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Appendix E: Summary of Safety and Effectiveness

Common/Usual Name: Intravascular Catheter
Product Trade Name: Twin-Pass™ Dual Access Catheter

Classification Name: Unclassified
Product Code: DQY

Manufacturer: Vascular Sofutions, Inc.
6464 Sycamore Court
Minneapolis, Minnesota 55369
USA

Establishment Registration: 2134812

Contact: Sara L. Coon
Senior Regulatory Affairs Associate
(763) 656-4300 phone
(763) 656-4200 fax

Performance Standards: No performance standards have been developed
under section 514 for this device.

Device Description:

The Twin-Pass Dual Access Catheter is a 3F O.D. catheter that has two
lumens—a short distal lumen and a second full length lumen—each of which are
compatible with a 0.014” standard guide wire. The Twin-Pass catheter has a
working length of 135cm and contains positioning markers at 95 and 105cm
which provide a visual indication of the relative positions of Twin Pass and the
end of a standard 105cm guide catheter. Two radiopaque marker bands at the
end of each wire lumen provide for a radiographic means of locating the position
of each lumen. The softer, distal end of the catheter is coated with a hydrophilic
coating to assist passage through the guide catheter and vessels while the
proximal end of the catheter contains a strain relief and a standard luer hub. A
126cm stiffening mandrel is included which provides support and pushability to
the Twin-Pass.

CONFIDENTIAL

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Intended Use:
The Twin-Pass Dual Access Catheter is to be used in conjunction with steerable

guidewires in order to access discrete regions of the coronary and peripheral
arterial vasculature, to facilitate placement of guidewires and other interventional
devices, and for use during two guidewire procedures.

Summary of Non-Clinical Testing:

Testing conducted included assessments of the design verification of the Twin-
Pass Dual Access Catheter along with biocompatibility assessments. The results
of this battery of tests confirmed the suitability of the Twin-Pass Dual Access
Catheter for its intended use.

Summary of Clinical Testing:
No clinical evaluations of this product have been conducted.

Predicate Device:
The Twin-Pass Dual Access Catheter is similar in intended use and function to
the Lumend Percutaneous Catheter, the Quick-Cross Catheter, and the Dual

Lumen Catheter.

Conclusions:

The Twin-Pass Dual Access Catheter is substantially equivalent to the Lumend
Percutaneous Catheter, the Quick-Cross Catheter, and the Dual Lumen
Catheter. The testing performed confirms that the Twin-Pass Dual Access

Catheter will perform as intended.

CONFIDENTIAL

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

NOV % 3 2605

Vascular Solutions, Inc.

¢/o Ms. Sara L. Coon

Senior Regulatory Affairs Associate
6464 Sycamore Court

Minneapolis, MN 55369

Re: KO052257
Twin-Pass™ Dual Access Catheter
Regulation Number: 21 CFR 870.1250
Regulation Name: Percutaneous catheter
Regulatory Class: Il
Product Code: DQY
Dated: September 30, 2005
Received: October 3, 2005

Dear Ms. Coon:

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 IT (Special Controls) or class Il (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.

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 53 1-542 of the Act); 21 CFR 1000-1050.

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 (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda. gov/cdrh/industry/support/index html.

Sincerely yours,

DAUAR P. \/‘1 (/{/WJ—'{

Bram D. Zuckerman, M.D.

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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il. Indications For Use Statement

-
510(k) Number: KO 224 7

Device Name: Vascular Solutions Twin-Pass Dual Access Catheter

Indications for Use:

The Twin-Pass Dual Access Catheter is to be used in conjunction with steerable
guidewires in order to access discrete regions of the coronary and peripheral
arterial vasculature, to facilitate placement of guidewires and other interventional
devices, and for use during two guidewire procedures.

Prescription Use \/ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

povaag B\ «/(M«M

(Division Sign-Off) _
Division of Cardiovascular Devices

510(K) Number _K¢2 22 57

Page 1 of _ |

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Vascular Solutions, Inc.

c/o Ms. Sara L. Coon

Senior Regulatory Affairs Associate
6464 Sycamore Court

Minneapolis, MN 55369

Re:  K052257
Twin-Pass™ Dual Access Catheter
Regulation Number: 21 CFR 870.1250
Regulation Name: Percutaneous catheter
Regulatory Class: I
Produci Code: DQY
Dated: September 30, 2005
Received: October 3, 2005

Dear Ms. Coon:

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

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

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

‘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 (240) 276-0120. Also, please note the regulation entitled,
“Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

DA E \/‘J C/L’L’L«_L//

r, Bram D. Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Il. Indications For Use Statement

gy
510(k) Number: K0(52‘7/S 7

Device Name: Vascular Solutions Twin-Pass Dual Access Catheter

Indications for Use:

The Twin-Pass Dual Access Catheter is to be used in conjunction with steerable
guidewires in order to access discrete regions of the coronary and peripheral

arterial vasculature, to facilitate placement of guidewires and other interventional
devices, and for use during two guidewire procedures.

Prescription Use \/ AND/OR

Over-The-Counter Use
(Part 21 CFR 801 Subpart D)

(21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

 WWUAA D V. \0 L/{/VI/’\M
(Division Sign-Off) ‘
Division of Cardiovascular Devices

510(k) Number K02 22 57

Page 1of _\

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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: _/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
-h Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

Ms. Sara L. Coon

Sr. Regulatory Affairs Associate
Vascular Solutions, Inc.

6464 Sycamore Court
Minneapolis, MN 55369

Re: K052257
Trade Name: Twin-Pass Dual Access Catheter

Dated: August 17,2005
Received: August 18, 2005

Dear Ms. Coon:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above. We cannot determine if the device is substantially equivalent to a legally marketed
predicate device based solely on the information you provided. To complete the review of your
submission, we require the following additional information.

I.  Please provide additional information to clarify and indicate the following items in the
Appendix F engineering drawing:

[\

In the manufacturing overview, you state that a

3. There is a tapered section before the entrance to the exchange lumen in the Twin-Pass
catheter. Please provide evidence to show that the

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 L\é
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4.  You state that non-sterile Pronto V3 catheters are coated by

S.  In the results of your coefficient of friction (COF) test,

You stated that the coated catheters were

7. You state that biocompatibility testing was done

8.  You state that biocompatibility testing of the hydrophilic coating was

9,  Please clarify if the device is intended for use in the cerebral vasculature. If not, please
add this contraindication to the instructions for use. Alternatively pleas provide
information to support this clinical use.

We believe that this information is necessary for us to determine whether or not this device is
substantially equivalent to a legally marketed predicate device with regard to its safety and
effectiveness.

“N

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(k), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device for
investigational purposes to obtain clinical data if needed to establish substantial equivalence.
Clinical investigations of this device must be conducted in accordance with the investigational
device exemption (IDE) regulations.

If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 510(k); therefore, all information previously submitted must be resubmitted
so that your new 510(k) is complete.

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)

0200 Corporate Boulevard

Rockville, Maryland 20850

If you have any questions concerning the contents of this letter, please contact Shang W. Hwang,
Ph.D. at (301) 443-8243. If you need information or assistance concerning the IDE regulations,
please contact the Division of Small Manufacturers Assistance at its toll-free number (800)
638-2041 or at (301) 443-6597, or at its internet address
"http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

(il B. oain—_

A_//M Bram D. Zuckerman, M.D.

Director _
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

4%

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ms. Sara L. Coon

Sr. Regulatory Affairs Associate
Vascular Solutions, Inc.

6464 Sycamore Court
Minneapolis, MN 55369

Re:  K052257
Trade Name: Twin-Pass Dual Access Catheter
Dated: August 17, 2005
Received: August 18, 2005

Dear Ms. Coon:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above. We cannot determine if the device is substantially equivalent to a legally marketed
predicate device based solely on the information you provided. To complete the review of your
submission, we require the following additional information.

1. Please provide additional information to clarify and indicate the following items in the
Appendix F engineering drawing:

po o

2. Inthe manufacturing overview, you state that a reflow process is used to create the

-

3. There is a tapered section before the entrance to the exchange lumen in the Twin-Pass
catheter. Please provide evidence to show

1A

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4.  You state that non-sterile Pronto V3 catheters are coated

5. Inthe results of your coefficient of friction (COF) test, the COF for

before the

6.  You stated that the coated catheters were accelerated aged for
COF test. However,

7. You state that testing was done using

8. You state that testing

9. Please clarify if the device is intended for use in the cerebral vasculature. If not, please
add this contraindication to the instructions for use. Alternatively pleas provide
information to support this clinical use.

We believe that this information is necessary for us to determine whether or not this device is

substantially equivalent to a legally marketed predicate device with regard to its safety and
effectiveness.

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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You may not market this device unti! you have provided adequate information described above
and required by 21 CFR 807.87(k), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device for
investigational purposes to obtain clinical data if needed to establish substantial equivalence.
Clinical investigations of this device must be conducted in accordance with the investigational
device exemption (IDE) regulations.

If the information, or a request for an extension of time, 1s not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 510(k); therefore, all information previously submitted must be resubmitted
s0 that your new 510(k) is complete.

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

If you have any questions concerning the contents of this letter, please contact Shang W. Hwang,
Ph.D. at (301) 443-8243. If you need information or assistance concerning the IDE regulations,
please contact the Division of Small Manufacturers Assistance at its toll-free number (800)
638-2041 or at (301) 443-6597, or at its internet address
"http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

@m@ﬁ oo

) M Bram D. Zuckerman, M.D.
Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ce: HFZ-401 DMC
HFZ-404 510(k) Staft
HFZ-450 Division
D.O.

Prepared by:SWHwang:myb:09/16/05
Final:myb:09/23/05

FILE COPRY

OFFICE | SURNAME | DATE | OFFICE | SURNAME | DATE | OFFICE SURNAME

(—‘KD /él)d//lxy 6/23/0(’

DATE

U.S5. GPO 1986-169-089

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
Center for Devices and
Radiclogical Health

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

August 18, 2005 Rockville, Maryland 20850
VASCULAR SOLUTIONS, ING. 510(k) Number: K052257

6464 SYCAMORE COURT Received: 18-AUG-2005

MINNEAPOLTS, MN 55369 Product; VASCULAR SOLUTIONS

ATTN: SARA L. COON TWIN-PASS DUAL

ACCESS CATHETER

The Food and Drug Administration (FDA), Center for Devices

and Radiological Health (CDRH), has received the Premarket Notification you
submitted in accordance with Section 510(k) of the Federal Food, Drug, and
Cosmetic Act(Act) for the above referenced product. We have assigned your
submission a unique 510(k) number that is cited above. Please refer
prominently te this 510(k) number in any future correspondence that relates
to this submission. We will notify you when the processing of your premarket
notification has been completed or if any additional information is required.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE
A LETTER FROM FDA ALLOWING YOU TO DO SO.

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff entitled,
"FDA and Industry Actions on Premarket Notification (510(k)) Submissions:
Effect on FDA Review Clock and Performance Assessment". The purpose of this
document is to assist agency staff and the device industry in understanding
how various FDA and industry actions that may be taken on 510(k)s should
affect the review clock for purposes of meeting the Medical Device User Fee
and Modernizatioen Act. Please review this document at
http://www.fda.gov/cdrh/mdufma/guidance/1219 html.

Please remember that all correspondence concerning your submission MUST be

sent to the Document Mail Center (DMC)(HFZ-401) at the above letterhead address.

Correspondence sent to any address other than the one above will not be
considered as part of your official premarket notification submission. Also,
please note the new Blue Book Memorandum regarding Fax and E-mail Policy
entitled, "Fax and E-Mail Communication 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 . htm].

You should be familiar with the regulatory requirements for medical device
available at Device Advice http://www.fda.gov/cdrh/devadvice/". If you have
other procedural or policy questions, or want information on how to check
on the status of your submission, please contact DSMICA at (301) 443-6597 or
its toll-free number (800) 638-2041, or at their Internet address
http://www.fda. gov/cdrh/dsmamain.html or me at (3013)594-1190,

Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devices and Radiclogical Health

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

A6
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August 17, 2005

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation

510(k) Document Mail Center (HFZ-401)
9200 Corporate Boulevard

Rockville, Maryland 20850

Re: 510(k) Premarket Notification
Twin-Pass™ Dual Access Catheter

Dear Sir or Madam:

Pursuant to Section 510(k) of the Federal Food, Drug, and Cosmetic Act, and in
accordance with 21 CFR 807, Subpart E, Vascular Solutions hereby submits the
attached Premarket Notification.

Vascular Solutions, qualified as a small business, has submitted under separate
cover, the user fee relevant to this submission. A copy of the User Fee Cover
Sheet is provided Appendix A.

This Premarket Notification, provided in duplicate, contains trade secrets and
confidential commercial information that should be protected in accordance with
21 CFR 20. Vascular Solutions hereby authorizes FDA to communicate via e-
mail, fax or telephone if any questions or additional information is required
regarding this submission.

Sincerely, |
’ /@Wt/
‘ 1§
Sara I.. Coon

Sr. Regulatory Affairs Associate
scoon@vascularsolutions.com
(763) 656-4399 phone

(763) 656-4253 fax

O ] S
LR R

6464 Sycamore.C“ou"rf . Minhéapolis, Minnesota 55369

PHONE: 763/656-4300 » FAX: 763/656-4250 « www.vascularsolutions.com - \e

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18:;;'-)
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. Truthful and Accurate Statement

| certify that, in my capacity as Senior Regulatory Affairs Associate of Vascular
Solution, Inc., | 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.

ignature

Sara L. Coon
Name

0&// s

" Date
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. Indications For Use Statement

510(k) Number:

Device Name: Vascular Solutions Twin-Pass Dual Access Catheter
Indications for Use:

The Twin-Pass Dual Access Catheter is to be used in conjunction with steerable
guidewires in order to access discrete regions of the coronary and peripheral

arterial vasculature, to facilitate placement of guidewires and other interventional
devices, and for use during two guidewire procedures.

Prescription Use AND/OR Over-The-Counter Use _
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of
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Ili. Trade or Proprietary Name

The trade or proprietary name of this device is the Vascular Solutions Twin-
Pass™ Dual Access Catheter.

IV.Establishment Registration
The establishment registration number for Vascular Solutions, Inc. is 2134812,

V. Classification

The predicate devices identified for this submission are product code DQY
(percutaneous catheter) under regulation 870.1250 and are class |l medical
devices. The Twin-Pass Dual Access Catheter is for short-term use, with product
code DQY and is a class || medical device.

Vli.Performance Standards

No performance standards have been developed under Section 514 of the Act
for this product type.

VIl. Product Labeling

The proposed instructions for use manual, describing the device, its intended use
and the directions for use are enclosed in Appendix B. The draft sterile package
labels are included in Appendix C.

VIIl. Predicate Devices

The predicate devices for the Twin-Pass Dual Access Catheter are the Lumend
Percutaneous Catheter (K011562), the Spectranetics Quick-Cross Catheter
(K033678), and the Endologix Dual Lumen Catheter (K991601). Literature
describing these devices is located in Appendix D.

IX.Summary of Safety and Effectiveness

A summary of safety and effectiveness is included in Appendix E, pursuant io
Section 12, of the Safe Medical Devices Act of 1990.

X. Purpose of 510(k)

The purpose of this 510(k) is to notify FDA of a new device that is intended for
use in conjunction with steerable guidewires in order to access discrete regions
of the coronary and peripheral arterial vasculature, to facilitate placement of
guidewires and other interventional devices, and for use during two guidewire
procedures.

CONFIDENTIAL August 17, 2005
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Xl.Device Description

A. General description

The Twin-Pass Dual Access Catheter is a 3F O.D. catheter that has two lumens—a short
distal lumen and a second full length lumen—each of which are compatible with a 0.014”
standard guide wire. The Twin-Pass catheter has a working length of 135cm and
contains positioning markers at 95 and 105cm which provide a visual indication of the
relative positions of Twin Pass and the end of a standard 105¢m guide catheter. Two
radiopague marker bands at the end of each wire lumen provide for a radiographic
means of locating the position of each lumen. The softer, distal end of the catheter is
coated with a hydrophilic coating to assist passage through the guide catheter and
vessels while the proximal end of the catheter contains a strain relief and a standard luer
hub. A 126cm stiffening mandrel is included which provides support and pushability to
the Twin-Pass. An engineering drawing is provided in Appendix F.

