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PART 9
SUMMARY OF SAFETY AND EFFECTIVENESS

510(k) SUMMARY

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
Prepared: May 13, 2002

2. Name of the Device, Common, Proprietary (if known), and Classification
Classification Name: Implantable clip
Common Name: Ligating clip
Proprietary Name: Weck Hem-o-Lok® Automatic Ligating Clip Applier
3. ldentification of the legally marketed device to which the submitter claims

equivalence

The clips delivered by the proposed automatic applier described in this submission
are substantially equivalent to Weck Hem-o-lok® clips. The delivery mechanism is
substantially equivalent to the U.S.S.C. AutoSuture® Eridoclip 5Smm Disposable Clip
Applier, and Weck reusable ligating clip appliers.

4. Description of the Device

The Weck device is a sterile, single use, automatic ligating clip applier consisting of a
handle, shaft containing 15 Hem-o-lok® locking polymer clips, and jaw. The major
functions of the device are clip feeding, approximation (positioning the clip around
the vessel), and closure. The applier is discarded after the surgical procedure
whereas the applied non-absorbable polymer clips remain in the patient. Two
models are offered: endoscopic and open surgery.

5. Intended Use of the Device

Weck Hem-o-lok Automatic Ligating Clip Appliers are indicated for use as delivery
devices for Hem-o-lok non-absorbable polymer ligating clips. Hem-o-lok ligating clips
are intended for use in procedures involving ligation of vessels or tissue structures.

Questions Contact FDA/CDRH/DID at CDRH-FOT8TATUS@fda.hhs.gov or 301-796-8118
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PART 9
SUMMARY OF SAFETY AND EFFECTIVENESS

Surgeons should apply the appropriate size clip for the size of the vessel or tissue
structures to be ligated such that the clip completely encompasses the vessel or
tissue structure.

6. Summary of Technological Characteristics
The technological characteristics are equivalent to the predicate devices. The results
of bench and animal testing demonstrate that any differences between the new
device and its predicates do not adversely affect performance or safety.

Questions Contact FDA/CDRH/DID at CDRHH&a@¢SIT-ATUS @fda.hhs.gov or 301-796-8118
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Weck

James Lucky

Vice-President, Regulatory Affairs and Quality Assurance
2917 Weck Drive

Durham, North Carolina 27709

Re: K021808
Trade/Device Name: Hem-o0-Lok™ Automatic Ligating Clip Applier

Regulation Number: 878.4300
Regulation Name: Implantable clip
Regulatory Class: Class Il

Product Code: FZP

Dated: May 31, 2002

Received: June 3, 2002

Dear Mr. Lucky:

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. James Lucky .

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 and
additionally 21 CFR Part 809.10 for in vitro diagnostic devices), 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” (21 CFR Part 807.97).
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

41\ 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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INDICATION FOR USE

Statement of Indications For Use
510(k) Number (if known):  New Application
Device Name: Hem-o-lok™ Automatic Ligating Clip Appliers
Weck Hem-o-lok Automatic Ligating Clip Appliers are indicated for use as delivery devices
for Hem-o-lok non-absorbable polymer ligating clips. 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 structures to be ligated such

that the clip completely encompasses the vessel or tissue structure.

* Note: The indications section of the labeling for the endoscopic model will refer to endoscopic use

Concurrence of CDRH, Office of Device Evaluation (ODE)

f

Prescription Use
(Per 21 CRF 801.109)

OR Over-The-Counter Use

(Optional Format 1-2-96)

2t Pl

(Divisio;x Sign-Off)
Division of General, Restorative
and Neurological Devices

510(k) Number 02/ €0 &

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

James Lucky

Vice-President, Regulatory Affairs and Quality Assurance
2917 Weck Drive

Durham, North Carolina 27709

Re: K021808
Trade/Device Name: Hem-o-Lok™ Automatic Ligating Clip Applier
Regulation Number: 8§78.4300
Regulation Name: Implantable clip
Regulatory Class: Class II
Product Code: FZP
Dated: May 31, 2002
Received: June 3, 2002

Dear Mr. Lucky:

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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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 and
additionally 21 CFR Part 809.10 for in vitro diagnostic devices), 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” (21 CFR Part 807.97).
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

éz‘ CelialM. 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 é\
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INDICATION FOR USE

Statement of Indications For Use
510(k) Number (if known):  New Application
Device Name: Hem-o-lok™ Automatic Ligating Clip Appliers
Weck Hem-o-lok Automatic Ligating Clip Appliers are indicated for use as delivery devices
for Hem-o-lok non-absorbable polymer ligating clips. 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 structures to be ligated such

that the clip completely encompasses the vessel or tissue structure.

* Note: The indications section of the labeling for the endoscopic model will refer to endoscopic use.

Concurrence of CDRH, Office of Device Evaluation (ODE)

rescription Use
(Per 21 CRF 801.109)

OR Over-The-Counter Use

(Optional Format 1-2-96)

/,Q(/urcé/

(Division Sign-OfY) .
Division of General, Restorative
and Neurological Devices

510(k) Number 02/ €0 &

Page 7 -1
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
Center for Devices and
Radiological Health

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

June 03, 2002 Rockville, Maryland 20850
WECK 510(k) Number: K021808

CLOSURE SYSTEM Received: 03-JUN-2002

2917 WECK DR. Product: WECK HEM-0-LOK

DURHAM, NC 27709 AUTOMATIC LIGATING

ATTN: JAMES LUCKY CLIP APPLIER

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 above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.

We will notify you when the processing of your premarket notification has been
completed or if any additional information is required. YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

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 be

sent to the Document Mail 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 refer to this guidance for information on current fax and e-mail
practices at www.fda.gov/cdrh.ode/A02-01 html.

You should be familiar with the manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices" available from DSMICA. If you have
other procedural or policy questions, or want information on how to check on the
status of your submission (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

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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May 31, 2002 o

Document Mail Center (HFZ 401)
Center for Devices and Radiological Health .
Food and Drug Administration

9200 Corporate Bivd.

Rockville, MD 20850

Subject: 510(k) for Hem-o-lok™ Automatic Clip Appliers

Dear Sir/Madam:

According to Section 510(k) of the Federal Food, Drug and Cosmetic Act, and in
conformance with 21 CFR §807 Subpart E, Weck submits this premarket notification to
introduce into commercial distribution the Hem-o-lok™ Automatic Clip Applier (hereinafter
referred to as the proposed automatic applier). The proposed automatic applier is designed
for delivery of Hem-o-lok non-absorbable polymer clips for ligation of vessels and tissue
structures.

