by the use of any aquipment or clips not specitically idenoified by Weck o an ingepral pare

of thiy specific syscem.

LU Authorized Represertative:
€ TEX Medical Ltd. tive c €

0120 ﬁ‘;ﬂ%ﬁ% HP1Z 28T UK ’<
[STERILE[EC](R) = ]\ Rx ONLY WECI(-

t Teteflox Company:

Manufactured by: Weck Closure Systems, 2917 Waek Drive, Research Tri lo Park, NC
27709 USA USA: (800) 234-0325 = FAX (800) 932.5329, Intormatonal: (9191 361 a06 1
FAX (912) 361-4111 LLS, Patent Mo. 4,685.460 idWeck Closure Systems, 2003 220001676 <,
Rav. 60 L3207 -
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PART 7
DEVICE LABELING

Continued - Predicate Unmodified Device

(Sterile blister pack label)

. —

g, 544240
2 195372
€M-0-10K MLX 220000964
Nev-absorbable Polymer Ligating Clips
Contains: _Latex Free €

§CLDPs [STERILEES] (D g1z

Stevile, Single Use Disposable. De Not Reslenllze Sleriiity
s notg uaranteedsL')saA ge s opened o damaged.
Caution: Faderal {USA) law restricts this device

to sale by or on the order of a physician.
Weck Closure Systems, One Weck Drive
Research Triangle Park, NG 27708

\ ©Weck Closure Systems 1999 Made in USA

-

*Note: The lot number will be printed in line on the blister.
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Sales unit label stock
(applied to generic Hem-o-lok box — next label in series)

Hém-odok mix

WECK CLOSURE SYSTEMS™ @@
Research Triangle Park, NC 27709

Steri, Single Use, Disposabe,

Do Not Resterilize.

j il

220001036 Rev, 00 103140
EWeck Closuze Systamns, 2000

The following information is printed in-line on the above label stock:
Catalog number (REF);

Lot number (LOT);

Manufacturing date (MFG);

The description: Non-absorbable Polymer Ligation Clips;

The net quantity of contents: 14 Packages, 6 Clips per Package;
Sterile, EO; and

Bar codes.

VY VVYVVYY
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Generic Hem-o-lok Box
(label on previous page applied to differentiate each clip)
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Slerilized by E1D. Stériiisé a l'oxyde d'éthyléne. Mit
STERIL Ethylenoxid stenlisert. Sterlizzate all'ossigo di etilene.

E[EO]

Estarikzado con éxdido da atileng.

Lot number, Numéro de Iol. Lotnummer. Numerc di lotia.
Lole N°.

anticolo. Raferencia N°.

Date of manutacture, Date de fabrication.
Herstefiungsdatum. Data di fabbricazione. Fecha de fabn-

T
E Caldlog number. N° de référance. Artikeinummer. Godice
cacitn.

-

Use by, Utiliser avant, Verwendbar bis. Data di scadenza,

s

Utilizar hasta.
Single use, Usage unique. Einmaiprodukt. Monousa. De uso
(inico.

i Pead instructions for use. Attention: Voir notice 4 instructions.
/ |\, Achtung; Benutzungtinweise beachten, Atenzione: Vedere Ie
== istruzioni per 'uso. Procalxion: Léansa fas imnstrucciones
antes de uso,

2=

WECK CLOSURE SYSTEMS™ igg

Manutactored by: - Fabriqué par; + Hergesteltt von: + Fabbricato per - Fabricado por:
Weck Closure Systems, One Weck Drive

Research Triangle Park, NC 27709 USA

Phone: 800 234-WECK, 919 544-8000 » Fax; 800 832-5329
©Weck Closure Systems, 2001 220001054 Rev. 00 L03156

m Prinied on papes, Mhmmm-mnwﬂwmummnmmrw
mialestal, Acid sree. » Inwprirné: sur du papler recycké. 25% de fdwes da dechet ! 25% de manieve
Qaﬁm’em‘n&mmmm;-»luﬂ ipapier sdurole: gedruckt. Wi 25% Alpapier
und 25% Recyclngmaterial. Shurafral + Stampalo su carma riciclaa. Cotne tinimo, 25% di fitve &

searto @ 25% di matediaf 4i niciciati, Senza acudl - Impresc an papet reciclado. 25% de fitras resic-
ugies y 25% dr materia reciiada como minime. Sin Acido.