Figure 1: schematic diagram of Twin-Pass Dual Access Catheter - not to scale

_

[ 11 ™~ 7 a—

T | ]

Luer Hub Strain Positioning Catheter Markerbands
relief marks body

N\
T

B. Materials

The catheter is constructed of standard materials used in similar medical devices as
described in table 1 (next page).

CONFIDENTIAL August 17, 2005
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Table 1: List of Materials

Component | Material description
Luer hub Polycarbonate
Adhesive Urethane/Acrylate UV Cure Adhesive

(proximal to distal)

Strain relief Polyolefin
Full length lumen
Inner layer Polyimide with PTFE lining
Outer layer Pebax (Graduated from 72 to 55 durometer

with blue colorant and BaSO,)

Positioning marks

Pebax 72 durometer (with white colorant)

Rail lumen
Inner layer Polyimide with PTFE lining
Outer layer Pebax (55 durometer with blue colorant and
BaS0O,)
Markerbands Piatinum/lridium (90% / 10%)
Adhesive Ethyl cyanoacrylate

Hydrophillic Coating

Hydromer Polyurethane Base (2-TS-96) and

Polyurethane/p vinylpyrollidone (3-T8-12

m§04 stainless steel|

“Wire

Adhesive Urethane/Acrylate UV Cure Adhesive
Luer Cap Polystyrene

C. Mechanism of Action

The Twin-Pass catheter is designed to assist the placement of a second guide wire in
the event that the procedure requires positioning more than one guidewire. During use,
the short distal wire lumen of the Twin-Pass catheter is advanced beyond the guide
catheter over the existing guide wire allowing the physician to preserve the position of
the first guide wire while the second wire is advanced through the full length iumen. The
second guide wire is advanced after the stiffening mandrel is removed from Twin pass.
Once both wires have been positioned, Twin Pass is removed and the desired
interventional devices may be delivered to the treatment location.

Based on the research of Burszotta, et.al’, it is anticipated that the following medical
procedures could be performed using a second wire.
» Treatment of bifurcated lesions in order to maintain access to the side branches
and to protect their integrity.
e Placement proximally to stent struts as a position marker for stent deployment in
ostial regions.
Reduction of balloon slippage during angiopiasty for in-stent restenosis.
» Insufficient back-up of the guiding catheter.
Stenting lesions located in vessels with proximal tortuosities/angulations.

' Burzotta F, Trani C, et. al. Use of a second buddy wire during percutaneous coronary interventions: a simple
solution for some challenging situations. ] Invasive Cardiol. 2005 Mar;17(3):171-4,

CONFIDENTIAL August 17, 2005
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e Stenting of lesions located distally in the vessel.
Facilitation on the positioning of distal protection devices.

Stenting of a lesion distally located from a previously implanted stent of from a
coronary segment with both calcification and sharp bend.
e PCl on coronary arteries with anomalous origin.

Xll. Manufacturing Overview

Manufacturing operations are summarized in the manufacturing flowchart below. These
operations are conducted as part of the manufacturing process for the Twin-Pass Dual
Access Catheter. Product packaging occurs in a class 100,000 controlled environment.

Figure 2: Manufacturing Pr

A. Reflow Process (thermo-bond formation)

Reflow processing (or thermo-bonding) is used to create the extraction lumen and the
guidewire lumen and later join these two lumens together. In general the inner Iumen of
the of the subassembly is placed over a mandre
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B. UV Cure Adhesive Bonding Process
Bonded components are assembled with a bead of adhesive on the outer diameter of the

internal component. The components are assembled wi st ion to disperse
the adhesive and cured per a validated process using

C. Hydrophilic Coating Process

Non-sterile Pronto V3 catheters are coated by Hydromer, Inc. at their Somerville, New
Jersey facility using their proprietary hydrophilic coating and process. This two-part
coating, consisting of a primer (2-TS-96) and coating (3-TS-12), has been used on many
other medical devices, including guidewires and introducer sheaths used in
cardiovascular system. The coated catheters are returned to Vascular Solutions, where
they are packaged and sterilized.

D. Packaging

The Twin-Pass Dual Access Catheter will be packaged in an HDPE coil (same as used
for the Pronto catheter (K032763) only shorter in length) inside a poly/Tyvek pouch. A
sterile barrier is provided by a 100 G Nylon/10# LDPE/0.002 HDPE and uncoated Tyvek
Pouch. This is the same pouch material used for the sterile barrier of the Vascular
Solutions, Inc. D-Stat flowable hemostat (approved in PMA P990037/5008) and will be
sealed using the same equipment and process parameters. The device is provided
sterile and is intended for single use only.

E. Sterilization

The Twin-Pass Dual Access Catheter will be terminally sterilized using ethylene oxide
gas in a process designed to provide a Sterility Assurance Level (SAL) of 10 according
to an established and validated sterilization process, which is in compliance with BS EN
556 “Sterilization of Medical Devices—Requirements (SAL) for medical devices labeled
sterile”. The cycle has been be validated according to BS EN 550 “Sterilization of
Medical Devices—Validation and Routine control of Ethylene Oxide Sterilization, Method
C: Half cycle method”.

When a routine cycle is completed, product is shipped to Vascular Solutions along with a
per-run and lot-specific cycle exposure report. The product is not released until a review
of eviden em X

®

CONFIDENTIAL ‘ ' August 17, 2005
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F

EO Residuals

Non-pyrogenic

Xlli. Design Verification Testing and Evaluation
VSI performs testing on all products to ensure safety and effectiveness of the device for
its intended use.

A. Physical Specifications

All testing was conducted on finished product that was manufactured, pac kaged and
sterilized accordin

Insertion /removal with guide catheter and guidewire through tortuosity fixture

Specification:

Protocol:

CONFIDENTIAL August 17, 2005
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Results:

pefio

Baseline
units

6-month
aged
__units

Conclusions:

The Twin-Pass Dual Access Catheter meets the requirements for guidewire
passage, guide catheter passage and tortuous pathway testing at baseline and 6-

months aging.
2. Bend radius

Specification:
The catheter shafts should have a minimum bend radius of _

Protocol:
N

Results:
i Time

that Passed Testing. .}

| Baseline
L_units ‘
6-month
aged
units

Conclusions:

The Twin-Pass Dual Access Catheter meets the requirements for bend radius at
baseline and 6-months aging.

3. Markerband presence

Specification:
CONFIDENTIAL ' ‘ August 17, 2005
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Protocol:

Resuilts:

A single catheter containing radiopaque markers was examined and both
markerbands were visible.

Conclusions:

The Twin-Pass Dual Access Catheter meets the requirements for presence of a
radiopague markerbands.

4. Slide easily through guide catheter

Specification:

Protocol:
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Results:

COF

Baseline (Ib-f/lb) Aged Sampies (lb-f/ib)

Mean

Minimum

| Maximum
Std. dev.

Conclusions:
The application of the Hvdr ing_onto Twin-Pass Dual A

3. Hub to shaft adhesive bond integrity

Specification:

Protocol:

Resulits:

Baseline | 6-month aging ]
Hub to Shaft Bond (ibs. Hub to Shaft Bond (Ibs.

Specification
Sample size (n

| Average
Std deviation

Minimum
Maximum

Conclusions:

The Twin-Pass Dual Access Catheter meets the requirements for hub to shaft
bond strength.
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6. Catheter shaft strength

Specification:

Protocol:

Results:

Baseline
shaft strengt

Specification
Sample size {n)

Average
Std deviation
Minimum
Maximum

Conclusions:

7. Stiffening mandre! adhesive bond strength

Specification:

Protocol:

Results:

Baseline - Stiffening

6-months - Stiffening
Mandrel Bond Strength (Ibs.

Mandrel Bond Strength (Ibs.

| Specification
| Sampie size (n)
Average
| Std deviation

. Minimum
| Maximum

CONFIDENTIAL - August 17, 2005

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 -1 \



Records processed under FOIA Request #2015-9698 7/7/16

510(k) Premarket Notification Twin-Pass™ Dual Access Catheter
_Vascular Solutions, Inc. _ o Page 16 of 28

Conclusions:
The stiffening mandrel meets the requirements for bond strength with all mandrels

8. Stiffening mandrel removal force

Specification:

Protocal:

Results:

Baseline - Stiffening 6-month aging - Stiffening
Mandrel Removal (Ibs.) Mandrel Removal (Ibs.

Specification
Sample size (n)
Average

Std deviation

| Minimum

| Maximum

Conclusions:

9. Leakage under pressure

Specification:

Protocol:

CONFIDENTIAL ' August 17, 2005

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



Records processed under FOIA Request #2015-9698 7/7/16

510(k) Premarket Notification Twin-Pass™ Dual Access Catheter
Vascular Solutions, Inc. o Page 17 of 28

Results:

Baseline
units

Conclusions:

B. Clinical Testing

C. Biocompatibility

“CONFIDENTIAL ‘August 17, 2005
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Table 2: Twin-Pass Dual Access Catheter Biocompatibility Results Summary

TestMethod -
(ISO method).
Hemolysis/direct
contact/rabbit blood |
(18O 10093-4:2002) |
MEM Elution

Cytotoxicity

ISO 10993-5:1999

Rabbit pyrogen/material |
mediated |
| 1ISO 10993-11 '
Lee and White clotting
time/ human blood

ISO 10993-4:2002
Systemic injection/2
extracts

“.{-Article ' -} Acceptance Criteria -

. “Results ' | Conclusion
Igiestes

Intracutaneous injection/
2exctracts

| 1SO 10993-10:2002
Kligman Maximization /
2 extracts /30
animals/historicat (+)
controls

ISO 10993-10:2002

In vitro
hemocompatibility

ISO 10993-4:2002
Prothrombin Time (PT)
- 1S0O 10993-4:2002

Hemolysis /Extract/
Rabbit Blood — ISO
10993-4:2002

D. Shelf Life

Package and Product Integrity
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S —

Package and Product Shelf-Life

XIV. Equivalence

The Twin-Pass Catheter is considered to be substantially equivalent to the Lumend
Percutaneous Catheter (K011562), the Quick-Cross Catheter (K033678), and the Dual
Lumen Catheter (K991601). As can be seen in Table 3 (next page), the indications for
use selected for the Twin-Pass dual access catheter are a combination of the indications
for use of the predicates. In addition, the products are covered by the same regulation,
are made of similar materials, have similar sizes and have similar features.

The data submitted in the following section demonstrates that the Twin-Pass Dual
Access Catheter is a safe and effective means delivering supporting steerable
guidewires in order to access discrete regions of the coronary and peripheral arterial
vasculature, to facilitate placement of guidewires and other interventional devices, and
for use during two guidewire procedures.

" CONFIDENTIAL o - August 17, 2005
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Table 3: Table of Equivalence
‘ )i i ‘.:%‘“3‘ i ki s e . 3
| Proposed Device K011562 K033678 K991601
4 DQY DQY DQY DQY

21 CFR 870.1250

21 CFR 870.1250

21 CFR 870.1250

21 CFR 870.1250

to be used in conjunction with
steerable guidewires in order to
access discrete regions of the
coronary and peripheral arterial
vasculature, to facilitate
placement of guidewires and
other interventional devices, and
for use during two guidewire

to be used in conjunction
with a steerable guide
wire in order to access
discreet regions of the
coronary vasculature. It
may be used to facilitate
placement of guide wires
and other interventional
devices.

... for use in the vascular system.
The catheters are intended to
support a guidewire during
access of the vasculature, allow
for exchange of guidewires, and
provide a conduit for the delivery
of saline solutions or diagnostic
contrast agents.

for use during a two
guidewire procedure

catheter: stainless steei
braid, Pebax, Nylon 12
Hub: polycarbonate

unknown

catheter: Pebax
Hub: polycarbonate
Markerband: gold

coated hydrophilic coating (distal 40 cm) | none

uide catheter intravascular catheter guide catheter
4 Fr shaft 3 Fr shaft tapering to 9Fr
2.81 Frtip 1.9 Fr tip
135cm 135 cm 90 cm
1 lumen 1 lumen 2 lumens
unknown 0.014" 0.035"
radiopaque tip 3 markers 1 marker
unknown unknown unknown
Radiation Ethylene Oxide Ethylene Oxide
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Form Approved: OME Ne. 0916-511 Expiration Date; August 31, 2005. Ser Instructions for OMB Statement,

IOEPARTMENT OF HEALTH AND HUMAN SERVICES
00D AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER:
Write the Payment Identification number on your check.

A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken

to property submit your application and fee payment:

1. Electronically submits the completed Cover Sheet to the Food and Drug Administration (F DA) before payment is sent.

2. include printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration. Remember that
the Payment Identification Number must be written on the check.

3. Mail Check and Cover Sheet lo the US Bank Lock Box, FDA Account, P.O, Box 956733, St. Louis, MO 63195-6733. (Note: in no case
should payment be subrmitted with the application.)

4. If you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet lo: US Bank, Attn: Government Lockbox
956733, 1005 Convention Plaza, St. Louis, MO 63101. (Note: This address is for courier delivery only. Contact the US Bank at 314-
418-4821 if you have any questions concerning courier delivery.)

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL.
httpJ/www.fda.gov/cdm/mdufma!faqs.html#:ia. You are responsible for paying all fees associated with wire transfer.

6. Include a copy of the complete Cover Sheet in volume one of the application when submitting to the FDA at either the CBER or
CDRH Document Mail Center.

>

1. COMPANY NAME AND ADDRESS {include name, street
address, city state, country, and-post office code)

2. CONTACT NAME
Sara Coon

2.1 E-MAIL ADDRESS
scoon@vascularsolutions.com

2.2 TELEPHONE NUMBER (include Area code)

VASCULAR SOLUTIONS INC
6464 SYCAMORE COURT
MINNEAPOLIS MN 55369

763-656-4399
us 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) iy

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: http://www .fda.gov/idc/mdufma

-elect an application type:

{(X] Premarket notification(510(k)); except for third party
[ ] Bioiogics License Application (BLA)

{ ] Premarket Approval Application (PMA)

[} Modular PMA

[ ] Product Development Protocol {PDP)

{ ] Premarket Report (PMR)

3.1 _Sefect one of the types below
[X] Original Application
Supplement Types:

[] Efficacy (BLA)

[]Panel Track (PMA, PMR, PDP)
[]1Real-Time (PMA, PMR, PDP)
[1180-day (PMA, PMR, PDF)

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

[X] YES, I meet the small business criteria and have submitted the required NQ, | am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number. SBD058028

5. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF 80, CHECK THE
APPLICABLE EXCEPTION.
[ 1 This application is the first PMA submitted bya

qualified small business, [] The sole purpose of the application is to support
including any affiliates, parents, and partner firms

conditions of use for a pediatric population

[] This biologics application is submitted under secion 351 of the Public [] The application is submitted by @ state or federal

Health Service Act for a product licensed for further manufacturing use only ggr‘;fr;'::; ;tlye ntity for a device that is not to be distributed

6. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATICN FOR WHICH FEES WERE WAIVED DUE TO SOLE USE.IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject ta the fee that applies for an original premarket approvai application (PMA).)

[1YES [X] NO .

7.ﬁEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2008)

04-Apr-2005

rorm FDA 8601 {08/2003)
CClose)

Print Cover sheet

Page 1 of 2

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix B: Instructions For Use

Document number, 42-0445-01
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Dual Access Catheter

English/Instructions for Use

Vascular Solutions, Inc.
6464 Sycamore Court
Minneapolis, MN 55369 USA
Tel: 763-656-4300

Fax: 763-656-4250
www.vascularsolutions.com
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International Symbols Glossary

CONT MARKER @ ? . Manufacturer

International Symbals Glossary Contents of package Radiopaque Marker Latex Free Keep Dry Manufactured by Vascutar

Solutions, Inc.

R® 2.
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TWIN-PASS™ Dual Access Catheter Model 5210
Instructions For Use

USA CAUTION

Federal (USA) law restricts this device to sale by or on the order of
a physician,

CAUTION

The TWIN-PASS dual access catheter should be used by
physicians with adeguate training in the use of the device.

DEVICE DESCRIPTION

The TWIN-PASS dual access catheter Is a hydrophilically coated,
dual lumen catheter designed for use in the arterial vasculature.
The catheter provides support for 0.014" / 0.36mm guidewires
during interventional procedures, and the dual lumen design aliows
for the delivery of a second guidewire into distal vasculature while
leaving the initial guidewire in place.

The TWIN-PASS catheter comes pre-loaded with a stiffening
mandrel in the thru-lumen to provide support and pushability during
catheter insertion.