The clips delivered by the proposed automatic applier described in this submission are
substantially equivalent in design, materials, manufacturing and intended use to Weck Hem-
o-lok clips which 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 delivery mechanism of the proposed automatic applier is substantially equivalent to the
following legally marketed predicate devices: K883018 (U.S.S.C. AutoSuture Endoclip 5mm
Disposable Clip Applier); and Weck reusable ligating clip appliers. The Weck reusable

applier is a legally marketed predicate which is exempt from premarket notification
requirements under 21 CFR 878.4800.

This submission is being provided in duplicate and includes a statement of indications for

use for the proposed device. Should you have any questions, please contact me at
919.361.4041.

Sincerely,

L 5

es Lucky ~\
V.P., Regulatory Affairs and Quality Assurance i

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \ @
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PART 1
GENERAL INFORMATION

The following information is being submitted in conformance with 21 CFR §807.87:

Submission Type: Traditional 510(k)
Applicant or Sponsor: Weck Closure Systems (Address and contact information
provided below)

A) Device Classification Name: | Implantable clip — 79FZP,
Regulation number: 878.4300

Common/Usual Name: Ligating clip
Trade/Proprietary Name: Weck Hem-o-lok® Automatic Ligating Clip Applier

B) Establishment Registration: | Manufacturer: 1044475
Numbers and Addresses: | Weck Closure Systems
2917 Weck Drive
Research Triangle Park, NC 27709
Contact: Brian Young, Sr. Regulatory Manager
Phone: 919.361.4041
FAX: 919.361.3914
e-mail: byoung@wecksurgical.com

C) Device Classification: Class li
Device Panel: General and Restorative Devices (DGRND)
D) Performance Standards: No performance standards applicable to this product

have been established by the Food and Drug
Administration.

E) Device Description: Complete device description, including drawings are
enclosed in Part 2;

Proposed Labeling: Draft labels and instructions for use for the proposed
device are contained in Part 3;

F) Statement Of Substantial A statement of substantial equivalence is provided
Equivalence: in Part 4;

Questions Contact FDA/CDRH/DID at QQ&I—H—EQISTATUS@fda.hhS.gov or 301-796-8118
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G) Product Testing:

H) Summary Of Safety
And Effectiveness:

[} Financial Certification /
Disclosure:

J) Class lll Summary:

K) Truthful and Accuracy
Statement:

Indication For Use:

PART 1
GENERAL INFORMATION

Supporting data to show that the proposed device has
no adverse effect on safety and effectiveness are
provided in Part 5; a statement regarding packaging and
sterilization is provided in Part 6;

A summary of safety and effectiveness is provided in
Part 9;

There are no clinical data included in this submission
therefore financial disclosure requirements do not apply.

Substantial equivalence to a device which has been
classified into class Ill is not being claimed.

Provided in Part 8.

Provided in Part 7.

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

o
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1.

PART 2
DEVICE DESCRIPTION

INTRODUCTION

The proposed device is a sterile, single use, automatic clip applier containing 15 Hem-o-
lok polymer ligating clips and a bright orange last clip lockout/indicator. The automatic
applier is a delivery device for applying Hem-o-lok non-absorbable polymer ligating clips
cleared by FDA under 510(k) number K302108. The clip is intended to effectuate
hemostasis by vessel ligation.

GENERAL DEVICE CHARACTERISTICS

The proposed automatic applier consists of a handle, shaft containing 15 locking polymer
clips, and jaw. The major functions of the device are clip feeding, approximation
(positioning the clip around the vessel), and closure. The applier is discarded after the
surgical procedure whereas the applied non-absorbable clips remain in the patient.

Two models of the proposed device will be available. The first model is intended for
endoscopic application of medium large size clips, and employs a pistol-grip handle
(catalog number 543965). The overall length of the endoscopic device is 44 cm (17.3
inches) with a working length of 29.7 cm (11.7 inches). The endoscopic device is
designed for use down a 5 mm cannula and includes a knob to allow 360° rotation of the
applier shaft for jaw positioning using the index finger of the gripping hand. The second
model is intended for open surgery application of large size clips, and employs a ring
handle scissor-type grip (catalog number 543181). The overall length of the open
surgery device is 35 cm (13.8 inches) with a working length of 20.1 cm (7.9 inches).
Figures 1 and 2 provide engineering assembly drawings of the two models. Figure 3
provides an illustration of the Hem-o-lok clip in the open and closed position.

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

N

o
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PART 2
DEVICE DESCRIPTION

3. COMPONENTS AND MATERIALS
The following assembly process narrative is provided for the endoscopic model. A similar
assembly process will be employed for the open surgery model.

Table 1 provides a list of components and materials used in the two models.
Biocompatibility testing of materials with patient contact is included in Part 5.

Questions Contact FDA/CDRH/DID at CDRpEFOISPATUS@fda.hhs.gov or 301-796-8118 C
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Questions Contact FDA/CDRH/DID at CDORH-E¥STATUS@fda.hhs.gov or 301-796-8118
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PART 2
DEVICE DESCRIPTION

Figure 2 — Assembly Drawing of Endoscopic Model

Questions Contact FDA/CDRH/DID at CDRHF;FOISZTA‘;I'US@fda.hhS.gov or 301-796-8118
age 2 -
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PART 2
DEVICE DESCRIPTION

Open position Closed Position
B.
A.
A. 5.5 mm (Medium-Large, Endo) B. 7 mm (Endo)
7.3 mm (Large, Open) 10mm (Open)

Figure 3 - Clip Drawings

Questions Contact FDA/CDRH/DID at CDRHPROESTAFUS@fda.hhs.gov or 301-796-8118
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PART 3
DEVICE LABELING

Introduction
This section contains draft labeling, directions for use, and promotional material for the

proposed automatic clip applier. Predicate directions for use labeling for the Hem-o-lok®
reusable applier and clip system and U.S. Surgical Endoclip® automatic clip applier are
provided to demonstrate substantial equivalence.

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

74
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PART 3
DEVICE LABELING

Proposed Automatic Ligating Clip Applier
Device Labeling

Questions Contact FDA/CDRH/DID at CDRHe@EST AFUS@fda.hhs.gov or 301-796-8118
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PART 3

DEVICE LABELING
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Questions Contact FDA/CDRH/DID at CDRHgRgEST A3US@fda.hhs.gov or 301-796-8118
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PART 3
DEVICE LABELING

Representative Instructions for Use
Medium Large Automatic Endoscopic Clip Applier

DESCRIPTION

Weck Endo5 Hem-o-lok ML Medium Large automatic endoscopic ligating clip appliers are
sterile, disposable devices containing 15 Hem-o-lok ML non-absorbable polymer ligating
clips. These appliers automatically advance a new clip when the trigger is pulled back haif-
way to the handle. In addition, these appliers feature a shaft which rotates when the turn
knob is rotated.