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

Predicate Instructions for Use
(page 1 of 2)

INFORMATION BOOKLET » FICHE D'INFORKIATION - INFORMATIONSBLATT -

OPUSCOLO ILLUSTRATIVO - FICHA INFORMATIVA

Hem-olok

Hem-o-lok Clip Applier and Hem-o-lok Non-absorbable
Polymer Ligating Clips

Ayﬂmum%amn]gﬂy for%laning ard Steeilization * Color Coded to Match
Appropriate Clip Carwridge. Caution: Federal {USA} faw resuricus this device 10 sale by o¢ o0 the
oxdes of a physician.

Pinces & clips Hem-o-lok et clips de ligature en polymére
non résorbable.

Caractéristiques de Papplicatenr: §'ouvre compliremenc paur le nemoyage et s stéeiisation »
Porte des codes coufeur pour une meilleure idensification camoucheipince.

Hem-o-lok Clipanl und nichs absorbierbare

Hem-o-lok Ligatarchips aus Polymer

Charakreristischen der Anlegezange: Kann v Reinigungs- wnd Srerlisationswecken voll-
stindig geiiffner werden # Zucinandecgehirige Clip-Maganine und Clipanlegezanger sind mis
cinen: Farbencdle versehen, der die Identifizierun erleichoere.

Pinze posa-clip da legatura Hem-o-lok e clips da legatura
Hem-o-lok in polimero non riassorbibile

Cararteristiche defla pinza poss clips §i apre interamente per ls pulizia ¢ la srerilizzaione »
Corvedato 1 ua codice a colori corrispandente 2l colore del caricuore di dlip da urilizware,
Pinzas aplicadoras de clill)s para ligaduras Hem-o-lok
clips para ligadura de polimero no absorbible Hem-o-lok
Caractersstieas del aplicador: Sc abee compleramente para la limpieza y 2 esterilizacion » Ueva
codigos de color para facilitar la idenuificacin carucholpinza,

€

Sﬁg %Mm:ﬁ::;mzsswx )£€<
® A

Sterilined by Er0), Singhe use. Dhsposahle. Hem-o-lok ligaring dlipr carrridges concain barium and
are zadiopaque. Read instrucrioas for use. Siore this bockiet in 2 e place!

Les cartouches de clips ce ligarure Hermo-lok contierment du bariuan ex sonr cadio-opaques.
Rangez ceree brochure dans un cndroit i,

Autierkusg: Hem-o-lok Ligaturdipmagarine enthalten Batinm und sied fir Rangensthien
undurchlzssig, Bewzhren Sie diese Broschiice an einem sicheren Or: auf.

Vearicatori delke clip pez legatura Hermo-lok contengono bario ¢ sono radio-opachi. Conservare e
presensi istraion in 10 lugo sicure.

Los cartuchos de clips de Iiifdum Hem-o-lok conciznen barin v son radivopacos. Gusirdese exte
foliera en wn lugar apropisdo.

]

WECK CLOSURE SYSTEMS™ g
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INDICATTIONS

Weck Closure Syseemns™ Hem-o-lok® Ligaring Clip Appliers are indicated for ust s
delivery devices for Hem-u-lok Non-absorbrable Polymer Ligating Chips. Ocher ligating
clips cannor be used with chese appliers.

Herx-o-lok ligaring clips are insended for use in procedures involviag ligation of vesscls
or tissue strucrutes. Surgeons should apply ihe spprapriare size dip for the siz of the ves-
sel or tissue structure w be ligared such thar the clip completely encompasses the vessel ot
HSSUE StrucTure.

CONTRAINDICATIONS

"This produc is not intended for use 4 2 contraceptive whal acclusion device.