The TWIN-PASS catheter is compatible with guidewires and guide
catheters with the following dimensions:

TWIN-PASS

RX LUMEN
I L =
THRU-LUMEN
STIFFENING MANDREL
TWIN-PASS Max. Guidewire Min. Guide
Model Diameter Catheter |.D.
5210 0.014"/036mm | 0.055"/1.40mm

The TWIN-PASS catheter has a radiopaque marker band located
approximately 1mm proximal to the distal tip and a second
radiopaque marker band located at the thru-lumen exit port 10mm
proximal o the distal tip. There are also two sets of white
positioning marks located at 95¢cm (single mark) and 105¢m
(double marks) from the distal tip. The proximal end of the catheter
incorporates a strain relief and a luer-lock entry port for flushing.

INDICATIONS

The TWIN-PASS catheter is intended to be used in conjunction
with steerable guidewires in order to access discrete regiens of the
coronary and peripheral arterial vasculature, to facilitate placement
of guidewires and other interventional devices, and for use during
two guidewire procedures.

CONTRAINDICATIONS
Pressure injections.

WARNINGS

Do not advance the TWIN-PASS catheter without a guidewire in
place through the RX lumen. Advancement of the catheter without
a guidewire in the RX lumen may result in intimal damage, arterial
dissection, or perforation.

The TWIN-PASS catheter is supplied sterile for single use only. Do
not reuse, reshape or re-sterilize the device. Re-sterilization or
reshaping may change the physical characteristics of the material
and should not be attempted,

The TWIN-PASS catheter has not been tested for pressure
injections. If a 0.014"/ 0.36mm guidewire cannot be passed
through the catheter, da not attempt to resolve the blockage by
flushing the catheter in vivo. Catheter rupture and arterial injury
could result. Identify and resolve the cause of the blockage or
replace the catheter with a new one.

Never advance or withdraw an intravascular device against
resistance until the cause of the resistance is determined by
fluoroscopy. Movement of the catheter or guidewire against

4
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resistance may resutt in separation of the catheter or guidewire tip,
damage to the catheter, or vessel perforation.

COMPLICATIONS

As with all catheterization procedures, complications may occur
when using the TWIN-PASS catheter. These may include:

. locai or systemic infection

e intimal disruption

* arterial dissection

*  perforation and vessel rupture

+  arterial thrombosis

»  distal embolization of blood clots and plague

+«  Myocardial Infarction

. arterial spasm

*  catheter fracture with tip separation and distal embolization

PRECAUTIONS

The TWIN-PASS catheter deployment procedure should be
performed by physicians thoroughly trained in percutaneous,
intravascular techniques and procedures.

Do not use the TWIN-PASS catheter if the packaging has been
damaged.

Inspect the catheter prior to use for any bends or kinks. Do not use
a damaged catheter because vesse! damage and/or inability to
advance or withdraw the catheter may occur.

Care should be taken not to crush the catheter. Excessive
tightening of a hemostatic valve onto the catheter shaft may resuit
in damage to the guidewire lumen and difficulty while inserting the
catheter or guidewires.

Both catheter lumens shoutd be flushed with sterile, heparinized
saline prior to use.

Precautions to prevent or reduce clotting should be taken when
any catheter is used in the vascular system, Use of systemic
heparinization and heparinized sterile solution should be
considered.

Exercise care while handling the catheter during a procedure to
reduce the possibility of accidentaf breakage, bending or kinking.

When the catheter is in the body, it should be manipulated only
under fluoroscopy. Do not attempt to move the catheter without
observing the resuitant tip response.

CLINICAL PROCEDURE

The following instructions provide technical direction but do not
obviate the necessity of formal training in the use of the
TWIN-PASS catheter. The techniques and procedures described
do not represent ALL medically acceptable protocofs, nor are they
intended as a substitute for the physician’s experience and
judgment in treating any specific patient.

Each TWIN-PASS dual access catheter includes the follc;wing
components:

*  Singie-use disposable catheter

+  Stiffening mandrel

»  Dispenser coil with flushing luer

Other materials required but not provided are:

*  Guiding catheter with an |.D. of at least ¢.055" / 1.40mm fitted
with a rotating hemostatic valve (RHV) {Tuchy-Borst type)

. 0.014" / 0.36mm guidewires

= 10mi syringe (for flushing the dispenser coil and the catheter
lumen)

. Sterile heparinized saline (for systern flushing)

PREPARATIONS FOR USE

1. Carefully inspect the TWIN-PASS catheter packaging and
components for damage prior to use. Utilizing sterile
technique, remove the TWIN-PASS catheter dispenser coil
from its packaging and transfer it to the sterile field.
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2. Remove the stiffening mandrel from the catheter. DO NOT
DISCARD.

3. Altach a 10mil syringe filled with sterile heparinized saline to
the luer-lock guidewire entry port of the TWIN-PASS catheter
and thoroughly flush the catheter.

4. Aftacha 10ml syringe filled with sterile heparinized saline to
the flushing luer on the dispensing coil and completely flush
the coil to activate the hydrophilic coating on the TWIN-PASS
catheter.

5. Insert the stiffening mandrel through the Iuer-lock and into the
TWIN-PASS catheter and lock it in place.

8. Remove the TWIN-PASS catheter from the dispensing cail
and inspect for any bends or kinks.

7. Remove the packaging mandrel from the rapid exchange
lumen of the TWIN-PASS catheter while under sterile saline.

DEPLOYMENT PROCEDURE

The following TWIN-PASS catheter deployment steps assume 2
standard PTCA protocol using the following items: a guiding
catheter, an inserted 0.014" guidewire, a 300cm x 0.014" wire to
be delivered, and a rotating hemostatic valve (RHV) (Touhy-Borst
type).

As with any interventional procedure, proper anticoagulation and
anti-platelet therapy should be administered prior to beginning.

Note: Familiarity with traditional long and short guidewire exchange
technigues is required for successful deployment of the TWIN-
PASS catheter and the delivery of a second guidewire.,

TWIN-PASS DEPLOYMENT STEPS

1. Backload the rapid exchange segment of the TWIN-PASS
catheter onto the proximal end of the 0.014" / 0.36mm
guidewire that is already in place in the distal vasculature.

WARNING: Do not advance the TWIN-PASS catheter
without a guidewire in place through the RX lumen.
Advancement of the catheter without a guidewire in the
RX lumen may result in intimal damage, arterial
dissection, or perforation.

2. Carefully advance the catheter until both marker bands are
visible in the desired distal vascuiar space.

WARNING: Never advance or withdraw an intravascular
device against resistance until the cause of the
resistance is determined by fluoroscopy. Movement of
the catheter or guidewire against resistance may result in
separation of the catheter or guidewire tip, damage to the
catheter, or vessel perforation.

3. Slowly remove the stiffening mandrel.

Insert the desired exchange length guidewire into the luer-
lock of the TWIN-PASS catheter. Advance the guidewire until
it exits the thru-lumen into the distal vascular space.

5. Fix both guidewires using standard guidewire exchange
techniques and carefully withdraw the TWIN-PASS catheter
until the distal tip exits the hemostatic vaive and both wires
can be secured.

When notin use during this procedure, wipe the TWIN-PASS
catheter with a sterile gauze pad saturated with heparinized saline,
flush the thru-lumen well, reload the stiffening mandrel into the
thru-lumen, and store in the dispensing tube in a saline bath.

PACKAGING & STORAGE
The TWIN-PASS has been stetilized with ethylene oxide.
Store in a cool, dry place.

LIMITED WARRANTY

Vascular Solutions, Inc. warrants that the TWIN-PASS catheter is
free from defects in workmanship and materials prior to the stated
expiration date. Liability under this warranty is limited to refund or
replacement of any product which has been found by Vascular
Solutions, In¢, to be defective in workmanship or materials.
Vascular Solutions, Inc. shall not be liable for any incidental,
special, or consequential damages arising from the use of the
TWIN-PASS catheter. Damage to the product through misuse,

5
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alteration, improper storage, or improper handling shall void this
limited warranty.

No employee, agent, or distributor of Vascular Solutions, Inc. has
any authority to alter or amend this limited warmranty in any respect.
Any purported alteration or amendment shall not be enforceable
against Vascular Solutions, Inc.

THIS WARRANTY IS EXPRESSLY IN LIEU OF ALL OTHER
WARRANTIES, EXPRESSED OR IMPLIED, INCLUDING ANY
WARRANTY OF MERCHANTABILITY OR FITNESS FOR A
PARTICULAR PURPOSE OR ANY OTHER OBLIGATION OF
VASCULAR SOLUTIONS, INC.

PATENTS AND TRADEMARKS

International and U.S. patents pending.

Twin-Pass™ is a trademark of Vascular Solutions, Inc.
See the International Symbols Glossary on page 3.
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Vascular Solutions, inc.

6464 Sycamore Court

Minneapolis, Minnesota 55369 USA
Tel: 763-656-4300

Fax: 763-656-4250
www.vascularsolutions.com

@ 2005 Vaseular Solutions, inc. 42-0445-01 Rev A

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification Twin-Pass™ Dual Access Catheter
Vascular Solutions, Inc.

Appendix C: Draft Package Labels

CONFIDENTIAL

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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| Vascular Solutions, inc. | Spec. No. 41-0484 | Rev. 01 | Page 2 of 2 |
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Minneapolis, MN 55369 USA
Office: (763) 656-4300 i
Customer Service:
US: (888) 240-8001
Germany: +49 234 9712 731

TwinPass’ =

Dual Acce;s Catheter ﬁ vascular

Lebed Cantent 410484 11

FR1020 Rev. B

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification Twin-Pass™ Dual Access Catheter
Vascular Solutions, Inc.

Appendix D: Predicate Device Literature
Lumend Percutaneous Catheter, K011562
Quick-Cross Support Catheter, K033678

Dual Lumen Catheter, K991601

CONFIDENTIAL

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The following pages have been redacted from Lumend 510(k) number K011562.

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEFINITION OF SYMBOUS DdcsABEkler FOIA Request #9815

Sterilized with gamma radiation

Lot number
Single use only

Read instructions prior to use

Date of Manufacture

Expiration Date

NEs o8 %

REF Model Number

LIMITED WARRANTY

LuMend, Inc. warrants that reasonable care has been used in the
manufacture of this device. There is no express or impiied
warranty, including fithess for a particular purpose, on this LuMend
product. The description or specifications are meant sofely to
generally dascribe the product at the time of manufacture and do
not constitute any express warrantias, LuMend is not responsible
for any direct, incidental, special, or consaquential loss, damage,
or expense based on any defect, fallure, or malfunction of this
product, other than as expressiy provided by mandatory provisions
of applicable law. No person has the authority 1o bind LuMend to
any representation or wamanty except as indicated In this Limited
Warranty.

LuMend
Manufacmrad;y:

LuMend, inc.
400 Chesapeaks Drive
Redwood City, CA 94083 USA

Toll Free: 877.458.6363
Telephone: 850.364.1400
Fax: 650.555.9968
“www.l.uMend.com

All rights reserved. Patents Pending. @ LuMend, inc.

PRTOOD762-A

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 ﬁ'-8\ o
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’ ™
-LuMend

Peicully den L Tronary Catheler

INSTRUCTIONS FOR USE

Caution : Federal (USA) law restricts
this device to sale by or on the order of
a physician.
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Percutaneous Coronary Catheter

DESCRIPTION
The LuMend Percutansous Coronary Catheter is a sterila, sinple-use,
{isposable device Intendad to be usad In conjunction with a steerable guide
dre in order to access discreet regions of the coronary vasculature, 1t may
~* be used to faciitate placement of guide wires and other interventional
devices.

LuMend Percutaneous Coronaty Catheter consists of;
- & lorqueable shaft which tenminates distally into 3@ small curved, flexible

radiopague Hp,
- aguide wire lumen contalned within the catheter shaft, and

- a proximal lver connecior

FLUGQRORCOMIC

LUER CONNECTOR oL O TIP

IO

CATHETER
BHMAFT

S L
7/

B

PERATICN
The LuMeand Percutanapus Coronary Catheler curved distal tip Is fiexible
and straightens easlly to allow tracking over a guide wire. The catheter
may be tracked over a gukde wirs which has airsady been advanced 1t the
tarpet sita, or the guide wire may be pre-loaded In the catheter and both
devices advanoced to the chosen sitte via standard interventional
procedures. When advancing the catheter forward or backwand through the
vasculaturs, the distal ip should always be tracked cver the guide wire, The
distal ip of the catheter s advanced until it reaches the distal end of the
Quide wira. The guide wire may be retracled Inko the davice, allowing the
curved tip of the catheter to reform. Using Rucroscopic guidance, the
curvad tp of the catheter Is directsd as desired and the gulda wire is

dvanced to accass the desired vasculature. Afier the guide wire has been

—pigced, the catheter Is retracted leaving the guide wire placed to facllitate

the use of therapeulic devices.

CONTENTS
One (1) Percutaneous Coronary Catheler.  See package laboling for model
and size.

INDICATIONS FOR USE
The LuMend Parcutansous Coronary Catheter is intended to be used in

corjuncion with a steerabis guide wire In order Io access discreet regions
of the coronary vasculature. It may be used Io facilitate placement of puide
wiras and other Interventional devices.

INDI ON:
The device Is not intended for use In the cersbral or peripheral vascuiatura.
WARNINGS

: » The safely and sffectiveness of this device have rot been stablished,

» Single use only. Do not resterilize, autodave, or reusa. This may result in
impaired performanca and could cause patient Injury and/or the
commesnication of Infectious diseasas from one patlent to another,

* Do not usa Ihis devics 1o cross a leslon within a stent.

PRECAUTIONS

« Caution: Federal {USA) law restricts this device to sale by or on the orger
of a physician.

* This cathetar ahould enly be used by physidians tralned In coronary
percutansous interventional lechniques in a fully equipped cathetertzation
laboratory.

* Do not use without completaly reading and understanding this documant.

= Silore in a cool, dark, dry place, Do not use If package s opened ar
da&mzed. Use by the last day of the month of the "Usa By” date on the

- P8 e.

* Inspact the catheter for functionakity, Integrity, size, and shape prior lo
use o ensure that it is undamages and suitable Tor the specific
procedure,

guide wire out of the fluoroscopic curved disial ip, and withdrawal of the
cathetar should always be performed under high-quality Ruoroscopic
guidance

« Torquing the catheler excessively may cause damage to the product.
Withdraw the catheter shouid it become kinked.

« Do not rotate the cathater more than 3 times without noting a response at
the distal tip as verifled by fluoroscopy.

« If strong resistance is fell during manipulation, determine the cause of the
resistance before proceeding further, if the cause cannot be determined,
withdraw the catheler.

« Do not exposa the catheter to organic solvents {(e.g., alcohol),

» Excessive bending or kinking of the catheter may affect performanca.

ADYERSE EFFECTS

This product is designed for use by physicians tralned in and tamiliar with
percutanecus coronary Interventional tachniques. Possibie complications
include, but are not limited to, the following:

» vessal dissection, perforation, or = pyrogenic reaction

injury » sepsis or infection
» vascular thrombasis + allergic reaction to contrast
« embolism medium
* puncture site hemorrhage of » pain and tenderness
hematloma at the Inserticn site
DIRECTIONS FOR USE

FLUDROBCOPIC

LUEMN CONNECTOR
DURVED TIF

— i =~ O —— /L
/ I D
AUIDE WIAL CATHETCR -~
BHAFT ouIDE Wik

The
guide wire Is advanced out of the curved lip.

1. Inspect the cathelor package before opsning. Do not use H package is
opened or damaged.

2. Usa starile tachnique to carefully remave the cathetar from the
packaging. Inspect the catheter to snsure the catheter axhibits no
signs of damage.

3. Remove the curved stylet from the distal end of the catheter and
discard.

4. Flush the catheler with heparinized saline through the proximat luer
connector.

E. Wips the catheter with heparinized saline or submerge in heparinized
saline tc hydrate the hydrophilic coating just prior to use.

+  Advancement and manipulstion of the catheter, advancement of
the guide wire out of the Ruoroscopic curved distal tip, and
withdrawal of the catheter shouid aiways be performed under
high-qualtty fluoroscopic guldance,

5. introduoe the LuMend Pescutaneous Coronary catheter over a guide
wire, which has been advanced to the appropriate vascular gite, Ifa
guide wire is not in place in the patient, lsad the giide wire into the
catheter and introduce both into the patient using standard
Interventional mathods. When advanced or retracted, the distal end of
the catheter must always be tracked over the guide wire.