INDICATIONS

Weck Endo5 Hem-o-lok ML Medium Large automatic endoscopic ligating clip appliers are
indicated for use as delivery devices for Hem-o-lok ML Medium Large non-absorbable
polymer ligating clips. These appliers are designed for use with 5/5.5mm cannulas.

Hem-o-lok ligating clips are intended for use in procedures involving ligation of vessels or
tissue structures. Surgeons shouid 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.

CONTRAINDICATIONS
This product is not intended for use as a fallopian contraceptive tubal occlusion device.

CAUTION

The clip must be latched to ensure proper ligation of the vessel or tissue. Inspect the ligation
site after application to ensure proper closure. Weck recommends ligation of the renal artery
with two (2) clips on the patient side in a nephrectomy. Application of a second clip on all
other vessels should be dictated by the surgeon’s judgement in all other cases.

The Hem-o-lok polymer ligating clip is not designed for use as a tissue marker. Weck
recommends a Smm Hem-o-lok endoscopic clip remover, Catalog #544121, be readily
available during endoscopic surgery involving the use of Hem-o-lok clips.

Always check the alignment of the applier jaws before use. If this is not done, patient injury
may occur. Always confirm that the clip remains in the applier jaws after insertion of the
applier and clip through a cannula. Do not attempt to close the jaws on a vessel or anatomic
structure without a clip properly loaded into the jaws. Closure of empty jaws on a vessel or
anatomic structure is not recommended. Before applying a clip, verify the structural size and
condition of the vessel or structure and use the proper clip size.

Ligating clip systems differ in closure characteristics according to clip design and other
variables. It is the responsibility of the user to select structures for the application of clips and
confirm clip security after placement, and after the use of other surgical devices in the
immediate area of the application.

NOTE: Endo5 Hem-o-lok ML automatic endoscopic ligating clip appliers are sterile, single
use and disposable. DO NOT resterilize.

Questions Contact FDA/CDRH/DID at CDRHPagéSTAFUS@fda.hhs.gov or 301-796-8118 77&
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NOTE: The Hem-o-lok ML clip is a locking clip and is not recommended for use in
intraoperative cholangiograms with bulbous (shouldered) tipped catheters. In the event of an
unsuccessful ligation attempt, clear the applier jaws and apply a new clip.

CARE AND HANDLING

Applier jaws are delicate and can easily become damaged, as can some other applier
components. Mishandling of appliers may result in improper load and/or closure of the
ligating clip. Please examine the applier before surgery for potential damage. Pay particular
attention to the jaws. Damaged or misaligned jaws may not allow clips to close acceptably
for occlusion of intended structure.

INSTRUCTIONS FOR USE

The Hem-o-lok ML Medium Large clip is generally suited to vessels and tissue structures
from 3 — 10mm in diameter. Surgeon judgement should dictate clip selection for specific
applications.

Loading clips and inserting the applier down the cannula

1. The applier is supplied with the jaws empty. To load the applier, grasp the applier and pull
the trigger half-way to the handle. A clip will advance into the jaws from the shaft. Loading a
clip into the jaws may be performed before or after the applier shaft is advanced down a
cannula.

2. Ensure the clip is positioned in the jaws as shown (illustration 1).

3. Compress the applier trigger and insert the applier jaws and shaft down the cannula.
Maintain compression on the trigger until the jaws clear the cannula. NOTE: If no clip is in
the jaws, it is not necessary to compress the applier trigger before inserting into the cannula.

Clip positioning and closure

4. Sufficiently skeletonize the structure to be ligated to allow the locking mechanism of the
clip to be clear of tissue. Do not use the clip or applier as a dissecting instrument.

5. During application, orient the single tooth of the ML clip as shown (illustration 1). This
allows the user to visually confirm encapsulation of the structure being ligated. Position the
clip around the tissue to be ligated in a manner that provides clear visualization of the locking
mechanism (illustration 2). Apply sufficient force to the applier trigger so the jaws close and
the clip locks shut (illustration 3). Releasing pressure on the trigger allows the applier to
return to a reset position. When the applier is in the reset position, squeezing the trigger will
automatically load the next clip into the jaws. NOTE: Always load clip into jaws prior to
placing over vessel. Leave a distal cuff of tissue approximately 1-2mm from the ligating clip if
the tissue is divided (illustration 4), i.e. do not use the side of the clip as a cutting guide.

6. A bright orange indicator entering the jaw will indicate that the applier is empty.

Questions Contact FDA/CDRH/DID at CORHAQEI AFUS@fda.hhs.gov or 301-796-8118
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Withdrawal of the applier up the cannula

7. Withdraw the applier from the ligation site up through the cannula. NOTE: If a clip is visible
in the jaws, it is necessary to compress the applier trigger before withdrawing the applier
through the cannula.

INSTRUCTIONS FOR INTRAOPERATIVE CHOLANGIOGRAM UTILIZING HEM-O-LOK
ML CLIPS AND TAUT® LAPAROSCOPIC CHOLANGIOGRAM CATHETERS

The Hem-o-lok ML clip is a locking clip and is only recommended for use in intraoperative .
cholangiograms with Taut, Inc., NON-bulbous (non-shouldered) tipped catheters, Catalog #s
18305 and 18400. Use of these catheters permit catheter removal without having to remove
a locked Hem-o-lok ml clip. WARNING: Do not use the Hem-o-lok ML clip to secure any type
of catheter other than the specific catalog numbers indicated above. Contact your local Weck
representative for other catheter recommendations.

1. An optional Hem-o-lok ML clip (#1) is secured on the cystic duct to prevent egress of bile
from the gallbladder ductotomy (illustration 5).

2. A Taut Intraoperative Cholangiogram Catheter catalog #18305 is placed through a
standard ductotomy in the cystic duct and secured in place with a Hem-o-lok ML clip (#2)
(illustration 5).

3. After completion of the cholangiogram, the Taut catheter is removed leaving the secure
Hem-o-lok ML clip closed on the cystic duct (illustration 6).

4. A third Hem-o-lok ML clip (#3) is secured in place on the cystic duct (illustration 7).

5. The cystic duct is now divided using the security of the third clip for secure ligation
(illustration 8).

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Draft Hem-o-lok Automatic Promotional Claims
Uses

Auto Open-L, catalog number 543181

Clinical Procedure: - The disposabie Auto Open MLX applier will be a completely disposable,
sterile unit with pre-loaded clips and is intended to be used for general use where a ligating
clip is desired. These procedures include, but are not limited to the following: colon and
rectal surgery, appendectomy, cholecystectomy, radical prostatectomy, nephrectomy,
splenectomy and hysterectomy (TAH Mini-Laperotomy).