PRECAUTION

The dip must be latched to ensure proper ligation of the vessel or tissue, Inspece the
ligation site after application to cnsuee proper dosure, The Hem-o-lok Polymer Ligating
Clip is 0ot designed for use s a tissue marker

CAUTION

Always check rhe alignment of the applies jaws before use. If dhis is not done, pacient
injury may occur. Befare applying a clip, verify the structural sive and condition of dhe ves-
sel or structure wnd use the proper clip size. It is the responsibility of the user 1o select
siructutes for the applicarion of clips and contirm secure grip of the clips afer placement,
and after the use of other surgical devices in che imnediate area of ihe application,

NOTE: Hem-o-lok ligating clips are supplied sterile. DO NOT resterilize ligating
clip cartridges.

CARE, CLEANING, AND STERILIZATION

Mansal-load appiier jaws are delicate and can easily become damaged. Mishandling
of appliers may result in improger load andfor closure of the ligating clips. Appropriate
caze, Clearnng and maintenance zre importamt to ensure proper function.

All Weck Closure Systems ring-handled manyal load reasable ligating clip appliers
are supplied nonsterile. The instrument should be cleaned and stenilized prior to sach
usc, Clean the instrument before sterilization apd in the same manner as any rensable
instrument and in ccordance with hospital practice. A pre-vacoum steam cycle of 4
minutes at 270-275"F is recommended for safe, effective sterilization, Sterilization
cycles other then dhose recommended by Weck Closure Systems shoufd be validused
using appropriatc laboratory method

INSTRUCTIONS FOR USE
. To load the applicr, geasp the applier and carchully insert the jaws of the applier into the
cartridge slor, making sure the jaws are perpendicular te the base of the canridge,

Gently press the applier over the clip uneil there
N
3
o

is an audible click, Do not force the applier into

the cartridge or eate dhe <lip. The applier should

enter and withdraw from the cartridge easify.

Remave the applier from the cartridge ensuring

the clip is held secueely iu the applier jaws

(ilbustration 1). Tt may be necessary to hold the

castridge to allow the dip w be emoved,

. Position the lip araund the tissue to be ligared.
Appiy sufficient force 1o che applier handles so
the jaws close and the clip locks shur {ilbustra-
tion 2). Reieasing pressure on the applier han-
dles allows the applier o return 10 a fully open
position. Wrchdraw the upplicz from the Hgarion site.

[

T

Predicate Instructions for Use
(page 2 of 2)

LIGATING SYSTEM COMPATIBILITY

There are 4 number of ligating clips on the market coday in addition t Hem-o-lok tgating
dlips from Weck Closure Systems. Your Weck Closure Systems Hem-o-lok appliee has been
designed for use exclusively with Hein-o-lok Ligating Citps, Applier color coding matches the
celor of the ligating ciip carsridge with which it is to be used, Weck Closure Systems does not
assuume responsibiliry for unsarisficcary results caused by che use of any equipment or clips not
specificaly identified by Weck Closure Systems a5 an incegeal part of this speciic system.

250f 28
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Statement of Indications For Use

510(k) Number (if known): New Application
Device Name: Hem-o-lok™ Ligating Clip

Hem-o-lok ligating clips are intended for use in procedures involving ligation of vessels
or tissue structures. Surgeons should apply the appropriate size clip for the size of the
vessel or tissue structure to be ligated such that the clip completely encompasses the
vessel or tissue structure.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter

Use
(Per 21 CRF 801.109)
(Optionat Format 1-2-96)
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
(As Required by 21CFR807.879j))

I certify that, in my capacity as Senior Regulatory Affairs Manager of Weck, | believe to
the best of my knowledge, that all data and information submitted in the premarket

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

qwl_ ﬂ ol 1-29-03
Bi(an Young, ?4 Wanager date

(510(k) number)

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81187 of 28
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SUMMARY OF SAFETY AND EFFECTIVENESS

Pursuant to §513(i)(3)(A) of the Food, Drug, and cosmetic Act, Weck submits this
summary of safety and effectiveness.