7. Advance tha dista ip of the LuMend Percutaneous Coronary Cathater
avar tha Quide wire to the desired vascular slte, Retract the guidewira
to allow the distal curve of the catheter to reform,

8. Using flworoscopic guidance, (multiple, orthogonal views may be
utilized) align the exit port of the fluorascopic curved tip to re-direct the
guide wire as desired,

9. Advance the guide wire thiough the exit port of the fivoroscopic curved
tip to access the desired vascular site.

¢ Monitor guide wire advancementretraction using fluorascopic
guidance.

10.  While maintaining the guide wire's access in the vascular site, fully
retract the catheter compiataly.

11. Proceed with elactive therapies.

/0
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( T
(L uMend’
Percutaneous Coronary Catheter
REF SSU24135
LUER CONNECTOR FLUORDSCOPIC Po IJ- oh
/ CURVED TIP ,
TR be
T iEe—— LA
GUIDE WIRE CATHETER '
SHAFT GUIDE WIRE

Jmm

ANIFY 408
1 o St Ehaner

Contents: ! unit

Fage Lot

aal

Bﬁu(:';cturmg XXXX -XX ‘
8 XXXX-XX

Use By:

LOT XXXX

STERILE [ R]

Min 25 kGy

Do not use if package Is epened or damaged.
A\ Read package insert before using,
® Single use only. Do not resterilize.

Caution: Federal (USA) law restricts this device to sale
by or on the arder of a physician.

Made in USA.
US and International Patents Pending,
Store in a cool. dark, dry place.

Manufactured by
LuMend, Inc.
400 Chesapeake Drive
Redwoad City, CA 94063 USA
877.458.6363 roll-lree
650.354.1400
650.556.9968 fax

ERTIOXXX Rev ,\J

. )/

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 % /2- q g.




Records processed under FOIA Request #2015-9698 7/7/16
T Ta Y T INTIN {[eLLR
uy Sy A18°C

SETPTNSS ATY puawng
)
d T TN

A
LuMen.dd

Percutaneous Coronary Catheter
REF S5U24135

'UER CONNECTOR FLUQROSCOPIC
CURVED TIP

4 /
_{—{EQ@-_—_/, !,an
CATHQ% /

SHAFT GUIDE WIRE
281 408 PRl 2 mm
Lip O Statt Dt et teatl 14p S angtn

Contents: 1 unil

N of XXXX-XX

Manufacturing:

GUIDE WIRE

g XXXX-XX

Use By:

LOT XXXX
| STERILE [ R]

Min 25 kGy
Do not use if package is opencd or damaged.
N\ Read package insert before using.
® Single use only. Do not resterilize.

Caution; Federal (USA) law restricts this device to sale
by or on the order of a physiciar:.

Made in USA.
US and Internatlonal Patents Pending.
Store in a cool, dark, dry place

Manufoctued by
LuMend. lrec.
400 Chesapeake Drive
Redwood City. CA 94063 USA
B77.458.6364 t0l-fres
650.364. 1100
650.556.94968 fax

PRTCOXX Rev ﬂ)

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301—796'%1«%8
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510(k) Number (if known): _ TBD

Device Name: LuMend Percutaneous Catheter

Indications For Use:

The LuMend Percutaneous Catheter is intended to be used in conjunction with a steerable

guide wire in order to access discreet regions of the coronary vasculature, It may be used
to facilitate placement of guide wires and other interventional devices.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use ___ OR Over-The-Counter Use
(Per 21 CFR 801.109)

{Optiona) Format 1-2-96)

o )37

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79&1%8



Records processed under FOIA Request #2015-9698 7/7/16

SUBSTANTIAL EQUIVALENCE COMPARISON / RATIONALE

SUMMARY

6.1 Substantial Equivalence Rationale

The LuMend Percutaneous Catheter is substantially equivalent to 2 combination of Class I
Percutaneous Coronary Guide / Support Catheters (74 DQY 870.1250) as follows:

Predicate Device 510(k) Key Elements that are Substantially Equivalent:
Neamber
ILT 0.014” Catheter IT(OO1992 I],Tfnd'i;ation Jor use: intended to be used in
Model C114NI2 conjunction with a steerable guide wire in order to
Intral.uminal I access discreet regions of the [coronary]
Therapeutics, Inc. ’ vasculature
Zuma Guide Catheters 1 K000677 Other Indication Jor use: designcc} toprovidea |
Medtronic, Inc. pathway through which therapeutic and diagnostic |
—1{ devices are introduced. '
Viki . .
Cii;:::i(:ptlma Guiding | K001435 Mechanism of Action: Guide wire and
Guidant Co interventional device support and direction within !
- P- < the coronary vasculature and facilitation of f
Brite Tip™ Guiding K992673 | placement of interventional devices.
g::giztf?&J Construction: Standard medical grade metallic
L | l and polymeric catheter compounds including
Wisegnide™ Cyber | K981788 | Polycarbonate handles, Stainless Stee! braid, l
I Trignide | | PEBAX of varying durometer and Grilamid. ]
Boston . . . - .
Scientific/SCIMED ‘ {ns;‘lru:ct:r{ns Jfor use: conventional interventional |
L - S —

The LuMend Percutancous Catheter is used in conjunction with a steerable guide wire or
other interventional catheters in the same manner as the predicate devices cited above to
facilitate device placement within selected regions of the cox_-c_)_na_l_y_\_rgsé‘u-iﬁﬁlrﬂ. Each of
these devices are intended to allow access and placement of conventional guide wires and
/ or other therapeutic devices.

The range of sizes, lengths and diameters of the LuMend Guide Catheter are entirely
consistent with the predicates cited. The table in the next subsection (6.2) summarizes
and compares the salient characteristics of these devices.

fm FDA 510(k) “Substantia] Equivalence” Dectision-Making Process flow chart is
included with a proposed rational following the table in section 6.3.

LuMend 510(k) Submission for LaMend Percutaneous Catheter - May 15. 2001

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3019,95—31 18
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Public Heaith Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JAN 1 6 2002
Mr, Michael A. Daniel ‘
Regulatory and Clinical Affairs
LuMend, Inc.
400 Chesapeake Drive
Redwood City, CA 94063

Re: KOl11562
LeMend Percuataneous Catheter

Regulation Number: 870.1250
Regulation Name: Percutaneous catheter.
Regulatory Class: Class II

Product Code: DQY

Dated: October 18, 200!

Received: October 18, 2001

Dear Mr. Daniel:

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 cither class I (Special Controls) or class Il (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can be
faund 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 Federai 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 pravisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301%581 18
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Page 2 .- Mr. Michael A. Daniel

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) 594-4586, Additionally, for gquestions 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” (2ICFR 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 toil-free number (800)
638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain htm]

Sincerely yours,

Acting Director

Division of Cardiovascular and
Respiratory Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301‘39&81 18
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510(k) Number (if known): FBB~ KOlI567

Device Name: LuMend Percutaneous Catheter

Indications For Use:

The LuMend Percutaneous Catheter is intended to be used in conjunction with a steerable
guide wire in order to access discreet regions of the coronary vasculature. [t may be used
to facilitate placement of guide wires and other interventional devices.

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

Concurrence of CORH, Office of Device Evaluation (ODE)

b, UL

_
100 ermber L O Oy Devicss

Prescription Use \/ OR, Over-The-Counter Use

{Per 21 CFR 801.109)

{Optional Format 1-2-96)

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 30@&8—81 18
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K033678
FEB 2 3 2004

Premarket Notification 510(k) Summary

Submitted By:
Michael J. Ryan

RA Manager
Spectranetics Corporation

96 Talamine Court

Colorado Springs, CO 80907
Signature and Date:

Device Trade Name: Spectranetics Quick-Cross Support Catheter.
Common Name: Intravascular Catheter
Classification Name; Percutaneous Catheter, CFR 870.1250

Device Description: The Spectranetics Quick-Cross Support Catheters are intravascular

catheters, avatlable in seven (7) models:

518-032 0.014” diameter catheter, 135¢m length
518-033 0.018” diameter catheter 90 ¢m length
518-034 0.018” diameter catheter 135 cm length
518-035 0.018” diameter catheter 150 cm length
518-036 0.035™ diameter catheter 90 cm length
518-037 0.035” diameter catheter 135 cm length
518-038 0.035” diameter catheter 150 cm length

Model number 518-032 has a shaft of varying stiffness with a
proximal shaft diameter of 3.0 Fr. tapering to a distal shaft
diameter of 1.9 Fr.

Model numbers 518-033, 518-034, and 518-035 have a shaft of
varying stiffness with a proximal shaft diameter of 3.4 Fr. tapering
to a distal shaft diameter of 2.2 Fr.

Model numbers 518-036, 518-037, and 518-038 have a shaft of

varying stiffness with a proximal shaft diameter of 4.8 Fr. tapering
to a distal shafl diameter of 3.7 Fr.

- 1 —— c
Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \\O\,
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All models have three (3) radiopaque markers located at their
tapered distal tip. A standard femnale luer is placed on the proximal
cnd of each model. The distal 40 cm of each model is coated with a
lubricious, hydrophilic coating. Predicate devices of this type with
similar intended uses have been classified into Class I1.

Indications for Use: The Spectranetics Quick-Cross Support Catheters are designed for
use in the vascular system. The catheters are inténded to support a
guidewire during access of the vasculature, allow for exchange of
guidewires, and provide a conduit for the delivery of saline
solutions or diagnostic contrast agents.

Substantial Equivalence: This product is substantially equivalent in design, composition,
function, and intended use to the Spectranetics Support Catheters,
510(k) K991059 and K022138.

Technological Characteristics

& Nonclinical Testing

Summary: The Spectranetics Quick-Cross Support Catheters are similar in
design, construction, indications, target population, risk analysis,
performance and matenals to the predicate devices, the
Spectranetics 0.014" and 0.018" Support Catheters, K991059, and
the Spectranetics 0.035” Support Catheter, K022138.
Spectranetics New Production Introduction procedure has been
used in concert with the Quality System Regulations for the
introduction of the Quick Cross Support Catheter. The design
validation protocols and risk analysis addressed al! known aspects
of the device including tensile strength, functionality, visibility,
flow rate, sterility, and biocompatibility. Testing performed for the
Spectranetics Support Catheter provides reasonable assurance that
the device will perform in a safe and effective manner when used
as indicated

. The Spectranetics Quick-Cross Support Catheters are sirnilar in the
indications for use as the Spectranetics Support Catheters K991059
- and K.022138.

Conclusions: The resulis of the bench testing demonstrate that the Spectranetics
Quick-Cross Support Catheters are substantially equivalent to the
predicate devices and they will perform in a safe and effective
manner when used as indicated.

-145-
Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

\>°
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

FEB 2 3 2004

Spectranetics Corporation
c/o Mr. Michael J, Ryan
Regulatory Affairs Manager
96 Talamine Court

Colorado Springs, CO 80907

Re: K033678
Spectranetics Quick-Cross Support Catheter
Regulation Number: 21 CFR 870.1250
Regulation Name: Percutaneous Catheter
Regulatory Class: Class II (two)
Product Code: DQY
Dated: November 21, 2003
Received: November 25, 2003

Dear Mr. Ryan:

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).
Yoii 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 (sec above) into either class II (Special Controls) or class I1I (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

\o\

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Mr. Michael J. Ryan

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.

This letter wil} 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) 594-4648. Also, please note the regulation entitled, -
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or

(301) 443-6597 or at its Internet address
nttp://www. fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \;n L
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Indications for Use

510(k) Number (if known): K033678

Device Name:  Spectranetics Quick-Cross Support Catheter

indications For Use:

The Spectranetics Quick-Cross Support Catheters are a guidewire exchange and
infusion device designed for use in the vascular sysiem. The catheters are intended to
support a guidewire during access of the vasculature, allow for exchange of guidewires,
and provide a conduit for the delivery of saline solutions or diagnostic contrast agents.

Prescription Use X AND/OR | Over-The-Counter Use

{Part 21 CFR 801 Subpart D) {21 CFR 807 Subpart C)

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

Concurrence of CORH, Office of Device Evaluation (CDE)

(Divisich Sign-Off)
Divisiog of Cardiovascular Devg

yo326F

510(k) Number

\Z0

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Spectranetics Quick-Cross™ Support’ Catheters
instructions for Use

Description

The Speciranetics Quick-Cross ™ Suppor‘F Catheters are intravescular catheters, avalleble in 7 models,
Modsl 518-032 is & 0.014 inch guidewire compatible, 3.0 French (Fr.) outside diameter catheter. Models
£18-033, 518-034, and £18-035 arz a 0.0 8 inch guidewire compativle, 3.4 Fr. oulsr diarmetier satheter.
Models 518-038, 518-037, and 518-038 are a 0.025 inch guidewirs compatibie, 4.8 Fr. outer diametsr
catheier. All models have 3 radiopague markers spaced equally aiong the distal shaft 1o aid in estimating
geometry within the vescular system, The distal radiopague marker is positioned within 3 mm of the distal
catheter tip. A standard female luer is placed on the proximal end of each model. The distal 40 cm of
each catheter model is coated with 2 lubricious, hydrophilic coating.

Model number 518-032 has a shaft of varylng stiffness w1th 2 proxnmal shaft diameler of 3.0 Fr. tapenng ,
io a distal shatft diameter of 1,8 Fr, -

Model numbers 51B-033, 518-034, and 518-D35 have & shaft of varying stl‘fness with & proximal shaft
diammeter of 3.4 Fr. tapering to & disial shaft diameter of 2.2 Fr,

WModel numbers £1B-036, 518-037, and 518-038 have & shafl of varymg siiffness WIth B prmnma! shaft
diametar of 4.8 Fr. tapermg e dlstal shart dlameter of 3.7 Fr

Luar S
/ I—-— Ca‘meterWor}ﬂng Length —l

o - -t |

R.admpaqubmsrk:r Radicpegue marker -
3 g T specing "]

¥ ¥
]...:_'-'i.' ‘.Distalns_ecﬁon L'L3 mm

Specifications

| 518-G32 | 518-033 | 598-D34 | 518-035 | 518036 | 516-057 | 51B-038

Maximum guidewire, inch 1 pDp14 4 o.01' 0018 1 0098 ) 0.03%5 | L35 0.035
Catheter Working Length, cm 135 a0 i35 150 B0 {4 185 150
Minimum guidewire iength, cm 180 _.150 180 180 150 iBD 180
Rediopegue marker spacing, mm 15 15 15 15 50 50 50
Proximal Shaft diameter, inch 0.038 0.044 0.044 D.044 0.DE3 | 0U.0E3 0.062
Distz] Bhaft diameter, inch 0.025 (.028 0.029 0.028 0.048 0.048 C.04B
Tip outside diameter, inch (.02 0.025 0.025 0.025 0.024 0.041 0.041
Tip insid@diarmeter, inch 0.016 0.020 D.020 0.020 D.037 0.037 0.037
Minimum Guide Catheter, Fr. 3 £ 6 6 . i B i £
Minimum Introducer Sheath, Fr. 5 5 5 5 5 g l 5
Notes

The Spectranetics Quick-Cross™ Support? Gathetnrs have been sterllized using Ethylene Oxids and are

supplied STERILE. The devices are designated and designed for SINGLE USE DNLY and musi not be
rasterilized andfor reused,

Store in 2 cool dry plac= Proler:t from dnre'"t sunhgm and high temperzture (greaier than 80 °C or 140 7.

The sterility of the product is uuaranie=d on]y if the packaoe is Unopened and undameged. Befors use, visually
inspaci the sterile pachege 1o ensure that the seals have not besn broken. Do not use the catheter i the integrit ity

of the package has besn compromised. Do not use catheter i its “Use Before Date,” found on package iabeling,
hees bezn passed,

Cadistdet endfiDARDRTECHEID #CRRHER R ATYS @R B a9Y L AL T 28118 a1, \'°,Li
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Before use, examln= carefully for dafects, all of the equipment to be used. Do not use any equipmsnt i | is
_ damaged. . :

© Alter Ose, dlEDDSE of all eqmpmant in accordance with applicable ‘specific reguiraments relsting to hDspxtai
wesiz, and potzntially bic-hazardous materiats.