Endo5 Automatic, catalog number 543965

The disposable automatic endoscopic applier will be completely disposable, sterile unit with
pre-loaded clips and is intended to be used for general laparoscopic use where a ligating clip
is desired. These procedures include, but are not limited to the following procedures;
laparoscopic cholecystectomy, laparoscopic nephrectomy, laparoscopic appendectomy,
laparoscopic hysterectomy, and laparoscopic splenectomy.

Advertising Claims

e Atraumatic jaws will not damage vessels if closed without a clip.

* A highly visible indicator in the applier jaw signals complete use of clips and prevents
jaw closure.

¢ The Hem-o-lok clip provides the convenience and speed of ligating clips with the
security of suture.

e The Hem-o-lok clip locks through a wide range of tissue to ligate vessels. This
speeds ligation through the application process by minimizing tissue dissection.

e The Hem-o-lok clip has polymer teeth to enhance the security of the clip.

e The Hem-o-lok clip has received very high ratings in a number of different open and
laparoscopic surgical procedures, including colon/rectal-resection, nephrectomy,
prostatectomy, lobectomy, appendectomy, gastrectomy, hysterectomy,
cholecystesctomy and saphenous vein ligation.

e The Hem-o-lok clips which are a non-absorbable polymer, in contrast to absorbable
polymer clips, will not harbor or promote infection in an infected field.

* The Hem-o-lok clip facilitates minimally-invasive surgery by providing clip
compression down a cannula and wide opening within the cavity for encompassment
of tissue. The firm resistance of the Hem-o-lok clip to slide-back in the applier also
facilitates its ability to engulf tissue because it allows the clip to abut tissue firmly
before closure in the applier.

Questions Contact FDA/CDRH/DID at CORHPE@ESTAT US@fda.hhs.gov or 301-796-8118
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Promotional Claims (cont’d)

¢ The Hem-o-lok "living-hinge” virtually eliminates dropped clips in the operative field
which is common to metal clips passing through small cannulas or using in tight or
small operative fields. This saves procedure time, the need for additional clips
reducing overall costs of the procedure.

e The tactile feedback of the locking clip facilitates a quick closure process because it
tells the surgeon that the clip is closed properly - well aligned and not overclosed or
underclosed - uniformly closed each time. Non-absorbable composition of the clip
lends itself to a slim clip construction. This speeds ligation over other methods of
ligature.

e The Hem-o-lok clip ligates all vessels and tissue bundles within the specified range.

e Polyacetal has been previously used in surgical implants such as heart valves and hip
prosthesis.

e Non-absorbable polyacetal does not break down in vivo, and therefore does not
develop the fissures that have been found in studies on absorbable clips to harbor
bacteria.

e Hem-o-lok ligating clips are radiotransparent and do not cause artifacts on CAT
scanning or MRI.

e The Hem-o-lok clips do not scissor when placed on vessels and tissue bundles.

e Superb financial outcomes as demonstrated on the financial analysis worksheet when
comparing manual versus automatic clip appliers.

e The Hem-o-lok clip bosses eliminates clip push-back in applier jaws, even when
forced onto vessels.

e The Hem-o-lok ML clip, when used with an Endo$, clip applier eliminates the need
for larger port/cannulas for ligation.

¢ The Hem-o-lok Large clip is as secure as 2-0 silk suture ligature. In an in-vitro bench
test, The Hem-o-lok clip was equal to that of the 2-0 silk suture ligature over a range
of 100mm Hg to 1000mm Hg. A pressure of 1000mm Hg is approximately 5 times
that is sustainable with human life.

e Latex free and PVC free.

e To allow temporary clip placement, a Hem-o-lok clip remover is available for all clip
sizes.

e Unlike any other metal clip, the Hem-o-lok Ligation Clip is often referred to as “A
“Suture less Tie” with unprecedented security.

Questions Contact FDA/CDRH/DID at CORHFA=@6ST AJUS @fda.hhs.gov or 301-796-8118 /%7
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Predicate Device Labeling (Directions for Use)

Questions Contact FDA/CDRH/DID at CDRRageISTATUS@fda.hhs.gov or 301-796-8118
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INFORMATION BOOKLET + FICHE D'INFORMATION - INFORMATIONSBLATT »

OPUSCOLO ILLUSTRATIVO - FICHA INFORMATIVA

Hém-o-lok

Hem-o-lok Clip Applier and Hem-o-lok Non-absorbable
Polymer Li; ting Clips

Applier Features: Opens Fully for Cleaning and Steritizarion ¢ Color Coded to Match
Appropriate Clip Cartridge. Cantion: Federal (USA) law cestricts this device to sale by or on the
order of 2 physician.

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

Caractéristiques de P"appli Souvre complé pour le nettoyage et b stécilisation +
Porte des codes couleur pous une meifleure identification cartouche/pinge.

Hem-o-lok Clipanlepezangen und nicht absorbierbare
Hem-o-lok Ligaturclips aus Polymer

Charakeristischen der Anlegezange: Kann zu Reinigungs- und Sterilisationszwecken voll-
scindig, geottner werden © Zucimandergeharige Clip-Magazine und Clipanlegezangen sind mic
etnem Farbencode versehen. der die Identifizierang erleichzert.

Pinze posa-clip da legatura Hem-o-lok e clips da legatura

Hem-o-lok in polimero non riassorbibile
Caratteristiche della pinza posa clip: Si apre interamente per a pulizia ¢ la srerilizzaziane *
Corredato da un codice a color corrispondente al colore del caricatore di cip da utilizzare.

Pinzas aplicadoras de clips para ligaduras Hem-o-lok y

clips para ligadura de polimero no abserbible Hem-o-lok
Caracteristicas del aplicador: Se abre completamente para la limpieza y fa esterilizacion » Lleva
cddigos de color para facilicar L identificacion cartucho/pinza.

TFX Medical Lid.
Stiding Road
High Wycombe HP12 35T UK.

sTemiElEe) B /]

Srerilized by EtQ. Single use. Disposable. [em-o-lok ligacing <lip cartridges contain bariur and
are tadiopaque. Read tstructions tor use, Stoce chis booklet in a safe place!

Les cartouches de clips de ligaruse Hem-o-lak contiennent du barium et sont radio-opagues.
Rangez certe brochure dans un endroir sitc

Anmerkung: Hem-o-lok Ligacurclipmagazine enthalien Barium und sind fir Rintgenserahlen
undurchlissig. Bewahren Sic diese Braschiire an einem sicheren Ote auf.