1. Submitter Name, Address, and Date of Submission

Brian Young

Sr. Regulatory Affairs Manager
Weck Closure Systems

One Weck Drive

Research Triangle Park, NC 27709
Telephone: (919) 361-4041
Facsimile: (919) 361-3914
Submitted: January 29, 2003

2, Name of the Device, Common, Proprietary (if known}, and Classification
Classification Name: Implantable clip
Common Name: Ligating clip
Proprietary Name: Hem-O-Lok® Ligating Clip
Classification: Class Il, 21CFR §878.4300
3. Identification of the legally marketed device ta which the submitter claims

equivalence

The XL size clip described in this submission is substantially equivalent to
previously cleared Weck Hem-o-lok® clip sizes.

4, Description of the Device

The Weck Hem-O-Lok™ ligation clip is a manually applied hemostatic clip
intended to connect internal tissues to aid healing. Hem-o-Lok™ causes
hemostasis through vessel ligation. The modified XL size clip is a larger
version of the existing Hem-o-lok clip.

5. Intended Use of the Device

Hem-o-lok ligating clips are intended for use in procedures involving ligation of
vessels or tissue structures. Surgeons should apply the appropriate size clip for
the size of the vessel or tissue structure to be ligated such that the clip
completely encompasses the vessel or tissue structure.

6. Summary of Technological Characteristics

The technological characteristics are the same as or equivalent to the
predicate device. The dimensional specification change does not adversely
affect safety and effectiveness.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81188 of 28 é&
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 REVISED:3/14/9S
THE §10(K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510(K)

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

| "SUBSTANTIAL EQUIVALENCE" | (SEY DECISION MAKING DOCUMENTATION
- | x_Q3¢31¢/
Reviewer: /%Z p -
Division/Branch: % 2 /ﬁerlg
Device Name: //fff/l O —{ FX XL (Z ff

“_’
Product To Which Compared (510(K) Number If Known}): /tiéﬂépf?:ig;L

YES NO

1. Is Product A Device 4 P If NO = Stop

2. Is Device Subject To 510(k)? b///f If NO = Stop

3. Same Indication Statement? V// If YES§ = Go To &5

4. Do Differences Alter The Effect Or If YES = Stop NE

Raise New Issues of Safety Or

Effectiveness?

5. Same Technological Characteristics? ,;f YES = Go To 7

6. Could The New Characteristics Affect /// If YES = Go To 8
Safety Or Effectiveness?

7. Descriptive Characteristics Precise /// If NO = Go To 10
Enough? If YES = Stop SE

8. New Types Of Safety Or Effectiveness If YES = Stop NE
Questions?

9. Accepted Scientific Methods Exist? If NO = Stop NE

10. Performance Data Available? If NO = Reqguest

Data
11. Data Demonstrate Eguivalence? Final Decision:
Note: In addition to completing the form on the LAN, “yes" responses to

questions 4, 6, 8, and 11, and every "no" response reguires an

explanation.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 (P
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1. Intended Use:

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

EXPLANATIONS TO “YES*" AND “HO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

1. Explain why not a device:

2. Explain why not subject to 510(k}):

3. How does the new indication differ from the predicate device's

indication:
4. Explain why there is or i1s not a new effect or safety or effectiveness

issue:
5. Describe the new technological characteristics:

P, oo 34 Q,,,?a,-

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

effectiveness:

30 snsccate OALY Avwundades H& 3 o guid et

7. Explain how descriptive characteristics are not precise enough: ,ﬂz L{k‘ﬂfﬁ

Ercaded

8. Explain new types of safely 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 demonstrates that the device is or is
not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 7
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Internal Administratitke Form

YES NO

N —

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

w

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

A A
A A

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

RN D

9.

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

(f yes, does this new 510(k) address the NSE issue(s}, (e.g.,
performance data)?

VN

A

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

investigation?

11.1f, yes, consulf 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.

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

]
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ODE Review Memorandum (Decision Making Document is Attached)

To:  THEFILE RE: DOCUMENTNUMBER KO030311

DATE: 2/21/03

SUBJ: HEM-O-LOK XL Clip
Weck

Mr. Brian Young
2917 Weck Drive
Research Triangle Park, NC 27709

Recommendation: Substantially equivalent

Procode: 79 FZP

Class: i

Regulation Number: 2! CFR 878.4300
Regulation Name: Implantable Clip

This 510(k) submission contains information/data on modifications made to the SUBMITTER’S own
Class 11 devices requiring 510(k). The following items are present and acceptable (delete/add items as
necessary):

1. The name and 510(k) number of the SUBMITTER’S previously cleared device. (Fora
preamendments device, a statement to this effect has been provided.)