Indications for Use

The Spectransgtics Quick-Cross™ Suppor’t3 Cathsters are guide wire exchange and infusion devices designed
for use in the vascular system. The catheters are intended 1o support & guidewire during sccess of vasculature,
allow for exchange. Df gunde\mras and provide a conduit for the delivery of saline solutions or diagnostic contrast
agents,

Directions for Use v

Note: Follow instructions for use for all aquupment to be used with the Dunck—Cross ™ Support® cetheters, For.;_

example, uldmg catheters, infroducer sheaths and guidewires.

1. Preparation: Using sterﬂe te::hnlque open the steriie package. Gently remove the protective hoop with.

the catheter from the pouch. Fill @ starile standard luer-lock syringe with sterile salfine. Before removing
~the catheter from the hoop, connect the syringe 1o the cathstsr proximal luer. fitting, flush the catheter
and allow the saline to fill the hoop. Set cathater in hoop asnde unti! ready for usa.

2. Insertion: Through z previously inserted, sppropriately sized guiding catheter or mtroducer shsath
inroduce the catheter over an appropriate sized guidewire (see specmcatxons) us:ng standard
i=chnigque. o ‘ .

3. Advancement Uss ﬂuoroscoplc guidance -whan ar:i\ranc:mg the cathe'cer to.ths des;reu locatran wﬁhm
- the vascuisture, :

4. Removal: Gently withdraw the catheter using standard tachmque bemg carerul to maintzin guldewwe
position if the guidewire is to remain in ptare : P

5. Infusion: To perform infusion, withdraw the guidewire and reférence the chart below. Note: Do not
exceed 300 psa miex :nfus;on pr,ssure T

chk-Cross“"‘ Infusmn Flow Rates (mllsecond) at 150 and 3DD ps] in_uectlon Pressures for ualine _

and Contrast Solutlons : '

SterileSaline ‘ Contrast"

iiode] ' Size ) _Length- 150 ps} ~ 300 psi . 150 psl ' “300 psi -
518-D32 0.014 935 14 5 0.4 1.0
518033 0018 20 2.0 28 7 08 16
. 518034 0,018 “35 18 25 BT 1.2
- 518-035 - 0.018 130 1.7 24 06 .- - 1.2
516-036  © 0.035 50 6.3 10.0 4.2 7.2
| 518037 0.035 135 5.5 B.5 . 34 8.1

518-038 0035 - 150 B4 - BD . .. 32. X
* 75/25 Optiray 320 contrast / Sterfle Saline mix - : W

Yamnings/Precautions: . . ..
s Maximurn recommendead infusion  pressure is 300 psi.
* The cetheter iz designed and mlenoed jor 1ntravascular use only.

»  This catheier is designed ang intended for one time use only, Do nhot re- s;erzhze and!ur rew;e.A

CeutmasﬁoaaﬁaaidawduemmmmnmmmsmwS@'tuadahsmeorca@ BRGBLIE.

\o o
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» Careful inspection before use shouig verify that the catheter has not baen gamaped in shipment and tha its
condition is suiiable for the procedure,

» The cathster should not be edvanced through an ares of resistance unless {he source of resisiance is
identified by fluoroscopy and appropriaie steps are taker, o reduce or remove the obstruction, :

+  Catheier manipulation shouig only oocur under fluoroscopy.

» The catheier shouid not be advancad into & vessa) having & diamstar smaller than the cathster outer
diameier,

* Only use guidewires of the recommendad diameter_ and length.

» If the catheter is used for infusion, reference the table of fiow rates &nd ensure infusion pressure doss not
exceed the recommendations, < o

* This catheter should only be used by physicians qualifisd to perform percutanenus, vescular interventions.

* Avaid introducing air or any other gas through the catheter into the vasCUlar sysiam.

Adverse Effects:

Vascular catheterization and/or vaseuiar interventions may resutt in complications including'but not limited to:

* Vessel dissection, perforation, rupture or total occlusion

* Unstable angina

Embolism

Hxﬁofhweﬂensinn ;

Acute myocardial infarction
'-Ar:ffhy'thmia. including vertricuiar fibrliation

IO

Blsclaimer

" “Spactranstics offiers an exclusive limited warranty on ‘this product. Spaciranstics warants that this product wil
periorm es spacified in tha instructions for Use for the period of time up 1o the product’s "Use bafore” date.

8 pectranetics Quick-Cross™ S upport? Katheter

- Gebrauchsanleitung

- Beschreibung : . '

Die Quick-Cross™ Support® Kathaier von Spectranetics sing Gefalkatheter, die in 7 Ausilhrunpen erhittiich
sind. Modefl 518-032 hat sinen Katheteraulendurchmesser von 2.0 French (Fr.), der mit ginem 0,014 Zoli
Flhrunpsdraht kompatibel  ist,  Dia Modelle 57 B-033,  '518034 yund 54 B-035 haben einen
Ketheteraufiendurchmesser von 3,4 Fr, der mil sinem 0,018 Zoll Fihrungsdrant kompatibe} ist, Die Modelie
518-036, B18-037 und 518-038 haben einen Kaﬂweieraufsendurchmessm von 4.8 Fr., der mit einem 0,025 2ol

[}

Das Mogell WNummer $18-032 hat einsn Schaft mit variizrenger Steifhzit mit einem proximazlen
Scheftdurchmessar von 3,0 Fr., der sich zu zinem distalen Scheftdurchmesser von 1.8 Fr. verilngt.

- - 8
Cavtion;Easaraize COBEDR USRS SRRSO STATHI @I ey or 017906118

e
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Die Modelle Nummer §18-033, 518-034 und 518-D35 haben sinen Schalt mi varierender Steifhelt mit einam
proximalen Schafidurchmasser von 3,4 Fr., der sich zu sinsm distaien Schaftdurchmesser vor 2.2 FI. verjungt.

Dig Mooslle Nummer 518-D36, £18-037 und 518-03E haben einen Schait mit varisrender Stelfhsi mit einem
proximalen Echafidurchmasser von 4,8 Fr., der sich zu einem distalen Schaftdurchmesser vor 37

Fr. verjungt.

Luer ]
//—- ‘ [— Kalheiemuizifings ——-]

. Ahstand Aptand
e ,[ﬁamgnmmmu-m—l‘mmumm“_
’ ' Markar Marier
[ i H
.- Distaler Tell _ L'J’3 mm

Speziﬁka'tionern_

. 518-032 | 518033 | 518-D34 | 518-035 | 51B-D35 | 51B-037 | 518-03B
Miaximaler Filhrungsdrant, Zoll 0,014 0,018 0.018 0.01B 0,025 0.038 0,025
Kathater-Nutzlange, cm 125 s 135 415D =h] 135 150 -
Minimale FOhrungsdrahtiings, cm 180 150 180 18D 150 180 180
Abstand strahienundurchifssigar 15 © 15 15 15 50 50 &0
Marker, mm : . -
Proximaler Schaftdurchmesser, Zoll 0,038 0,044 0,044 0,044 0,063 0063 0.083
Distaler Schaftdurchmesser, Zoll 0,025 0,025 0,028 0,028 D.048 0,048 . { 0.048
- | Bplizenaulendurchmesser, Zoll : 0,021 0,025 | 0,025 £,025 .| 0,641 0,041 0,041
" Spizeninnendurchmesser, Zoll 0.6 1 DB,020 | 0,020 0,020 0,037 1 0,037 0,037
T Minimaier FOhrungskatheter, Fr, =) B 5 B "B ] - B I8
Minimale Einfliihrhtille, Fr. 5 5 5 .5 5 T 5
Hinwelse ' -

7 Die Quick-Cross ™ Support® Katheter. von Spectranstics sind unter Verwendung von Ethyienoxid sterfisia wordsn
‘und werden STERIL gefigfert Die Gerdtz sind NUR ZUM EINMALIGEN GEBRAUCH ‘bestimmt unc! konstruiert und
S gedOrfen micht resterilisiert-und/odar wieder verwendet werden, h ‘ o P
An einem kihisrn, trpckehen Ort lagem. Vor direkiem Sonnenlicht schitzen und keinen hohen Temperaturen (Jbar
60 oder 140 F) aussetzen. o . ‘ ' I .
Die Sterilit&l dieses Produkts ist nur dann gewshrielstst wenn die Verpackung nicht pesfinst und nicht beschsdigt ist
Vor dem Gebrauch muss die sterile Verpackung genau Uberprish warden, um sicher zu gehen, dess die Versiegshung

unversehrt ist Dar Kathster darf nicht verwendst werden, wenn dis Verpackung beschadigt ist Der Kathster dar nidkt
verwendet werden, wenn das ,Varfalisdatum®, des Sie auf der Verpackungsbeschriftung finden, Oberschritten wurde,

2

- Vor der Merwendunp missen Sie allz Gerste, dis verwandst werden solizn, sinar genaven Uberprifung aui Defekiz
unterziehen. Es diirizn keine beschadigtan Gersie verwandet werdsn, o " C

Nech der Verwenoung missen . alle Geréte entsprachend den  spezislien peltendsn  Vorschriften for
Krankenhavsabiall _uncj_po_irer_;ziall;bjo;gsféhri}cbe Stoffe entsorgt werdan, ' o

Indikationen

Die Quick-Cross ™ Suppor Katheter von Spectranetics sind Geraie mit zustauschbarem FOhrungsdraht ung zur
Imiusion, die zur Anwendung im GefERsystem bestmmt sind. Die Katheter sing daflr bestimmit, einen FUhrungsdraht
wahrend des Zugangs zum Gefafisystem zu stiizen, gesiatizn dsn Austausch von Flhrungsdrdhfen und bistan
einen Kanal fir die Verabreichung von Kochsaizltsungan oder Kontrestmitteln zur Disgnose.

Gebrauhhsanweisu‘ng ' : o

n Sie dis Gebrauchsahwsislingen it alle Garste, dis mit den Ouick-Cross ™ Suppor Kathetem

Hinwsis: Sefoipe
&n solien. Dazy gehoren 2.5, FOhrungskatheter, Einfurrtlien und Fhrungsdrahie.

o
verwendst werd

Cabﬁh%@iicfﬁ%@%ﬁéé?ﬁb&b%%?@é@%@féﬁﬁﬂ%P@rMm@tm.w@r W7 pbesthan,
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1. Vorberelung: Offnsn Sie die sterile Vempackung unter Sinhaltung sterdler Praidiken. Entnehmen Sie d=m
+ Beutel vorsichiip dan Schutzring mit dem Katheter, Fillan Siz eine swandardmalige Spritre mit Luer
Verschluss mit sterjier Kochsalzibsung. Verbinger Sie diz Spritre it dem proximalen Luer-'Ansch!ussstDc}:,
splien Sie der Kathater durch und warien Siz, bis der Ring =ich mit hochsal!bsung geililh hai bevor Sis
den Kethater aus dem Ring nehmen. L.egan Sie den Katheter in dam Ring bejseite, bis =1 einsatzbersit ist

N

Einfohren: Fohren  Sie gen Katheter durch  einen bersite vorher eingefihrsn Fﬁhmngska‘th_ster
angemessenar Grifie bzw, eine Einfithrhilie Gtber sinen FOhrungsdraht der enisprechenden Grile (siehe
Spezifikationen) umier Anwendung Stancardmzliper Verfanren ein,

3. Vorwérsbewegen: Uberwachen Sie das Vorwérshewegen des Katheiers an die gewiinschiz Stelie im
Gefallsysiemn durch Fluoroskopie.

4. Enffemen: Zighen Sie den Katheter unter Befolgung standardrngliger Varfahren vorsizhiig hergus, und
achten Sie dabej Sarauf, die Position des Fohrungstirahtes beizubshallen, wenn der Fohrungsdrant in seiner
Position varbleiben solf.

8. infusion: Zur Vomahme siner Infusion zishen Sie den FOhrungsdraht heraus undg ioloen Sie der unten
siehanden Tabelle. Hinweis: Der Druck bel Eintritt der infusion darf 300 psi nicht LUbersteigen,

Quick-Cross ™ Infusionsflussraten (ml/Sekunde) bei injektionsdriicken von 150 und 300 ps] fiir
Kochsalz- und Kontrastmitteliﬁsqng en

Sterije Kochsalzlbsung " Kontrastmitte|

Modell Grbka Lénge 150 psi 300 psi 150 psi - 300 psi
518-032 0,014 135 SRR 15 o4 1.0
518023 0,018 50 2,0 2.8 0B .15
084 0018 .. q35 (B 2s o7 o qp
T S 06 . iz
86 0035 .80 s o S S T
< 518-037 0025, 185 v5g 5T aal 8

0035 950 .54 - BD 82 55

* ?szé-optiray 320 Kbntrastrﬁiﬁel / Bterile Kaché,alziﬁsungsmischpng :

WarnhinweiselNorsichtsmaBn_ahmen:

Der maximale empfohlene Infusionsdruck betragi 300 ﬁsi. o
Der Kathater ist nur zum Intravaskularen Gebraueh bestimmt und oeeignst.

Dieser Kathater ist nur zum einmalipen Gebrauch bestimme und geeignst Nicht resterilisieren undioder wieder

verwanden, : . .

E=l giner sorofiitigen Dberprﬂfung VOr der Verwendung mues sizhergestall werden, dzzs der Katheter beim
Versand nicht beschadigi wurde ung dees s8in Zustand fir den Eingriff gesionet ist. '

Der Katheter sollte nicht durch sinen Bereizh vprwirts beweot werden, ger Widersiand bistet, sofam die Ursache

des Widerstandes nichi durch Fluoroskopie identiizian wird ungd entsprechende Malnahmen zur Verkisinerung
oder Entfermung des Hindernissas ergriffien werden,

Der Katheter solits nur untar Fluoroskopie betatiat werden;

Der Katheter sofite nicmt in gin Gefal hinein gefohn werden, dzssen Durchmesser kiziner als der
Aullendurchmessar des Katheiers ist, . e : : o . : ;

Verwenden Ste nur FOhrungsdrahte mit empfohlenem Durchmesser und Lanps,

Wird dar Katheier Zur Infusion verwendst, muss die Taballe mit Angebe der Flussraten befnlgt und sicher cestal
werden, d2ss dar Infusionsdruck gie empiohlanen Werte nicht Obersteigt S

- Dieser Katheter splite BusschlislRlich von Arsten verwendet werden, dis in der Durchithrung parkuianer,
" veskulErer Befaleingrifie entsprechend geschuk sing.

Vearmeiden Sie das Eindrinoan von Luft bzw, jeglither anderan Cases durch den Katheter in das Gsférisystam.

301-796-8118
] ID at CDRH-FOISTATUS@fda.hhs.gov or 8
1%%%%?5 Gevice 1o sale by or on ordar of 5 rhurisias

Cautionupisaspniget DAL
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Unemﬂnschte Nebenwwkungan

Eine Gefalkatheterisierung undlocar vaskulgre ._lngriﬁ= kbnnen zu Komplikationsn, Le. zu den na::hstﬂhend
aufgefihrien Komplikationen fOhran:

~ «  Dissektion von Gefaien, Perioraion, Ruptur oder volstandips Okkiusion

« " |nst3biie Anginé

» Emboiie

«  Niedriger Biuidruck/Bluthochdruck

»  Akuler Myokardinfarkt

»  Arthythmig, einschiieblich Kammerflimmemn

» Tod - :

Verzichterklarung:

Spectrenefics bietet sine susschiieliche beschrinkie Gewshrleistung fir dizses Produkt “an. Spectranetics
pewshrisistet, dass dieses Produkt wie in der Gebraur:hsanwnxsung angegeben fir -den Zetraum bIS Zum
Verfallsdatum® des Produkts funkhonsf'ahrg ist :

Cateterl Quick-Cross ™ Suppor‘2 Spnctranetlcs
Istruzioni per Fuso "

Descrizione

it ca‘leterl Ounck@ras '“’“Sh.!,t);:acar'l2 Spectranencs‘ sonodiAipo: intravascoiare* dlsponfblh in- 7 .modelli. Ul

“modelic 518-032 & un-cateters .compatibile con filo guida.da-C,014" -diamsetro -esterno da 3,0 Fr.. modelli

' —-'-“?18 033, 518-034 & 518-D35 sono: cateteri:compatiblll con filc guida'Ba 0,018" e.diametro esterno da34

- CFrilmodelli 518-038, 518-D37 2 .518-038 sonc catsteri compatibili con ﬂc guida 42°0,035" & un Biametro

- geterno.da 4,B Fr.Tutt-1-modzlli 'sono-doiati di 3.marker.tadiopachi, .distanzizti in.modo.uniforme lungo
g !‘asse"ﬁ_isial_e;‘--‘lnj"n';__odo da agevolare iz walutazione ‘della- geomeiria .del sistema-vescolare. 1l marker
‘radiopaco ‘disiale ¢ posizionsto entro 3 mm dalla-puntadel cateteredistale, Un uer femmina standard &

~colocato.sull estremiia prossimale «di cizsoun. modello [ AD c:m dlstall dl clascun modello dl catei=re s0no

“ricoperti de unrivestimentoddrofilo dubsificate. " . . 0" : T _‘* %

il mode]lo numers 518-032 & dotato di un 2sse & rigidits variablle con un daametro prossnmale di circe 3 D

Fr, che si r=strmg= fino ad un diametro D=ll'=ss= distale pari 21,0 Fr

| mogelll nn. 5‘18—0.;3 518~ Ood e 5$1B-035 sono dota’n di asse = rigidita variablle con un diametro
prorswna{e di circe 3.4 Fr, che s rostnnge fino acd un dmmntro dell'asss distale pari a 2 2Fn

[ muoe!h . 5718-038, 18-037 & 518-033 sono dotaﬂ di asse a ng:dsta ‘varigbile con un dlametro
prDS.:IITiElE di circe 4,8 Fr che si restringe fino &d un diametro o==|l esse distale pari g 3,7 Fr.