[ aricatori delle clip per legatura Hem-o-lok contengono bario © sono radie-opachi. Conservare le
presenti istruzioni in un luogo sicuro,

Los cartuchos de clips de ligadura Hem-o-lok contiencn bario v son radioopaces. Gudrdese este
folicro en un Jugar apropiade.

WECK CLOSURE SYSTEMS" igg
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INDICATIONS

Weck Closure Systems ™ Hem-o-lok® Ligating Clip Applicrs are indicared for use as
delivery devices tor Hern-o-lok Non-absorbable Polymer Ligating Clips. Other ligating
clips cannot be used with these appliers.

Hem-o-lok ligating clips are intended tor use in procedures involving ligation of vessels
or tissue struceures. Surgeons should apply the appropriate size clip for the stz of the ves-
sel or tissue structure to be bigated such that the clip conplerely encompasses the vessel or
TssUE Stryctute.

CONTRAINDICATIONS

This product is not intended for use as 4 contraceptive tubal vcclusion device.

PRECAUTION

The clip must be larched to ensure proper ligation of the vessel or tissue. Inspect che
ligation site after application o ensure proper closure. The Hem-o-lok Polymmer Ligating
Clip is not designed for use as a tissue marker.

CAUTION

Abways check the alignment of the applier jaws before use. If this s not done, patient
injury may occur. Before applying a clip, verify the struceural size and condition of the ves-
sel or strucrure and use the proper clip size. It is the responsibility of the user to select
structures for the application of clips and confirm secure grip of the clips after placement,
and after the use of other surgical devices in the immediate area of the application.

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

CARE, CLEANING, AND STERILIZATION

Manual-load applicr jaws are delicate and can casily become damaged. Mishandling
of applicrs may result in improper load and/or closure of the ligating clips. Appropriate
care, C]C;lning ﬂnd [nﬂil“’enﬂn(l’ are imp(‘man[ O ensure proper ﬁlllc[i()ll.

All Weck Closure Systems ring-handled manual load reusable ligating clip appliers
are supplied nonsterile, The instrument should be cleaned and sterilized prior to cach
use. Clean the instrument before sterilization and in the same manner as any reusable
instrument and in accordance with hospital practice. A pre-vacuum steam cydle of 4
minutes at 270-275°F is recommended for safe, effective sterilization. Sterilization
cycles other than those rccommended by Weck Closure Systems should be validated
using appropriate laboratory methods.

INSTRUCTIONS FOR USE
L. 1o load the applicr, grasp the applier and carefully insert the jaws of the applier into the
cartridge slot, making sure the jaws are perpendicular 1o the base of the cartridge.

Gently press the appher over the clip until dhere
is an audible click. Do not force the applier ino
the cartridge or onto the dip. The applier should
enter and withdraw from the careridge casily.

2. Remove the applier from the cartridge ensuring
the clip s held securely in the applier jaws
(illustration 1). [t may be necessary to hold the
cartridge to allow the clip 0 be removed.

o

. Position the clip around the tissue to be ligated.
Apply sutficient force 1o the applier bandles so
the jaws close and the clip locks shuc (illustra-
tion 2). Releasing pressure on the applier han-

dles allows the applier to return o a fuily open
pasition. Withdraw the applier from the ligation site.
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LIGATING SYSTEM COMPATIBILITY

There are a number of ligating clips on the marker today in addition to Hem-o-lok ligating
clips from Weck Closure Systems. Your Weck Closure Systems Hem-o-lok applier has been
designed for use exclusively with Hem-o-lok Ligating Clips. Applier color coding matches the
color of the ligating clip cartridge with which it is to be used. Weck Closure Systems does not
assurne responsibility for unsatistactory resules caused by the use of any equipment or clips not
specifically identified by Weck Closute Systems as an integral part of this specific system.

Questions Contact FDA/CDRH/DID at CDRIF#g@ISTARUS@fda.hhs.gov or 301-796-8118
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1. SUMMARY OF SIMILARITIES AND DIFFERENCES
The clips delivered by the proposed automatic applier described in this submission are
substantially equivalent in design, materials, manufacturing and intended use to Weck
Hem-o-lok clips which received marketing clearance under: K802108 (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 original Hem-o-lok clip was insignificantly modified to accommodate automatic
application. A radius was added to the clip profile to reduce the force required to lock the
clip during closure, and the boss height in the endoscopic model was reduced by .0025"
to enable delivery down a 5§ mm cannula. The non-affect of these changes on safety and
effectiveness was confirmed in test data provided in Part 5.

The delivery mechanism of the proposed automatic applier is substantially equivalent to
the following legally marketed predicate devices: K883018 (U.S.S.C. AutoSuture
Endoclip 5mm Disposable Clip Applier); and 21CFR §878.4800 (Weck reusable ligating
clip appliers). The proposed automatic applier and the predicate devices:

e Have the same intended use, to effectuate hemostasis by vessel ligation;
e Have the same primary mechanical functions: clip feeding, approximation
(positioning the clip around the vessel), and closure;

With respect to the automatic predicate, both devices:
e include multiple ligating clips which are supplied as an integral part of the device;
e Employ similar handle, shaft and jaw configurations; and

e Are supplied sterile for single use only.

For substantial equivalence purposes, Table 2 compares similarities and differences of
the proposed automatic applier to the predicate clip systems. Minor differences between
the devices are not considered significant technological differences and do not affect
safety or effectiveness of the subject device.

)
N9
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2. SUBSTANTIAL EQUIVALENCE DECISION TREE

The 510(k) "Substantial Equivalence" Decision-Making Process (Detailed) as outlined in
ODE Guidance Document #K86-3, Guidance on the CDRH Premarket Notification Review
Program, was used to determine substantial equivalence. The answers to the following
questions lead to a determination of substantial equivalence.

a) Does new device have same indication statements?

Yes. Indication statements for the proposed automatic applier are the same as those
of the predicate device. All are indicated for ligation of vessels and tissue structures.

b) Does new device have same technological characteristics, e.g. design,
materials, etc.?

Yes. The clip employed in the proposed automatic applier is an insignificantly
modified version of the single application Hem-o-lok clip. The delivery device design
is similar to the predicate Autosuture device. A comparison of the proposed and
predicate devices in Table 2 shows that the proposed automatic clip applier has the
same basic technological features as the predicate devices.

c) Are descriptive characteristics precise enough to ensure equivalence?

No. The differences noted from the comparison of the proposed and predicate
devices in Table 2 show only minor differences between the proposed and
predicate devices. Performance and biocompatibility testing has been conducted
on the proposed automatic applier to demonstrate that these minor differences raise
no new questions of safety and effectiveness.

d) Are performance data available to assess equivalence?
Yes. Biocompatibility testing demonstrates the acceptability of the materials used in

the proposed automatic applier. Bench and animal testing was initiated to assess
performance. The results of testing are included in Part 5.