2. Submitter’s statement that the INDICATION/INTENDED USE of the modified device as described in
its labeling HAS NOT CHANGED along with the proposed labeling which includes instructions for
use, package labeling, and, if available, advertisements or promotional materials.

3. A description of the device MODIFICATION(S), inclnding clearly labeled diagrams, engineering

drawings, photographs, user’s and/or service manuals in sufficient detail to demonstrate that the
FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified device has not changed.
This change was fo
modified device (XL
nonabsorbable and is manufactured fro for the sponsor’s other

hemostatic clips cleared via K902108 and K922186. Th clip size translates in to only

The labeling reflects specifies that the modified clip is capable of
clipping vessels . The previously cleared large clip is specified for vcssel_

diameter.

Theclip is

4. Comparison Information (similarities and differences) to applicant’s legally marketed predicate device
including, labeling, intended use, physical characteristics, and clip material, packaging and
sterilization.

5. A Design Control Activities Summary which includes:

a) Identification of Risk Analysis method(s) used to assess the impact of the modification on the
device and its components, and the results of the analysis
The results were not included. On February 19™ I called Mr. Brian Young and requested that he send

the results of the risk analysis testing. In addition I requested that he provide the considerations with
regrd o s o The information was received on Februzry

i . n . . ..
20", Dr. Herb Lerner provided consultative review regarding clinical concerns.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 q
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Dr. Lemer, Mr. Rhodes and I discussed the application on February 21. Review of previous
submissions (K902108 — medium clip, K922186 — small and large clips) revealed the type of testing
conducted prior to marketing clearance. For the medium size clip the sponsor conducted the following
tests:

6. A Truthful and Accurate Statement, a 510(k) Summary or Statement and the Indications for
Use Enclosure.

1

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The labeling for this modified subject device has been reviewed to verify that the indication/intended use
for the device is unaffected by the moditication. In addition, the submitter’s description of the particular
modification(s) and the comparative information between the modified and unmodified devices
demonstrate that the fundamental scientific technology has not changed. The submitter has provided the
design control information as specified in The New 510(k) Paradigm and on this basis, I recommend the
device be determined substantially equivalent to the previously cleared (or their preamendment) device.

~7

(Reviewer’s Signature) (Date)

Comments

Lamet”
5 2 o>

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 l l
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_ . SCREENING CHECKLIST N
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

: N S , ';;' o
-510(k) Number: LO 573 ‘/

~ The cover letter dearly identifies the type of 510(k) submission as (Check the
appropriate box): . : -

M Special 510(k) - ‘ Do Sections 1 and 2
O - Abbreviated 510() - Do SeCtions 1,3 and 4
[ 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, containing the elements listed on page 3-2 of the

Premarket Notification {510)] Manual.

Table of Contents.

Truthful and Accurate Statement.

Device’s Trade Name, Device’s Classification Name and

Establishment Registration Number.

Device Classification Regulation Number and Regulatory Status

(Class I, Class II, Class III or Unclassified).

Proposed Labeling including the material listed on page 3-4 of the

Premarket Notification [510)] Manual.

Statement of Indications for Use that is on a separate page in the

premarket submuission.

Substantial Equivalence Comparison, including comparisons of

the new device with the predicate in areas that are listed on page

3-4 of the Presgarket Notification [510)] Manual.

€10(k) Summay or 510(k) Stacement.

Descripuon of the device (or modification of the device) including

diagrams, engineering drawings, photographs or service manuals.

Tdentification of legally marketed predicate device. *

Compliance with performance standards. ¥ [See Section 514 of

the Act and 21 CER 807.87 (d).]

| Class IIT Certification and Summary. ** )
Financial Certification or Disclosure Statement for 510(k)

notifications with a clinical study. * [See 21 CFR 807.87 (1)]

' 510(k) Kit Certification %

AR N ANANRVNRAN

e

NP PN

TExz

-

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

- Required for Class 111 devices, only.