- I Luer . Lunghszze cperativs del | -
/ ‘ cateiere '

,i | l_ - J‘"l' =7. - T E
T

Spagimlure marker | Bperiaturs matker
redimpEch radiopecn "'i

I 1 l:ﬂ:;
Sezinne distale L*-'.J mm
Questions? ontact FD /OC /DID gt CDRH-FOISTATUS@fda.hhs.gov or 301-796-811 \DO\
CaHERIPLL2TERER restics thig DRevnc- o sale Dy or oF: order o & phys:c:?s'l.
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Specifiche tecniche

S1E-D032 J 5318-023 | 531E-032 518-D35 | B15-D3% STB-D3T7 | 518038
Lunghezzz messimz ilc guide, in polllS .04 | 00718 0,018 0,018 0,035 0,035 0,038 |
Lunghezzs operative catetare, in o 135 | oD 128 150 oo 185 1 150 |
Lunghezze minimg fig puide, in cm 180 | 150 180 180 150 180 'IEDﬁ
Spazietur: marker rediopsse, in mm 15 15 15 15 a0 50 50

| Diametro aese pressimale, in pollig)
Diametro exse distaie, in politei

0,038 0,044 0,044 C.had 0063 0.083 0,063
0,025 0.025 0,028 0.028 0.048 0,048 | 0,048

Puntz diametro esterng, in poliizi 0,027 0,025 0,025 0,025 0,041 0,041 L0414
Punts diametro interno, in polligi 0,016 0,020 0,020 0,020 0,037 0,037 0,037
Lungher=zz minima catetere guids, in Fr 5] | B [ 8 g B B g

LMisum minima guaing per introouzions 5 ‘ 5 ‘ 5 5 5 5 5
cateiere, in Fr

- -

Note

! cateteri Spectranetice Quick-Cross™ Suppori? sono sterilizzati con ossido di efilens e vengono forml in
confezione STERILE. ! dispesitivi sono ideati e progettati ESCLUSIVAMENTE PER ESSERE UTILIZZAT]
UNA SOLA VOLTA & ron devono essere risterlizzat) a/o riutilizzat].

Conservars in luopo fresco e asciutio, Evitare l',espbsizione alia Juce solare diretta &d alle temperature sievate
(superioria 80 T o 140 ). . ' L T
Le condizion! sterfli gal prodotto vengono garantitz soio se Iz confezione non & .aparta o danneggiata. Primz
del'uso, ispezionare visualmenite lz confezione sierile per verificare lintegritz dai siglii. Non utiizzare il catetere
se i& ‘confezione & stata dannepgiata. Non utilizzare - catelere sz fa "Datg g scadenza” indicata sula
conigione & trescorsa, R T St TU TN SR DRI EL B e g e A

Hel’uso, esaminare attentamente Tinters apparscthiatura fa Lsars, per rievare la prasenza di gventuaf
on utilizzare 'epparecchiatura se dannaggista” B Ty

N o

Do;po_;j}uso, eliminare lntera apparecchiatura, in conformita con je nomative 5péciﬁche applicaibi?i'in m%teria g
- iivigspedaiier e materall & potenziale rischio bioiogica, o S R I LR
bk, T

. ::' .
i ’ : . - e W
bt et

Indilﬁ.‘jé%iuni per 'uso _ B P I AR ! T e

| cettferi Spectranetfics” Quick-Crogs ™ Support’ consistono in dispositivi per lo scambio di filo guida &
Finfusione, realizzati per I'uso nel sisteme vescolare. | cateieri sono reaiizzatl & fine 4 Supportare un filo guide
nzl corso dell'accesso af vesi, consentire le scambio g fi guida & fornire un condotin per il rlascio di soluzion;
safine o di agenti di contrasio diagnostici. S :

Istruzioni per Puse . . _
Nota: seguire le istruzion per I'uso par linters Bpparecchistura da utilizzars] cop | cateteri Quick-Cross™
Support’, ad #sempio, cateter guida, guaine di introduzione e fil guida, ‘

1. Preparzzione: uillizzando t=cniche sterili, aprire Ia confezionz sierile. Rimuovere delicatamente 'anelo
protetiivo con J catatere dall sacca. Riempirs unzs siringzs sterile luer-lock con unz soluzione fisioiogica
sterile. Primz di imuovers catztere dallznelio, coliegare iz siringa al raccordo luer prossimale de)
calelere, scizcquare i catefere e tonsentire alla soluzione fisiologice di rismpire 'anello.. Metiere j
catziere de parie nel'anslio fine al moments dell'uso. | T :

2. Imsenments: con tn catelare guicz inserito in precedenze e daile dimensioni‘apprqpriéte, oppure con
LNz guains par introduzione, inserire i catetere su un fiio puida dalie dimensiory appropriate (fare
riisrimento alle specifiche), ulizzando je fecnics standarg. ' :

w

Avanzamenio: utilizzars une guicz fiuorescopica quando si fz avarzars § catelere verso Iz posizione
desiderzts allinterno dal veso, C B : S -

4. Rimczione: ritirare dalicatarnenie Il czletere Utilizzando iz tecnice standarg, e facends atienzione &
mantensre il fiio guide in pesizione, se Seve rimarsre in posiziong, '

Mo

tion -796-8118
Quegtions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796 -
Caution: Federa] Jaw (USA) restricts this devies to sale by ar AR ArRSr ~F = i i
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7. Infusione: per eszpuire linfusione, ritirars il filo guida e fare riferimento zllz tabelle riporiates di seguiie.
Nota: non superars une pressions massimea dl infusione in ingrasso di 300 psi,

Velocits di ﬂusso infusione Quick-Cross ™ (mllsecando) 2 unz pressione di iniezione per soluzioni
frsmioglche o di contrasto pari a2 150 & 300 psi

) ‘Soluzions fisiologica Contrasto*

-WModello Dinﬁensinni Lunghezza 150 psi 300 psi 150 psi 300 psi
545-032 0,014 135 1.1 15 04 10
518-033 . D018 90 2,0 2.8 0.8 18
518-034 0018 135 18 25 67 .2
518-035 0,078 150 1,7 2.4 0,6 12
518-036 0,035 80 68 10,0 4,2 7.2
518-037 0,035 125 5.6 8.5 3, 8,1

£1B-D38 0,033 150 54 BD co.o82 . &85
" 75/25 Op’nray 320 per contrasto / Mix soluzions fisiologica sterﬂe o T f

. Awertanze!Prec:auzoom
+ " L=z mazssima pressione di infusione ractomandatz & 300 psi.
« llcateters & idsato e realizzato per esclusivo Uso intravascolare. :
Il catetere € idesio & reahz_zato escluswarnente per £ssere utlhzata una 501= va!ta Non nsten!izzare elo
nutlhzzare

- durante’ld spedizione & che le Sue condizioni siaho idonee.per iz procedura. o e
~exiNon-Yare-avanzare ). cateterein -un'area- di Tesisienza, szlvo-il caso iR cui- r'ongme dE”r:l remstenz_a sia
) »“rdentmcata ‘Thedianie” ﬂuaroscopna k% vengano adcﬁat=' m:sure appropnate per. ndurre o nmuovere
" I'ostruzione. - - - . ” e
"'-*ﬂ catsteredeveiessere m:ampmlato soloin ﬂuoroscopxa -
» . -Non fare avanzare i-catetare in.un vaso, se ouesto: prasanta un d:ametro 1nf-==nore a2 qumllo estemo del
" catefers,
~Utilizzare sols Al guida.di diametro:2 funghezza vaccomandati.
Se il cateters viene viilizzate perinfesions; fare riferimento- alia tabelia dnile velat:lia d| ﬂusso e venncarn
che tz pressione di infusions non superi i limit raccomandat. - ,
Quesio caistere deve esseare utlizzato esclusivamente da personaIa medtco quahﬁcatr.: per eseuu:re
interventi vascolar parcutanei.
Evitare di mtrodurre ara o gualsizsi aitro gas nel sisterna vascolare attraverso i caietere.

)

Effetili m desnj erati: ' ) ‘ i

L cateterizz a?ions‘vasc'olar—: g/o gli intervanti vascolar peesono generaré'._t_:ompﬁcaziorii che includone, & non
sl hrnnano 2 _ e AR R

. mss_zmne, perrora._lone ro‘tura od occlusmne vasuolare comp]eta
» 2nginz instabile ‘ - :
» embolia
+ ipofiperiensions
*  infarto acute del miocardio
» aritmiz con fibrillazione ventricolare
»  morte

Dichiarazione di limitazione di responsabiiita: : ‘

Spectranetics offre una garanziz esclusiva limitatz su gussto predotio, Spectranetics garanisce che iz
presiazioni del prodotto saranne conformi a quanto Specmcato nelle Istruzioni per 'usc per il periodo
precedente iz "Datz di scadenzz" indicatz sulla conizzione.

B ‘necessana R accurata :spezme pnma del!‘usa bol= \renﬁcare che I catetere non sia st:ato dannEleatn ;

CaQinrstiprataniatt GPACORHOGRGIDIR CBBAEOISTAIRSQ 4 s gou ar B0 L 90818

AN
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Catéteres Support? Quick-Cross ™ ge Spectranstics

Instrucciones de uso

Descripcion

Los catéteres Suppor? Quick-Cross ™ ge Spectranstics son catéterss intravesculares, disponibles en 7
modeios diferenies. £ mousio 318-032 es un ratetsr de 3,0 French (Fr.) de digmstro exterior, compatibie
Con una guiz de §,014 pulgadas. Los modzlos $16-033, 516-034 y £18-D35 son catéteres ge 3.4 Froe
iametro exierior, compatibize con guizs ge 0,018 pulgadas. Loe modaios 518-036, 518-037 y 518-D38
son catsteres de 4.8 Fr. ge dizmetro extsrior compatibies con guizs ge 0,035 pulgadzs. Todes los
modeios tienan 3 marcadores radiopacos equidistantes a fo Jargo del eje distal que sirven, para estimar ja
geometriz dentro da| sistemna vascular, marcador radiopaco dista esig situado 2 menos de 3 mm de |3

El modslo-nomers 548032 fiene un eje de nrgidez varable ton un didmetro . proximal de 30 Fr. en
disrminucion hasts un diametro distal de 1,8 Fr. : SN .

L

Les modelos numeros $18-033, 518-034 y 59B-035 tienen un sjs de rigidez variable con un didmeto
proxirnal ge 3,4 Fr. en disminucion hasts un dizmeatro distal de 22 Fr. :

Los modelos nimeares 51E-035, 518-D37 y 518-038 tienen un ejs de rigidez varigble con un didmetre -

broxirnal de 4 8 Fr, en disminucion hasts un diametro distal de 3,7 Fr.

S -Loer. o S CoL T o
N _ (- Lonpitud de trabajo de! catstar ——-] T TR e
_ IR - P 1 —— | m— T = sk Bt e T
( Espaciads del 4. Espzciado tel . _l
| marcater sediopacs Tm'ar:adu_r_ rad:upam ~ ‘
' Seceion distal . LE mm. s -
-Espe-z}@ﬁcamones . . o .
T ) )
E ] I 518-032 | 518-533 | 518-034 | 51B-pzE S18-036 | 51B-D37 | £1B-038
Buiz maxime, polg. 004 | OO | DO18 | ©oTe 0,058 0.035 U.03E
{ Longitud de trabajo del catiter, o 15 [ ] ] 1351 4sp ] 8D ~ 335 | 45
Longitue minimz de 1z guia, o |80 [ 750 T =mp |80 T 3sp B0 180 |
Espaciado de oz marcedores 15 5 15 g RE: ) ED j
radiopacos. mm S ‘ ’ R i
I_Dia_'nrnetro del sje proximal, pulg. I U.p3m 0.044 | Doas | B.0s4 | DOES . b.OB3 0 OES
Diametro deleie distal, puig. [ 0.0%8 Lo2e | 0025 1 0025 | i DO0ZE | 004 |
Diametro exterior de /s PUME. pulg. T [027 | bo2d | CO25 | ooos L0047 00417 | D.o4d
Didmetro interior de 1g Pumia puig. | G.078 [ 0020 | p.ozp | 0030 | oo 0,057 | o027
Catétar guiz minimo, Fr. I 3 i B | B | 3 ! [ 5 f 8
Vzina introduciors minima, Er, J 5 | s | s [ 5 | 5 5 | 5

Notas

Los ‘catsteres Supporf? Quick-Cross ™ Oe Spectranstics han sido esterifizados con dxido de etileno y se
suministran ESTERILES. s dispositivos estan indicados y diszhados para UN UNICO US0 y no deben
reesteriizarse nl Utilizarse Por segunde vez, ' N o S

Conserve eslz producte =n un lugar fresco Y s2¢o, al resguardo de Iz luz directz de! sol y de_ia_sjernperamras
altes (més de 50T 0 740%), . . T R

L2 esteriligag de producto esté oarantizaca Lnicamante si el envase ests Cerrade y en buen estade. Antes de
utilizar e producto, examine vistaimesniz &l znvass esteni] para esepurarse de gusos selios estén intacics. Np

Uestimsal datac 01-796-8118
I [ DRH—FOISTATU‘S@fda.hhs.gov or3 -8
Cautioy Idetact DRAIS PEEYGGE/DIR 3 SPRILFOISTA Dy or on order of 2 phvsician

WL
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utilice 2| catéter si iz integridad del envese estd comprometida. No utllice el catéter silz "feche de caducidad”
que figure en Iz etiquets del snvase he vencido.

Antes de utilizar el producte, examine cuidadesaments indo el equipo gue se ve & utllizer para ver 8i presanis
oefecios. No uillice un equipo si esté canado.

Una vez utilizado, deseche fodo ei equipo de acuerdo con jos reguisiios especificos aplicables referentss &
maieriales de desecho y & matsriaies gque represenizn potenciaimente un peligro bioidgico.

indicaciones de uso
Los catéterss Support” Ouack-CrnssT“ de Spet:tranet:cs son dispositivos de infusidn y de cambio de gules,

disefiadios pare utilizarse en el sistema vascular. Los catéteres esian concebidos pars apoyar una guia durante
el accesd g 2 vesculaiumg, permiti- &l cambio de gulies, y para propDrr.:anar un conducto para gl suministro de

soluciones salinas o medios de contraste para disgnostico. -

Modo de empleo ‘ .
Noiz: Siga jes instrucciones de uso para fodo el equipe que se vaye a utihzar con los catéteres »uppcart Quick-

Cross ™.:Por ejemplo, catéteres guia, vainas introductoras y guias.

1. Preparacion: mechante uns téenice estérll, abra el envese estédl.. Extraiga suavemente ! aro protecich
con ol catéter de e bolsa. Llene une JEJ'ITIQE Jaer-lock estéril estandar con solucion saling estéri. Antss
ce separar &l cetéter del aro, conecte la ] jefinge al acople iher proximal del catéter, imigue el cateter y
espere a que Iz solucion salina llene &l aro, DBJE el cateier &N e[ 2ro 2 un iado hasta que vaya a

utliizario. . . ,;

2. Insercion: s través de un cateter guaa o vainz mtmductora gel ‘tamano adecuado prevmmente :nser‘io ‘e
" introduzcs el catéier sobre unz guia del iamano ader_:uado (vease las espe:mcacmnes) con ayude de- .-

“unE 1ecmca estangar.”