Questions Contact FDA/CDRH/DID at CDRagdHI2TATUS@fda.hhs.gov or 301-796-8118
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e) Performance data demonstrate equivalence?

Yes. Product testing included in Part 5 includes biocompatibility, bench and animal
testing. Results demonstrate that the proposed device performs equivalently to the
predicate devices. Biocompatibility test data demonstrate that the materials with
patient contact are non-toxic.

3. SUMMARY OF SUBSTANTIAL EQUIVALENCE STATEMENT

The following points summarize the statement of substantial equivalence for the
proposed automatic applier.

e The intended use and principle of operation of the proposed automatic clip applier
are equivalent to those of predicate devices.

e The proposed device has the same technological characteristics as the predicate
devices.

e The proposed automatic clip applier is functionally equivalent to the predicate
devices, i.e., differences between the proposed device and predicates do not
adversely affect performance and safety.

Questions Contact FDA/CDRH/DID at CDRideHOISTATUS@fda.hhs.gov or 301-796-8118 \{» '
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PART 5
PRODUCT TESTING

Introduction

Testing presented in this part includes reliability, biocompatibility and animal tests conducted
on the proposed automatic clip applier. All testing was conducted on sterilized
representative product.

The endoscopic model was used for all testing except for biocompatibility testing, which
additionally used the open surgery applier. Where applicable, data on devices provides a
basis for comparison for demonstrating substantial equivalence of the performance and
safety of the proposed automatic clip applier.

RELIABILITY TESTING

}/-‘ )

Questions Contact FDA/CDRH/DID at COREeFOISTATUS@fda.hhs.gov or 301-796-8118
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PART §
PRODUCT TESTING

Conclusion:

The results demonstrate that the proposed device maintains a leak rate similar to the
predicate devices. The results show the proposed automatic applier is considered to be
substantially equivalent to the predicate devices in terms of maximum leak rate.

Questions Contact FDA/CDRH/DID at CHageBOBTATUS@fda.hhs.gov or 301-796-8118
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Page 42 redacted for the following reason:

(b)(4)
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PART 5
PRODUCT TESTING

Results:

Conclusions:

The results demonstrate that the proposed automatic appliers perform at a reliability
of 0.95 at a 95% confidence level. Therefore, in terms of reliability performance
under overstress conditions, the proposed automatic applier is considered to be
substantially equivalent.

Questions Contact FDA/CDRH/DID at CORIEFOISTATUS @fda.hhs.gov or 301-796-8118
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Page 44 redacted for the following reason:
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PART 5
PRODUCT TESTING

4. CONCLUSION

It was demonstrated that all materials with direct patient contact passed all tests
recommended in the ISO 10993-1 guidance. All materials with indirect contact were
shown to be non-toxic based on cytotoxicity testing.

Questions Contact FDA/CDRH/DID at CDR&¢ OISTATUS@fda.hhs.gov or 301-796-8118
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PART 5
PRODUCT TESTING
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PART 5
PRODUCT TESTING
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5.0 CONCLUSION:

- acceptable for prolonged and permanent contact
applications.

These tests conclude that t

Questions Contact FDA/CDRH/DID at CDBg—é{g)JSgATUS@fda.hhs.gov or 301-796-8118
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CONCLUSION: THE TEST ARTICLE PASSES THE TEST.

~ Jason Klabon, MS

Questions Contact FDA/CDRH/DID at CDRigd-9I1STATUS@fda.hhs.gov or 301-796-8118
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PART 5
PRODUCT TESTING
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PART 5
PRODUCT TESTING

ANIMAL TESTING

Questions Contact FDA/CDRH/DID at CORMEPOISTATUS@fda.hhs.gov or 301-796-8118
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Pages 56 through 58 redacted for the following reasons:
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PART 5
PRODUCT TESTING

DISCUSSION / CONCLUSIONS

CONCLUSION:

The proposed Hem-o-lok ML Endo 5 Automatic Applier is substantially equivalent to the
predicate devices in the application of ligating targeted structures throughout the range

O IS INtENJeq purpose.

Questions Contact FDA/CDRH/DID at CORFEFOIETATUS @fda.hhs.gov or 301-796-8118
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PART 6
PACKAGING AND STERILIZATION

Page 6 -1
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PART 7
INDICATION FOR USE

Statement of Indications For Use

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

Device Name: Hem-o-lok™ Automatic Ligating Clip Appliers

Weck Hem-o-lok Automatic Ligating Clip Appliers are indicated for use as delivery devices
for Hem-o-lok non-absorbable polymer ligating clips. 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 vesse! or tissue structures to be ligated such

that the clip completely encompasses the vessel or tissue structure.

* Note: The indications section of the labeling for the endoscopic model will refer to endoscopic use.

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)

Questions Contact FDA/CDRH/DID at CDRAFBISTATUS@fda.hhs.gov or 301-796-8118
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PART 8
TRUTHFUL AND ACCURACY STATEMENT

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

I certify that, in my capacity as Vice President of Regulatory Affairs and Quality Assurance at
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.

Che, %M s J2ifor

James L. Lucky, VP Date

(510(k) number)

Questions Contact FDA/CDRH/DID at CDRHEPBISTATUS @fda.hhs.gov or 301-796-8118
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PART 9
SUMMARY OF SAFETY AND EFFECTIVENESS

510(k) SUMMARY

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
Prepared: May 13, 2002

2. Name of the Device, Common, Proprietary (if known), and Classification
Classification Name: Implantable clip
Common Name: Ligating clip
Proprietary Name: Weck Hem-o-Lok® Automatic Ligating Clip Applier
3. Identification of the legally marketed device to which the submitter claims

equivalence

The clips delivered by the proposed automatic applier described in this submission
are substantially equivalent to Weck Hem-o-lok® clips. The delivery mechanism is
substantially equivalent to the U.S.S.C. AutoSuture® Endoclip 5mm Disposable Clip
Applier, and Weck reusable ligating clip appliers.

4. Description of the Device
The Weck device is a sterile, single use, automatic ligating clip applier consisting of a
handle, shaft containing 15 Hem-o-lok® locking polymer clips, and jaw. The major
functions of the device are clip feeding, approximation (positioning the clip around
the vessel), and closure. The applier is discarded after the surgical procedure
whereas the applied non-absorbable polymer clips remain in the patient. Two
models are offered: endoscopic and open surgery.

5. Intended Use of the Device

Weck Hem-o-lok Automatic Ligating Clip Appliers are indicated for use as delivery
devices for Hem-o-lok non-absorbable polymer ligating clips. Hem-o-lok ligating clips
are intended for use in procedures involving ligation of vessels or tissue structures.