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

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 .k}
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Section 20 Required Elements for a SPECIAL SH(K)Y submission:

Present Inadcqum
, R S . A : : : or Missing
Name and 510(k) number of the subrmtter s own, unmodlﬁcd | / :
predicate device. ‘ _ ‘
A descnption of the modified dcvxce and a companson to thc - o

sponsot’s predicate device.

A statement that the intended use(s) and indications of the ’
modified device, as described 1n its labeling are the same as the /
' mtended uses and mchcattons for the submlttcr s unmodlﬁed ¢ -
predicate device. '

| Reviewer’s confirmation that the modification has not altered the
fundamental scleﬂtlﬁc technology of the submltter s predicate
device. :
A Design Control Activities Summary that includes the following
clements (a-¢): -

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

i

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

verification and validation activities, including the methods or /

tests used and the acceptance criteria to be applied.
c. A Declaration of Conformity with design controls that includes

the following statements:
A statement that, as required by the risk analysis, all
verification and validation activities were petfortned by the
designated individual(s) and the results of the activitics
demonstrated that the predetermined acceptance criteria were
met. This statement 1s signed by the individual responsible
for those particular activitics.
A statement that the manufacturing facility is in conformance
with the design control procedure requirements as specified —
in 21 CIFR 820.30 and the records are available for review. /
This statement is signed by the individual responsible for

those particuiar activities.

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

Present Inadequate
or Missing |

' Fora submisston, 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 partcular 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 refies on a recognized standard, a

declaration of confornmuty [For a lisung of the required elements
of a declaraton of confornuty, SEE Required Elements for a
Declaration of Conformity to a Recognized Standard, which | ]

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 l 97
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r i posud with the %lOﬂ\) botlers on the H drive. J
For a submission, which relies on a recognized standard withowa | |~
declaration of conformity, a statement that the manufacturer .

'intends to conform to a recognized standard and that supporting

data will be available before marketing the device.

For a submission, which relies on a hon-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 a recognized standard and
that supporting data will be available before marketing the device .
and any additional information requested by the reviewer in order
to determine substantial equivalence.

Any additional information, which is not covered by the gmda.nce
document, special control, recognized standard and/or non-
recognized standard, in order 1o determine substantial
equivalence.

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

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

Present Inadequate
or Missing

n

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

b) Sterilization and expiration dating information:

1)__sterilization process

11) validation methad of sterilization Process

uﬂ SAT

1v). packaging

specify pvrogen free

\ ETO res‘ldues

A% | l‘ I'?ldl ZU )0} dOGE

vin} ‘Traditional Method or Non-Traditional Method
c} Software Documentation:

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

Passed Screenti
Reviewer:
Concurrence by

- Yes.  No

Pt

Review 'Br:'mch:;,

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ! L\'
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[ate:

The deficiencies 1der1f_tﬁed above represent the issues that we believe need to be resolved |
before our review of your 510(k) submussion can be successfully completed in-developing

~ the deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of

" the Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your

device. We also considered the burden that may be incurred in your attempt to respond to
the deficiencies. We believe that we have considered the least burdensome approach to
resolving these issues. If, however, you believe that information is being requested that is -
not relevant to the regulatory decision or that there is a less burdensome way to resolve the

~ issues, you should follow the procedures outlined in the “A Suggested Approach to
Resolving Least Burdensome Issues” document. It is available on our Center web page at:
huep:/ /www.fda.gov/cdrh/modact/leastburdensome. hemt

/

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 lb
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RESULTS:

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Y
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Z@
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From:

Subject:

To:

DEPARTMENL O] T [ SO PO T ST B B A L I

Public Brewin s

Moy

 Feboad aeo3

Foad and Diuy Adminsuation

J//@@_\ .
Ko 3031/

Rcviewcr(g) - Name(s)

510(k). Numbcr

M d
. cmorandum D}(&

The Record - It is my rccommendatmn ‘that the subjcct 5 IG{k) Nouﬁcauon

Vi- SE

1 Réf used to acccpt.

Dchuircs additional information (other than refuse (o accept).

