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510(k) SUMMARY OF
SAFETY AND EFFECTIVENES INFORMATION

Submitter Information:

Submitter’s Name:  C.R. Bard, Inc., Peripheral Technologies Division
Submitter’s Address: 13183 Harland Drive, Covington, GA 30014
Contact Person: Carol Vierling

Contact Person’s Telephone Number: (770) 385-2347
Contact Person’s FAX Number: (770) 385-2340
Date of Preparation.  October 6, 1999

Device Name:
Bard® memotherm-FLEXX™ Biliary Stent

Predicate Devices:

Bard® Memotherm® Nitinol Stent (Transhepatic Bihary
Endoprosthesis)

Symphony™ Nitinol Stent Transhepatic Biliary System
Medtronic AVE Bridge™ Stent System—Biliary Indication
SM.AR.T. Stent Transhepatic Biliary Stent

Device Descrniption:

The Bard® memotherm-FLEXX™ Biliary Stent 1s a stenting

device designed to maintain the patency of biliary ducts obstructed
by malignant neoplasms. The device includes the self-expanding
Bard® memotherm-FLEXX™ Biliary Stent pre-loaded on a unique
delivery system. This 7 Fr delivery system is compatible witha 7 Fr

introducer and accepts a .035” guidewire. The Bard® memotherm-FLEXX™
Biliary Stent is available in various diameters and lengths.
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Intended Use:

The Bard® memotherm-FLEXX™ Biliary Stent is indicated for use in the
treatment of biliary stricture resulting from malignant neoplasms.

Technological Characteristics Summary:

The Bard® memotherm-FLEXX™ Biliary Stent is a metal mesh stent
mmmmwoMMMLhmmmawmm@mdkm&wwpmmwmw
on a disposable delivery system. It will be available in expanded diameters
of 6,7,8,9, 10 and 12mm and in lengths from 20mm-120mm in 10mm
increments. The delivery system is available in 80cm and 120cm lengths.

Performance Data:

The Bard® memotherm-FLEXX™ Biliary Stent has increased flexibility when
compared to the Bard® Memotherm® Nitinol Stent (Transhepatic Biliary
Endoprosthesis) and tracks easily from the delivery system, even in a tortuous
path. Expansion and compression force test results are comparable to those of the
Bard predicate device. The stent is resistant to corrosion by bile and compressive
forces expected to be encountered within the biliary system.

The delivery system is also more flexible than that of the Bard predicate device.
The delivery system bond joint tensile strengths vary depending on the bond
location (sheath to Y adapter, sheath to distal marker, etc.) but are comparable to
those of the Bard predicate device.
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Fuod and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

NMs. Carol Vierling

Manager, Regulatory Aftairs

Band Perpheral Technologies
oBard. Inc.

13183 Harland Dr., N.E.

Covington. GA 30014

Re:  K993392
Bard® memotherm-FLEXX® Biliary Stent
Regulatory Class: 11
21 CFR 876.5010
Product Code: 78 FGE
Dated: October 7. 1999
Received: October 8, 1999

Dear Ms. Vierling:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above and we 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 o May 28, 1976, the enactiment date of the Medical Device Amendments, or to devices that
Lave been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act and the limitations described below. 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.

The Office of Device Evaluation has determined that there is a reasonable likelihood that this
device will be used for an intended use not identified in the proposed labeling and that such use
could cause harm. T'heretore. in accordance with Section 513(i)(1)(E) of the Act, the following
Himitation must appear in the Warnings section of the device's labeling:

The satety and effectivencss of this device for use in the vascular system
have not been established.

Furthermore, the indication for biliary use must be prominently displaycd in all labeling,
including pouch, box, and carton labels, instructions for use, and other promotional materials, in
close proximity o the trade name, of a similar point size, and in bold print.
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[vow device 1s classified (see above) into either class 1 (Speeial Controls) or class 11
tPremarket Approval), it may be subject to such additional controls. Fxisting major regulations
allecting your device can be tound in the Code of Federal Regulations, Title 21, Parts 800 to 895.
A substantially equivalent determination assumes compliance with the Current Good
Muanulucwuring Practice requirements, as set forth in the Quality System Regulation (QS) for
Medical Deviees: General regulation (21 CER Part 820) and that, through periodic QS
mspections, the Food and Drug Admimstration (FDA) will verify such assumptions. Failure to
comply with the GMP regulation may result in regulatory action. In addition, FDA may publish
turther announcements coneerning your device in the Federal Register. Please note: this
response to your premarket notification submission does not affect any obligation you might
have under sections S31 through 542 of the Act for devices under the Electronic Product
Radiation Contro) provisions, or other Federal laws or regulations.

The FDA finding of substantial equivalence of your device to a legally marketed predicate device
resulls ina classification for your device and permits your device to proceed to the market. This
etter will allow you 1o begin marketing your device as described in your 510(k) premarket
notification if the lunitation statement above is added to vour labeling, as described.

Please note that the above labeling limitations are required by Section S13(1)(1)(E) of the Act.
Pherctore. a new STO(K) 15 required before these limitations are modified in any way or removed

from the device's Tabeling,

I vou desire specitie information about the application ot other labeling requirements to your
device (21 CFR Part 801 and additionally 809.10 tor in vitro diagnostic devices), please contact
the Oftice of Compliance at (301) 394-4616. Additionally. for questions on the promotion and
advertising of yvour device, please contact the Office of Compliance at (301) 594-4639. Also.
please note the regulation entitled, “Misbranding by reference to premarket notification”

(2 CER807.97). Other general information on your responsibilitics under the Act may be
obtained trom the Division of Small Manufacturers Assistance at its toll-free number

CSO0) 6382041 or (301 445-6397 or at its Internet address
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Simcerely yours,
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David W. Feigal. Ir.. M.D.7M.P.H.
Acting Iirector
Oftice of Device Evaluation
Cuenter for Devicees and

Radiological Health
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S10(k) Number (if known): K993392

Device Name: Bard® memotherm-FLEXX® Biliary Stent

FDDA's Statement of the Indications For Use for device:

The Bard® memotherm-FLEXX® Biliary Stent is indicatcd for use in the treatment of
biliary strictures resulting from malignant ncoplasms.

/
Prescnption Use l/_ OR

Over-The-Counter Use
(Per 21 CER 801.109)

(Division Sign-Off) '
Division of Repraductive, Abdominal, ENT,
and Radiological Devices
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