3 “.hwvance:. bajo.visualizacien. ﬂuoroscoplca avance -l catéfer hasiz: &l lugar dessaco dentro de ia

.vascdlature. .

g Extraccmn exn‘aaga suavementie el catexer medtante una tecmca es’tandar con, cmdado de mantener
: |z posicion.de iz guiz si esta debe dnjarse colocads an su iugar

87 =|nfusién: para realizarlz infusion; 'extra:ua 1a guis yconsulte Ia tabla & contlnuac;mn Not== la pl'BSan de
Cinfusian ge entrada no debe ser supenor = 300 psi.

I

'\f’eloc:dades del ﬂu;o de infusion (mllsegunda”) de Qum}\ Cmss‘m a pres:ones de myes,cinn de 150

y 300 psi para soluciones salinas y de contrasLe ‘ o
Salina esterll o Contraste

Modelo tamafo  Longited 150 psi 300psl  150psi 300 psl
518-032 0,014 135 . 1 16 _ 04 10
518033 0,018 80 .20 28 0.8 18
51B-034 0018 135 18 25 07 .12
518-535 0018 -, 0. . 17 24 - .08 o2
' 54B-035. 0,025 - B 100 42 72
518037 0,625 135 . EB BS . .34 . 81
518-D38 03150 54 . ed . 82. 55

* mezola d=-] .f5f25 de contraste Optlray °20 [ solucion salma ecteril

Advertencias'y precaumones‘ : -

« Lz presion de infusion maximz recomenoad:: es 300 psi.

» ] caidter esig disefedo e indicado pare uso nravascuiar sclamente. -

= Este caieier estd cnsenaoo & :ndncado parz utiizarse ung scla vez. No. ID rnesiermce ni jo vuelva a
ut:i:‘.ar

C oL@estPesduriR FA G HOGRIA i CPRAEOIS BATEIS@tda bhsmaiar 802 P Ian.

B
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* Inspeccione el catéter detenidaments antes de utilizarie para vertiicar que no hz sufride Sefios duranie gl
BMVID v QUE SU esiago s 2decuado pare el procedimiento.

+ E! catéler no debe avanzarss por unz zonz de resistencis & menoe gue sz ideniifigue 13 causa de g
resisiencia madiante fluoroscopiz y se tomen iz medides partinentes pare reducir o eliminar iz
obstruccian,

*  El catgter Unicamenite debe manipularse bajo fluoroscopiz,

* &l caiéler no oeber: avanzarse &1 un vaso gue tenpa un digmetro menor que el digmetro exterior de;
caigter,

»  Utllice inicamente guias del dizmetro v 1z lengitud recomendados.

* Sielcatéler se utiize para infusion, consulte |z {abla de velocidades de fiujp v asegurese de gue |z prasion
- Oginfusion no exceds lzs Fecomendaciones. _
* Este catéter solo debe ser utilizado por médicos cualificados para realizar intervenciones vesculares por
via percuianes, - :

* 'Nointroduzez aire nj otro tipo de ges & través del catét

B &N el sisterna vescular,

Efecios adversps:

El cateterismo vescular /o izs infervenciones vesculares pueden conllevar, entre -ofras, las siguientes
complicaciones: '

» Diseccion, perforacion, rotura u oclusidn total del vaso
*  Anginz inestzbie’

» Emboliz ' S
* hipo- o hipertension i

» Infaric agudo de miscardio ' R
» : Amitmiz, indluyvendo fibrilacion ventricutar
- MﬁE}:‘tE ’ . ' :

Bracicn de responsabilidad: LT -

Spectranetics ofrece una garantiz limitadz exciusiva pare este producto. Speciranstics parantiza que

*"esteProducto funcionara Segln Is espectiicado en lzs Instruccionas de uso durante &l pariodo de tempo: -
hastada “fechz de caducidad® dei producto, , R

. E

: Cath éters Sy p}-:'»on'z Quick-Cross™ -‘_S: pectranetnc:s

Mode d'empioi

Description ‘ - : ,

Les cathéters Support? Quick-Crosg ™ Spectranstics sont des cathatars irﬁravasculaires, disponibles en 7
modéles. Le modéle 318-032 &si un cztheéter de diametre exierne de 3,0 Fr,, compatible avec un guide
de 0,074 @ouce. Les modéles 518-083, 518-034 &t 5718-02% sont des cathéters de diamétre externs oz
3.4 Fr., compatibies avec tes guides ge 0,078 pouce. Les mbdeies 578-036, 518-D57 et 518-038 sort
tes cathéiers de diametra externe de ¢,8 Fr., tompatibles avec des guides e 0,035 pouce. Toue ies
modélzs porieni trois marguers radio-ppagues égalemeant espaces e long de Ip tige distale pour aider 3
estimer |2 géométrie & lMntérieyr du systéme vasculaire, Le margueur radic-opague disial est positionné
3 mm de T'extrémité distale gy cathéter, L'extrémile praximale de chague modale tomporte un raccord

luer femelle standard. Le segment distal de 40 cm de chagque modéle de cathéter est enduit .d'up
reveéiemsent hydrophiie jubrifiant, ' '

Le numéro de modele 51B.032 posséde une tige de rigidiié variable présentant un diamatre proxima) de
S Fr. décroissant 2 1,2 Fr. syur 50n segmeant disizal, ' S o '

Les numéros de modéale S18-033, 598-034 ef 518-035 possecent une tige de rigidiié varizble présentan
ur diameétre proximal da 3.4 Fr. décroissant 2,2 Fr.sur son segment distal, ‘

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \ Lt
Caution; ederal lzw (VR AY rectri~te Hhie Ao b ol L L . . L
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Les numéros de modeie 518-038, 518-037 et £18-038 possédeni une tige de rigidité vanable présentant
un diamétre proximal de -4 8 Fr. decroissant & 3,7 Fr. sur son segment distal.

o Lusr ' ] ' D

/- Loengueur ullie du cathétar
! |

h |] L T pu I L 11 1=
[

Espar. enfre reperes  E5per. Bnire teperss
I" tetio-Dhacuss | TBCIC-OpEDUES "]

Sepment distal 3mm

Caractéristiques

518-032 ;| 518-033 | 518-034 | 51B-D35 | 518-036 | 518-D37 | 51B-D3E

Diamétre max. du guide, po. 0,014 {018 0,018 0,018 0,035 0,035 0,035
Longueur utite du cathéter, cm 135 80 135 150 al 135 . 150
Longueur min. du guide, cm 480 150 180 180 i50 4 18O 180
Esp. entre mary. radio-op., mm 15 15 15 15 50 50 50
Diam. de 12 fige proximsle, po. 0,030 0,044 0,044 { D044 0,083 Q.083 | 0,083
Diam. de iz tige distale, po. 0,025 | 0,028 0,028 0.028 | 0,048 0,048 0,048
0. E. de I'extrémité, po, 0,021. 0.025 0,025 D025 | 0,047 0,041 0,041
D. I, de 'extrémité, po. 0,018 0,020 0,020 0,020 0,037 0,037 0,037
Diam. min. du cathéter guide, Fr. 5] : & = § ] 6 )
Diam. min. de iz gaine d'intro., Fr. S S -5 5 5 5 5

- .Remargues .. - BN ST T e

e Les -cathéters Support‘ -Quick-Cross ™ Spectranetlcs ont &i& sten'hsés & r‘c»'yde d‘ef.hylene et sont foumis
ErS . "STERILES. lls sont cong:us et de.shnes exc]uswemem & un USAGE UNIQUE et ne dofvent pas &tre. rasteni:ses '
ni réutilises, ) . - ; ‘i?**‘-f-‘-';-n“‘!‘"?" WL AR '

Consenrer dans*un endrmt ma;s E‘i sec: Proteger defla Jumlere xdara:te du soiml et das iamperatures eleyea :
(supeneures 8180 2. T R PRI

wila: .sterlllte folu produﬂ m'est.garantie gLe sy emballage n's:pas &6 ouvert ou endommage Examiner Jemballage

- zvant lutiisationpour. s'assurer- gue-Jes iémoins . de. stérfiié sont mtacts Ne pas utiliser Je cathéter si l'emballage
2 été endommagé. Ne pas utifiser ie' cathéter si sa date -de perernp‘bon (Utﬂzser avant le) indiguée sur son
emballagn esi depassés. . ‘

Verfier smgnwsemem avant l'utilisation que iout e matenn! ] Lmhsnr ne presente sucun Séfait Ne pas utthser
du materiel endommané. - - - ;

Apres Tutiiisation, jeter tout le malérie) c:onmrmﬂmnnt aLX exngences partlcullnres en wgueur 5& ranpar‘aﬂ1 aux
_deéchsts Bospitaliers et aux matizres prasentam des risguss buolomques

indications . ‘

Les cathéters Suppon Quick-Cross ™ Spectranetics sont des d:sposfms de perfusion et d=chanu= sUr guids
congus pour sire utiisés dans le sysieme vasculzire. Les catheters ont pour but de soutenir un guide lore d'un
abord infravesculaire, de permetire un échange-sur guide et de foumir une voie dadmmxstl stion de sérum
physiojogique ou de prodults de contrasie & des ﬂns diagnestiques. ' -

Mode d'emploj . '
Remargue : Observer le mode d emplo. Se tout le matériel & utiliser aved les catheters Support Quw:k-CrossT"
i=l que les cathéters guides, les gaines dintroduction =t les guides. .

1. Preparation @ Ouvrir 'smballage stérile en respectant les rigles d'asepsie. Refirer dehr:at-=m==nt le
.moule de proteciion &t le cathéter de la pochetle. Remplir unz serngue fuer lock standard stérie de
serum physiclogious siérile. Avant de retirer Iz cathéter du moule, fixer iz seringue su raucord tuer
proximal du caihdter, rincer le cathéter et laisser lz sérum phvszoioatque remplir le mDule Maitrs le ,
caiheter dans le mouls Oe cbié jusgu'z son utflisation. ' _ i

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \\b
Caution: Fegeral law (LUSA) restricte this device-io sale by or on order of & physician. .
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(3%

insertion ; Infroduire e cathéter sur un puide dz diamaire Epproprié {consuler les caracteristigues) par
une gaine dintroduction ou un cathater guide de dizmetre approprié prealablement insere an recourant
8 iz technigue habituelle.

(45 )

Progression : Avancer ie cathétar sous contrbie radioscopique jusguau site vesculaire VoL,

4. Retrait : Retirer doucement le cathater par la techniqus habituelle, en veiliant & maintenir la position du
puide si celui-ci dolf rester en place,

8. Perfusion : Pour réaliser une perfusion, refirer iz ouide et consulter le tablszu ci-dessoLs. Remargus :
Ne pas dépasser une pression de periusion de 20 bars.

Débits de perfusion par cathéters Quick-Cross™ (ml/seconde) & des pressions d'injection de
serum physiologique et de produits de contraste entre 10 et 20 bars

Sérum physiologique Froduit de contraste*
stériie

Modéle Diamétre Longueur 10 bars 20 bars 10 bars 20 bars
$18-D32 0,014 135 1,1 1.8 G4 1.0
518-033 0,078 80 2.0 2.8 08 18
S18-034 D018 13 1,8 2,5 0,7 1,2
518-023 0,018 150 1,7 2.4 0,6 1,2
18035 pgas g £.8 100 a2 o 73
518-037 0035 15 58 85 B X
518-038 - 0035 . gsp. - 54 8D B2 . 53
. *i\ileli%ge & ?5-25 de :pl_'oduit E!e cc.:htr.al_slthe D_]va.tiray 320 et de sérL?m _phgsiobgiqua s_té.ril'e. . _' o S

[ TR ey, e T

Avertissements et mises en garde : ‘ SR
* - Lapression de perfusion maximum recommandés est de 20 bars.

e

* Lerathéter est concu ot desting 2 atre utifisé uniguement pour un abord intravasculzire,
-+ ¢ Coicathéter est exclusivernent réserve Z un usage unigue. Ne pas restériliser nj réutifiser.- e
+  Exgminer soigneusement |z catheter avant son utllisation pour sessurer gu'll n'z pas &8 &NdomMmage en

cours d'expédition et gu'il est en &tat d'sre uriflisg, o

'+ Ne pas forcer le cathéier dans une zone de résistance sans avoir préalablement identific ia source de
resisiance sous radioscopie et pris les mesures necessaires pour reduire ou &liminer Mobstruction,

+  Nemanipuler e cathéier que sous radioscopis.

* Nz pasfaire avancer le cathater dans ur, vaisseau dont le diamétre est Plus petit que le Siamnétre exteme
' du cathéter, ' o :

»  Utiliser uniguament les guides de diaméire =t de jongueLr recommanacés.

»  Sile cathéter est utilisé pour une perfusion, consuller fe tebleay de O&bit et s'assurer que Iz pression te
p p ‘ ‘ € : er g .

periusion ne dépasse pas les recommandations,

. Ce cathéter ne doit &tre Utilisa Que par des praficiens habilités & réalisar des interventions vesculzires
percutanges, ‘ o s . : :

+ Bviter dintroduirs de 'air ou des gaz dans le systéme vasculaire par ls cathéter,

Effets indésirables :

Parmi les complications possibies assocides aU cathatérisme el aw interventions vasculzaires, on citers ;
+ Dissection, perforation, rupture ou oCclusion vesculaire iotsle

' Que, fions? ‘ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \\g
Caufior: Fgeceral law (USA)Y ractrinie fhie Aevire tm cmlo ke o me oo ee s el
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v Angor instable

+ - Emboie

. Hypo/hypertension

+ Infarctus 2ipu du mvocards

»  Arythmig, y compris une fibriiation ventriculaire
v Décés

Clause limitative de garantie: :

Spectranetics offre ce dispositif sous garantie limitée exclusive. Spectranstics garantit que ce dispositif
fonctionners ainsi que le specifie ie mode d'emploi pendant Iz période de temps précétant sa date de

peremption. ‘

Spectranetics Quick-Cross™ Support®-katetrar
Bruksanvisning '

Beskrivhing _ ' -
Spectranetics Quick-Cross™ Support’-katetrar utghr intravaskuisra katefrar som tillhandahélis | 7
modelier. Modall 518-032 &r en 0,014-tums ledarkompatibel kateter med 2,0 Fr. viterdiameter. Modell -
518-033, 518-034 och 518-035 &r en 0,018-tums ledarkompatibel kateier med 34 Fr. yterdiameter.
0 wModell - 518-036, ©.518-037-.och: 518-038: &r..en -0,035-tums. ledarkompatibel . kateter ‘med 4,87 Fr,
© et ytterdiameter -Alla modellerna. uppvisar.d réntgentétaimarkdrer pa inbérdes lika avetind 1sngs det distala,
-l skefiel Desss anvands f6r-at Underi&tia“berékning av-kérsystemets peometri. Den distala Tonioentéta
s S markSren sitter inom 3.mm fran; den distala kateterspetsen’ En standartdhonkoppling had4uerids.pleceras

.7ops -proximal -&nde av respektive “modell- Varjekatetermodells sdistalz 40 .cm harférsetts med en glal,

hydrofi belgggning. . - L =

e Mbdén'n'_i‘m'nﬁer:5:1fB.—iGSZ*haf-=’e11'fskaﬁ"ai\rﬁiva'riéra_n'dé 'Stysi_h*‘e_trhad-g“en p;uximél-ggkaﬁd_iamgier.«pé_.-B.._U.FT. s50m
" avsmainar till en disial skaftdiameter pa 1,8 Fr. ‘ A A

Modell nummer 518-033, 518-034 och 518-035 har efl skaft av varierands styvhet med en proxima
skefldiameier pa 3,4 Fr. som avsmalnar iill en distal skaftdiameter pg22Frn .