9
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PART 9
SUMMARY OF SAFETY AND EFFECTIVENESS

Surgeons should apply the appropriate size clip for the size of the vessel or tissue
structures to be ligated such that the clip completely encompasses the vessel or
tissue structure.

6. Summary of Technological Characteristics
The technological characteristics are equivalent to the predicate devices. The results
of bench and animal testing demonstrate that any differences between the new
device and its predicates do not adversely affect performance or safety.

)

Page 9-2
Questions Contact FDA/CDRH/DID at CDRH-FgOISTATUS@fda.hhs.gov or 301-796-8118
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Pages 65 through 66 redacted for the following reasons:

(b)(4)
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REVISED:3/14/95

THE 510(K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510(K)
BOILERPLATES TITLED *“DOCUMENTATION" AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

“SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

kK D& [/BOT

Reviewer =_@ﬁw M
L

Division/Branch: D,& k AJD /Pp\%

Device Name: ‘ A Zgg ‘fJCAﬂ\ (o /0‘£ QM a]—/s
QJ’A/(/ Qppleln J
Product To Which Compared (510(K) Number If Khown):

YES§ NO
1. Is Product A Device ;/// If NO = Stop
2. Is Device Subject To 510(k)? v// 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? // If 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 KNE
Questions?
9. Accepted Scientific Methodg Exist? If NO = Stop NE
10. Performance Data Available? If NO = Request
Data
11. Data Demonstrate Equivalence? 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 requires an

explanation.

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

Weck Hem-O-Lok Automatic Ligating Clip Appliers are indicted for use as delivery
devices for Hem-o-lok non-absorbable polymer ligating clips. 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 structures to be
ligated such that the clip completely encompasses the vessel or tissue structure.

Note: The indications section of the labeling for the endoscopic model will refer to the
endoscopic use.

Device Description: Provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Is the device life-supporting or
life sustaining? Is the device implanted (short-term or long-term)? Does
the device design use software? Is the device sterile? Is the device for
single use? Is the device over-the-counter or prescription use? Does
the device contain drug or 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.

The ligating clips in this device are single use, sterile, prescription,
life~supporting and sustaining, long-term implant. They are
biocompatible and are made of polylactin.

EXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

10.

11.

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

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

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

Describe the new technological characteristics:

Explain how new characteristics could or could not affect safety or

effectiveness:
ac&“’ "-*g e
Do oot f

Explain new types of safety or effectiveness questions raised or why the
questions are net new:

Explain how descriptive characteristics are not precise enough: Pf

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

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

ATTACH ADDITIONAL SUPPORTING INFORMATION

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510K MEMORANDUM
TO: K021808

FROM: D. Laurie Bernato
ODE/DGRND/Plastic and Reconstructive Surgery Devices Branch

DATE: August 12, 2002
SUBJ:  Weck Hem-O-Lok Automatic Ligating Clip Applier

Recommendation:

Procode: 79 FZP

Class: I

Regulation Number: 878.4300
Regulation Name: Ligating Clip

REVIEW:

1. Does the product contain drugs or biologicals? If yes, what is the drug/biologic.
This product does not contain a drug or biologic.

2. Indication and/or Intended Use Statement

Subject Device

Weck Hem-O-Lok Automatic Ligating Clip Appliers are indicted for use as delivery devices
for Hem-o-lok non-absorbable polymer ligating clips. 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 structures to be ligated such that the
clip completely encompasses the vessel or tissue structure.

Note: The indications section of the labeling for the endoscopic model will refer to the
endoscopic use.

Predicate Devices

Weck Closure System’s Hem-O-Lok® Ligation Clips (K902108-original submission-medium
size clips: K 922186- addition of small and large size clips; K941972- change in ownership:
K982941 and K982944- change in materials and labeling; K993157- change in indications and
contraindications; K003337-promotion for specific operating procedures; 79FZP) 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.

Discussion of equivalency

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The subject and predicate devices have the same indication statements.

3. Technological Characteristics (Design, Materials, Sizes, etc.)
Subject Device
This device is a sterile, single use, automatic clip applier containing 15 Hem-o-lok ligating
clips and a bright orange last clip lockout/indicator. The automatic applier is a delivery service
for the non-absorbable clips cleared by the FDA under K902108. This applier consists of a
handle, shaft containing 15 locking polymer clips and jaw.

Two models of the proposed device will be available. The first model is intended for
endoscopic application of medium large size clips and employs a pistol-grip handle. The
overall lenfth of the device is 44 cm ( 17.3 inches) with a working length of 29.7 cm (11.7
inches). The endoscopic device is designed for use down a 5 mm cannula and includes a knob
to allow 360° rotation of the applier shaft for jaw positioning using the index finger of the
gripping hand,

The second model is intended for open surgery application of large size clips, and employs a
ring handle scissor-type grip. The overall length of the open surgery device is 35 cm (13.8

inches) with a working length of 20.1 ¢m (7.9 inches).

The medium-large endo clip is 5.5 mm while the large, when open, is 7.3 mm.

redicate
Design:
Weck Closure System’s Hem-O-Lok® Ligation Clips (K993157- 79FZP) This clipis a
manually applied hemostatic clip intended to aid healing. The clip is nonabsorbable. The clips
are housed in a cartridge and packaged in a rigid plastic blister with Tyvek coated lidding
which is sold sterile.

evice

Materials:
Polyacetal

Discussion of equivalency
There are no new technological characteristics that would affect safety and effectiveness.

2. Comparitive Performance Data (in vitro, animal and/or clinical)

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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10compatibility testing- I'he sponsor demonstrated that all materials with @
patient contact were biocompatible.

Predicate Device

»

Effectiveness Data
Subject Device
Reliability Testing

Discussion of Equivalency

—

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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These devices are substantially equivalent in their safety and effectiveness.

5. Sterilization
Method — ethylene oxide cycle

B o v

&

Labeling
Prescription
Package Insert (part 3)
Carton/Pouch Labels (page 3-3)

7. Claims
The claims in the labeling are consistent with similar devices.

o

Has sponsor provided all administrative requirements?
o Truthful and Accurate Statement (Page 8-1)

e 510(k) Summary (Page 9-1 109-2)

e Indication for Use Page (Page 7-1)

9. Summary
Both the devices contain ligating clips that are in same in material and sizes. The clip

appliers are Class I, exempt.