ﬂ[s substantlally equivalent to marketed devices.

CINoT substdntm!ly cquivalent to marketed devices.

3¢ Nova Classification Candidate? Cdvies
L Othe: (oo, exempt by repulation, nota device, duplicate, ete)
I5 this deviee subject o Postmarket Surverilanee?
[s this device subject to the Tracking Regulauon?
Was clinical data necessary 1o support the review of this 510(k)?
I this a presceription device?

Was this STORY reviewed by a Third Party?

Spectal 510(k)7

Abbreviated 510(K)? Please {ill out forim on H Drive Si0k/botlers

This ST0(K) contains:

Truthful and Accurate Statement D!lcqucs[cdﬁ Enclosed
(required for originals received 3-14-95 and after)

m/\ 510¢k) summary OR PN S10G(K) statement

U Tie required certification and summary for class 111 devices

l)l't_‘kllx a

L1 NO

Oy
RS
CIvies
By«
Ly
s

Livis

The indication for use form (required for originals received 1-1-96 and after)

Animal Tissue Source U ves ﬁ\NO

The submitier requests under 21 CER 80795 (doesn’tapply for Shisy:

L No Confidentiality [l Confidentiziine for 90 days {1 Continued Confidenuality exceeding 90 d

te Product Code \\llh class:

¥ 20 JiCEl §8, 430

Zuﬁb{)wﬁ wind G Cly

[ENEASI TR

(b T
Lo [V

(Braneh Chicy} (Branch Cad

I Besres mmm Ci 70/1/0‘11“’5’1/-(4-

‘6 CEhvevon Dhiceciorn
[ B 1

Additionasl Product Codegs) with panel (optional )

2./ 0l

(13ate)

Q/;é/faj

(I hated

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SHIK) “SUBSTANTIAL EQUIVA LENCE?”
'DECISION-MAKING PROCESS

o

D';:scripti'\fc Information Does New Device Have Same  NO - Do the Differences Alter the Intended

MNew Device 1s Compared 1o
Marketed Device

Not Substantially
about New or Marketed Indication StatementT——®  Therapeutic/Diagnostic/etc. Effect YES Equivalent Determination
Device Requested as Needed - ) (in Deciding, May Consider Impact on = ) R T .

: . l YES " Safety and Effectivencess)? :

New Device [as Sante Intended
Use and May be “Substantially Equivalent”

— . New Device Has O
( ﬁ) ) New Intended Use

DNaas New Device Have Same (s{)
Technological Characteristics,  NO Could the New )}

c.p, Diesign, Materials, etc? Characteristics Da the New Characteristics

- Y l S Affect Salety or —#% Rassc New Types of Safety YES NG)
< 7) Eftectiveness? or Eflectiveness Questions?
F
I\(} Are the Deseriplive NG
—  Characterstios Precise Enough . ]
1o Ensure bquivalence? -4
1) > ()
NO A

—  Arc Performance Data P Accepted Scientilic

Available to Asses Eqmvalence? Yl Methods Lixist for
Assessing, Effects of NGO
the New Charactenistics?
YIS o
(m) ‘ YIS
v -
Pedormance

Are Performance Dasta Available NQO
To Assess Effects of New
Characteristios?* e

Data Requred

YES

IO (0

) Performance Data Demonstrate Performance Data Demonstrate
Equivalence? —-———3() O O ¢ Equivalence?
YIS YES O
NG
v

o Csubstatally Equivatent’ T
1o ( A ) {etemumnation 1o A )

ST0(L) Suboussents compane nen deviees to marketed devices FDA reguests additional mformation of the relationshup botween
mrarheted and Cpredicane” (pre-Amendients o rechassiicd post-Amenduients) devices e anclei

Plis decision e nogsadly Based oo descnptive uitenmation alone, Lt hoavted eshng loomation o samctanes requted

sothe Centen s classtlwation Tldes on the Taeiatine /

"l {rata oeevhe i the S TRE Y arfasr Tk e

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