10. Contact History/Requests for More Information:

None
_ _(‘—QLL_L‘_V e S _———%—// [ > '/ .
Name Date

Plastic and Reconstructive Surgery Devices Branch

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

510(k) Number: _[K 02\ %0%

The cover letter clearly 1dent1f1es the type of 510(k) submission as (Check the
appropriate box):

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

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

Present Inadequate
or Missing

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 1, Class 11, 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 submussion.

Substantial Equivalence Comparison, including 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.

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

Identification of legally marketed predicate device. *

Compliance with performance standards. * [See Section 514 of
the Act and 21 CFR 807.87 (d).]

VRN <~ SO

Class IIT Certification and Summary. *#*

Financial Certification or Disclosure Statement for 510(k)
notifications with a chmcal study “[See 21 CFR 807.87 (1)]

510(k) Kit Certification *

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

- Required for Class 11T devices, only.

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

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ) Z”
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Section 2: Required Elements for a SPECIAL 510(k) submission:

Present |- Inadequate
or Missing

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

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

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

A statement that the modification has not altered the fundamental
technology of the sponsor’s predicate device.

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

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.

b. Based on the Risk Analysis, an identification of the required
verification and validation activities, including the methods or
tests used and the acceptance criteria to be applied.

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

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

A statement that the manufacturing facility s in conformance
with the design control procedure requirements as specified

in 21 CFR 820.30 and the records are available for review.
This statement 1s signed by the individual responsible for \/ N\(

those particular activities.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 nisk,
sufficient detail should be provided to justify that approach.)

For a submission, which relies on a recognized standard, a
declaration of conformity [For a listing of the required elements
of a declaration of conformity, SEE Required Elements for a
Declaration of Conformity to a Recognized Standard, which
1s posted with the 510(k) boilers on the H drive.]

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

For a submission, which relies on a non-recognized standard that
has been histonically 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 1s not covered by the guidance
document, special control, recognized standard and/or non-
recognized standard, in order to determine substantial \ Q /

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.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ) K{/
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Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Present | Inadequate
or Missing

a) Biocompatibility data for all patient-contacting materials, OR | /

certification of identical material/formulation:

b) Sterilization and expiration dating information:

i)__sterilization pracess

11)Ja]1dat1(m method of sterlization process

111\ SAI

1v) packaging

v\ specify py pyrogen free

) ETO residues

vu) radiation dose

= NNy

) Software Documentation:

Items with checks in the “Present but Deficient” column require additional
information from the sponsor. Items with checks in the “ Missing” column must be
submitted before substantive review of the document.

Passed Screenin /Yes No 2
Revicwerzw %\ WA
Concurrence by Review Branch:_ EnCCT, £hran o )

Date: f / MI/ v

The deficiencies identified above represent the 1ssues 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(1) 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. 1f, 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:
hup://www.fda.gov/cdrh/modact/leastburdensome html

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ) ‘i)
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Internal Administrative Form

YES NO
1. Did the firm request expedited review? - v
2. Did we grant expedited review?
3. Have you verified that the Document is labeled Class lil for GMP —
purposes? '
4. If, not, has POS been notified?
5. Is the product a device? v
6. Is the device exempt from 510(k) by regulation or policy? v
7. Is the device subject to review by CORH? \/
8. Are you aware that this device has been the subject of a previous NSE ) /
decision?
9. If yes, does this new 510(k) address the NSE issue(s), (e.g.,

performance data)?

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

investigation?

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

review? (Blue Book Memo #{91-2 and Federal Register 90N0332,
September 10, 1991.

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

o
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
‘bl 13 \o 2/

‘ v Memorandum
From: Reviewer(s) -Name(s) %W gﬁp«g%‘ -D &
Subject:  510(k) Number g C 4 U S{

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

U Refused to accept.

Dl{equires additional information (other than refuse to accept).
ET; substantially equivalent to marketed devices.

CONoT substantially equivalent to marketed devices.

De Novo Classification Candidate? Oves O ~o

Oother (e.g., exempt by regulation, not a device, duplicate, ctc.)

[s this device subject to Postmarket Surveillance? OJvYES MO
[s this device subject to the Tracking Regulation? LvYEs o
Was clinical data necessary to support the review of this 510(k)? Oves %
Is this a prescription device? LS O ~o
Was this 510(k) reviewed by a Third Party? Ovyes Ko
Special 510(k)? OyYEs A No
Abbreviated 510(k)? Pleasc fill out form on H Drive 510k/boilers LIvEs Ko

This 510(k) contains:

Truthful and Accurate Statement Dchucstcd |2(Enclosed

(regaired for originals received 3-14-95 and after)

dj\' S10(k) summary OR Oa ST10(k) statement

(I The required certification and summary for class 111 devices

B/;li:‘lc indication for use form (required for originals received 1-1-96 and after)
Animal Tissue Source O yEs I ~o

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
o Confidentiality O Confidentiality for 90 days [ Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):
7iﬁ.l&&gmf$%%ﬁ7lm$)ﬁﬂcdp
Review: é,:‘:\ Qf"’“"c A f( (Fii54) j/’ﬁ/’ A~ -

(Branch Chict)

(Branch Code) (Date)
g%wl/,Mmé. .

(Date)

Final Review: ,
(Division Director)
Revised:8/17/99

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 L*/
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to

(D)

Descriptive Information
about New or Marketed
Device Requested as Needed

Does New [pevice Have Same

New Device Has $ame Intended
Use and May be “Sullstantially Equivalent”

Does New Devicg Have Same :

Technological CHaracteristics, NO Could the New
e.g. Design, Matgrials, etc.? — ¥ Characteristics

o

NO Are the Descriptive NO

Characteristics Precise Enough
to Ensure Equivalence?

Effectiveness?

NO .
Are Performance Data
Available to Asses Equivalence? YES
YES
v
Performance
Data Required

o
v

Performance Data Demonstrate \*

NO Do the Differences Alter the Intended
Indicatiod Statement?” " Therapeutic/Diagnostic/etc. Effect YES
(in Deciding, May Consider Impacton |
YES Safety and Effectiveness)?

:S Affect Safety or — Raise New Types of Safety YES »O

Not Substantially
Equivalent Determination

New Device Has O
New Intended Use

(»)

Do the New Characteristics

or Effectiveness Questions?

NO

O,

Do Accepted Scientific
Methods Exist for

Assessing Effects of NO
the New Characteristics?

@ YES

Are Performance Data Available NO
To Assess Effects of New
Characteristics?7***

YES

G

Performance Data Demonstrate

Equivalence? Q < Equivalence? — 4————
YES NO
NO
y
3
“Substantially Equivalent” @
To Dectermination To
- 510(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear.
RS This decision is normally based on descriptive information alone, but limited testing information is sometimes required.

XEE Data maybe in the 510(k), other 510(k)s, the Center’s classification files, or the literature.

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