Modsll nummer 518-038, 518-0'37‘ och 51 84038 har ett skaft av varierande sf)NHét med eh p'ro‘):imél

. Luer . . )
? '__ Kateterns arbetsi&nod ___.__l

. f .
W ) ) .
E | 1 7L na "0 — e |
( e . . Avstand mallen Avsiang meilan :
. . . Temipentsite | rénipentdts -
o ) r marksrer ’ © o markorer '_l
o H 147
Distal sekiion LiB mm

skafidiameter pa 4,8 Fr, som avsmainar il en distal skaftdiamster p& 3,7 Fr. - .+

jons? ID_at CDRH-FOQISTATUS@fda.hhs. 301-796-8118
ch%ﬁ?tfPé‘ae?%ﬁ%ﬁ@%%ﬁ“?é%%% srt)h&}s evice o sa}e-b% o? onsc?r%ve(;rof & physician. \'\-"
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Speciflkationer

i 51B-032 | 578-632 | 516-032 | 596028 51803 | 518-D37 | $18-038 |
Naximal JeCare, tum 0.0n4 | OOTE T ODYE I 00%€ | bois 0,035 0.0Z5 |
Katelerne arbetsiingd, om 135 a0 135 [ 50 T ap 135 150
Min. legarelangd, cm, 180 150 180 | 18D 130 B0 | 1BO
Avstand melian réntgentat markr, mm | 15 15 15 15 ap 50 ! S0
Proximal skahdiameser, fum | 0.038 0.044 0,044 0,044 0.062 0,083 0082

| Distal skeftoiameter, fum I 0,025 0,028 0.029 | 0020 T 0.046 | 0.046 | C.088

| Speisens yiterdiameter, tom 0.027 0.025 0,025 1 D025 | 0.041 0,047 0.047

| Spetsens innerdiameter, tum 0.01E 0,020 0020 | 0020 | 0057 | 0,037 | 0.037

. | Win. styrkatater, Fr, 5 3 3 3 3 B B

LMIn. introducerskids, Fr. l 5 5 S | 5 5 5 5

Anteckningar

Spectranetics Quick-Crogg ™ Supportkatstrar har steriiserats rmed etylenoxid och levereras STERILA,
Enheterna &r betecknade med och avsetda ENDAST FOR ENGANGSBRUK och far inte resterlliserss
ochveller ateranvéindas.

Férvares svali och 1o, Skyddas fran att utsattas f5r direkt solfjus och héga temperaturer (hGgre n 60 C elier
140 ) | )

Produkiens sterfliet Qaranteras endast om férpackningen &r obppnad och oskadad, Fére anvandning,
inspekiera den sterila férpackningen och se til) st idrsegiingama &r obruina, Katetern far inte anvandss om
térpackningens steriliet har kompromenerats._!(aieiem far inte anvéndas efter det “Anvands flore" datum som
anges p2 forpackningsatikstian, : ' S SRR

négd;!; rustning som &r skadad. ‘ _ - _
Kessé-:ga all utrusining sfier anvandning, i enlighst med géllande specifike krav betréffande sjukhusavfall och
polerpll bloiogisict riskavfall, . L e SPociike kev ber Tl

Undersék ail_' 'utmstning_‘_som ska anvandas 16r eventuelia brister och Oefekter, fore anvéndnin.g.v Anvand inte

Indikationer : Co A R .
Speciranetics -Quick-Cross ™ Support®-katetrar ‘mgﬁr.uﬁustning_fﬁr,Iadarutbyte och infusion vid anvandning
kérisySternet. Katstrama ar avseddz att stvdjs en Jecare vic tillirace 4l kédsystemgt, mojliggtra utbyte av Jedare

samtskaps en tilifdrselvag for koksaltigsningar eller diagnastiska kontrestmedel.

Anvisningar

CBS! Fajj bruksanvisningama il all utrustning som skarahvéndas m_eéirOuick-CrbssTM Suppo’rtz ketetrar. Til
EXempel siyrkateirar, introducerskidor och.iedare, . : |

1, Fc‘jrberede!s'e: Oppns den sterjiz fBrpackningen med hj&lp av steri Teknik. Ta forsiktigh ut skyddsringan
m=C Raleter ur pasen. Fyll en steri, Luerizs-forsedd sprute ay standsrdtyp med sterj] koksaltidsning,
ARetul sprutan il ketetarns proximalz Luerpessning, spolz kaietern ooh &t ringen fylizss mag

koksaltsalﬂésning inrian kaieterr avigsnas ur ringen. L&Qp kaistern | ringen at sidan, ti'fi.__s den ska tas |
bruk. ' : o

2. Inidring: Genom- en tidigare infisrd, |&mpligt dimensionerad styrkaister ofler introducerskide, sks
katetern firas in Sver en lampligt dimensionerad jedare (se speciikationema) mad anvandning av
vedertagna metoder, ' ' S

[ ]

Framskiutandet: Fsr fram ketetern under fluoroskopi ]l dnskat lage | vaskulzsturen, -

4. Aviggsmande: Anvand standardteknik och dra fﬁrsiktiglt lilbaka katetern. Var fﬁr.sikﬁg. och behall
l=darens i&pe om den ske forh P& sin plats, I B

10. Infusion: infunderz genom att dra fillbaka ledaren under hé&nvisning il diagrammst nadan. QRS
Cverskrio inte et ingasnde infusionstryck o2 300 psi. '

ti ) - S@fda.hhs.gov or 301-796-8118
Coulion) fseiesEbimat FUBAPRYASHOIRCHCORE TOISTATUS @fdahns gov or 3 Srading

¥

W
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Quick-Cress ™ Infusionsfibdeshastighet (ml/second) vid injiceringstryck p& 150 och 300 psi 76r
sali- pch kontrastiésningar

. Sterll saltiésning Kontrast*'
Modell . Storlek Lanpd 150 psi 300 psi 150 psl 300 psl
518032 - D014 135 1,1 1,6 04 1,0
518-033 0,018 - 80 - . 2,0 2,8 0,8 18
518-034 0,018 125 © 1B 2,5 0,7 1.2
518-L35 ‘0018 . 150 1,7 24 K- 1,2
518036 - 0,025 90 Y 10,0 4,2 7.2
518-037 035 . 135 - EB 8,5 3,4 8,1

518-038 . 0,035 150 5.4 8,0 32 55 .
* 75125 Dptlray 320 blandning av kontrasi~l steril salﬂbsning :
Varmngarlfors:ktnghetsatgarder
«  Hbgste rekommenderade infusionstryck ar 300 pst.

'+ Katetern &r endest utformad vch avsedd for intraveskulér bruk. L
«  Kaistemn &r gndast utformad och avsedd Tor engéngsbruk Far e_| restenhsaras ochieller ateranvandas

. Vid omsorgsiull inspektion fbre anvandnmg ska net bekréﬁas =it Patetern mte har s}'adats vid transporten'
- -pch &it den &r i iampligt skick 16 procedu;an _

» . Kaietern ska inte skjutes fram genom ett omrade som uppbjuder mosts‘:and om inte upphovat il detia
** motstand har ideniifierats genom fiuoroskopi och; iamphga &iparder \ndtagrts for st mmska e[ie.r avlégsna

hindret..

. Kateterrnampulatlon far endast Torekomrna under ﬁuoroskom o _."

[

i .‘_,;‘

» - Katetemn skz inte féras fram i ef karl som har en diameter som &r mmdrn &n katetems yﬁerd:ameter

. A Anvand endasﬂedare av rekommenderad diameter och }angd

» Om katstem anvands for infusion, maste tabelien med ﬂodeshashgheier beaktas Dch lnfusmnstrycket far
inte Bverskrida det rekommendsrade.

» Denne kateter far endzsl envandes av Bkare med behirighet att Lfdra perkutana, vaskuigra interventioner,

» - Unovik att fora in Jufi eller annan gas genom katetern och in i Karisysismet.

i Bzverkmngar'
Vaskuizr ksieterisering och/efler vaskulsira interventionar kan resuliera [ komphkatloner bland anrlat

E Karidissektion, perforering, ruptur eller total poklusion

. Instabil angina - o L T
. Emboi | | S
. Legvhdgt blodtryek - ' SRR L

o CAKUEM yokardinfarkt

’ Amftrm mkiuswe \rentrﬂfelﬁnmmnr
. .Drbdsfaﬂ ' '

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
Caution: Federal law {USA) restricts this device to sale by or on order of 5 physician. \/‘\Q&
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Friskrivning:
Spectranetics erbjuder gn exkiusiv

begrénsad garanii f5r denna produki. Speciransiics gcaranterar att
dznne produiki fungerar eniigt spec

ifikationerna | denna bruksanvisning f8r den tiosperiod som avser
Prooukiens “Anvands féire: T-gatum.

) ‘Spectranstics

Spectranetics Corporation
86 Talamine Court :
Colorade Springs, Coiorado B0BG7-5188
‘ ‘ Usa
(719) 823-8333
{800) 231-0878

Speciranstics International BV
Plesmanstraat 5
3833 LA Leusden
The Netheriands
+37 33434 7050

DRH OISTATUS@fda hhs.gov or 301-796-8118
CautichusiorsZoniact ﬁ%’ﬁ?ﬁ*ﬂ%ﬁ? l:')s VICE 10 SalE By O on orger of 5 niueininn

o
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Questions? ontact FDA/CDRH/OCE/DID at QDRH-FOISTAT‘US@fda.hhs.gov or 301-796-8118

12|



Spectranetics®
uick-Cross.

Support® Catheters
.014in x 135cm
Size Usa with lass than er Tip Gutsr Dlameter
aqual to 0.0%4 Inch . @

014 in dlameter guidewirs 021in/.533 mm

Langth Tip Inner Diamater @
135 em [— cm —{ .018 in/.406 mm

Distal Marker Spacing Use By Date

Product Numbar Lot Number

REF 518-032 LOT

STERILE AND NON-PYROGENIC in unopened, undamaged
package. This device is intended for ONE (1) use oniy.

DO NOT resterilize. Read all instructions prior to use. Store in
a cool dry place.

CAUTION : Federal law restricts this device to sale
by or on the order of a physician.

CONTENTS : 1 Unit.
FTDE8 D00 01O OB 00D RO 050 OO SRR 0 c

*+M204578032013« CATALOG NUMBER |

Spectranetics .014in x 135em QUICK-CROSS |
1000 00010 0220 00 DY 10 POR) 30 BN I DODON 0 D Lo 20 i

*+3$3050705050323«« [
USE BEFORE § [2007-05 | (L5 o508032 |

A0 A 00 00 0030 1

*+M204518032013« CATALOG NUMBER

Speciranetics .014in x 135cm QUICK-CROSS
AR08 B S0 DR M0 0 Y A 00 00D i 105

J MICHT PYROGEN

*+$3050705050323K i |no pindaEnc
use srore gIOTTE]  [CoM[mEE]
(T 10Y  FAO O 0 A 0O NGRS

*+M204518032013»

CATALOG NUMBER

I
Speciranetics  .014in x 128em QUICK-CROSS [ B1B-032 |
|
|

P00 0T O LM AP0 LML IO O 0 0
*+$3050705050323 K+
USE BEFORE §

T R
LT

LR IHIIllll!IIIIIlIIIImll'lIlHI!llH!lHlllell : { -
i1 8032013 +

CATALOG NUMBER
B14in x 138cm QUICK-CROSS ‘
B M
01 VDA ER A D TR AOEE 0 O0RD I 00 -//T -
0705050323k« : /\\
RE | [2007.0% |
Manufactured by: Spectranetics
& Talamine Cau alarade 1, : - iy
1-!I10-2;‘1-DI?I’.'"TSIQI: 71:-515::;:?3. :;:o:r;:i-uaaf‘;sz‘ \ ’Z_’L
Europsan Office :

Plsamunatraat 0, 3533 LA Leusden, The Nethedands
2 _Eay - &7 3
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Medical Products Patient

Investor Profexsionals & Therapies Info Company Info 5,05’357" aﬂE t[bs °
I ! I i (I

We get vour Biood fowing®

Peripheral Vascoular
Discase Therapy
CLiRpath® User
Physicians
CLihpath@ Referring
Physicians
CLiRpath® Tralning
Centers of Excellence
Products
Extrerne® US
Extreme® outside US
Quick-Cross®

Overview

Coronary Artery
Discase Therapy

Cardiac Lead
Removal Systems

cvx-300%

CLiRpath.::

Cool Lssar Revasculanization for Peripheral Artery Thergpy

NEW! 2nd Generation Enhancements based directly from physician feedback

Quick-Cross® Support2 Catheters

Access and Cross Tortuous Vasculature and Lesions

* Three distal radiopaque markers specifically spaced for
improved assessment of vessel and lesion:
* Length - allowing for most appropriate selection of stent
length
* Geometry - improved visibility and gauging of bends and
angles based on known relationships of points
* Low profile for accessing and crossing small vessels and CTOs
* Shapeable tip for easy modification to access narrow take-offs
* Variable stiffness profiie allows for excelient shaft force
transmission to tip
* Spectraglide® Pius coating reduces sheath friction during access
" Atraumatic tip enables smooth passage through tight and
tortuous anatomy
* Non-latex for peace-of-mind with latex sensitive patients

The only support catheter available with multiple distal

markers for improved assessment of lesion and vessel Multiple Rﬂdjolgaq‘.le
LENGTH and GEOMETRY! Markers: A.035" Quick-
Cross in a right SFA being
Questions7ontact FDACBRHOEE/DID at -hfﬁl%dqo}osﬂaéiﬁi}&uppoﬂ
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Quick-Cross®
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Quick-Cross.

Distal Radi

1¢D mm (10 cm)

Wnnge obteln ecf at TS Milowohag e

opanque Markers

Configuretiony
D3 in

Higin
Didin

50 mm {5 cm)

Quick-Cross® Support2 Catheter Product Specifications

Page 2 of 2

length. Distal markers are spaced 50mm apart.
Angiogram courtesy of Dr. M. A. Khan, Medical Center Plano,
Plano, TX.

Assessing Lesion Length: A. The multiple
radiopaque markers of a .014” Quick-Cross in a
degenerated SVG being used to determine lesion
length for proper DES placement. B. Same vessel and
Quick-Cross catheter during contrast injection.
Angiograms courtesy of Dr. Philip Morales, Medical Center
Plano, Plano, TX.

Click on angiograms to enlarge.

014" 018" .035"
Catheter Working Lengths Model Number
90 cm —_ 518-033 518-036
135 ¢m 518-032 518-034 518-037
150 cm - 518-035 518-038
Specifications
Maximum Guidewire 0.014 inch 0.018 inch 0.035 inch
Diameter
Distal Radiopaque Marker 15 mm 15 mm 50 Tm

Spacing
Proximal Shaft Oweter
Diameter

Distal Shaft Quter Diameter
Tip Outer Diameter

0.039 inch (3.0 Fr)

0.025inch (1.9 Fr)
0.021inch (1.7 Fr)

0.044 inch (3.4 Fr)

0.02¢ inch (2.2 Fr)
0.025 inch (1.9 Fr)

0.063 inch (4.8 Fr)

0.048 inch (3.7 Fr)
0.041 inch (3.1 Fr)

(top of page)

Calendar Contact Us
i

Home Search
]

Site Map

investor | Company Info | Medical Professjonals |

©1997-2005, Spectranetics. All Rights Reserved. webmaster

Product & Therapies | Patient Info | International

wE gt your bined fiowing®
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The Powerlink System

Mode| # Description Proximai Distal Total Stent Bifurcated Limb Delivery System
Diameter Riameter Length Length Outer Diameter

All measurements in mm unless otherwise noted

Bifurcated Devices

28-16-155BL  Infrarenal Bifurcated Stent Graft 28 16 155 55 21 Fr
28-16-135BL  infrarenal Bifurcated Stent Grait 28 16 135 55 21 Fr
28-16-140BL  Infrarenal Bifurcated Stent Graft 28 16 140 40 21 Fr
25-16-155BL  Infrarenal Bifurcated Stent Graft 25 16 155 55 21 Fr
25-16-135BL  Infrarenat Bifurcated Stent Graft 25 16 135 55 21 Fr
25-16-140BL  Infrarenal Bifurcated Stent Graft 25 16 140 40 21 Fr

Infrarenal Cuffs

28-28-75L Infrarenal Proximai Cuff 28 28 75 19 Fr
2B-28-551 Infrarenal Proximal Cuff 28 28 55 19 Fr
25-28-75L Infrarenal Proximal Cuff 25 25 75 19 Fr
25-25-551 Infrarenal Praximal Cuff 25 25 55 19 Fr

Limb Extensions

20-20-55L Limb Extension 20 20 55 17 Fr
16-16-88L Limb Extension 16 16 88 17 Fr
16-16-55L Limb Extension 16 16 55 17 Fr

Anciltary Products

DL-35-90 .Dual Lumen Catheter (90 cm total length)

'ﬁLS-IOl2.5 12.5 Fr Tear-Away Sheath (packaged and sold in boxes of § each)

Email: customerservice@endologix.com « www.endologix.com © Copyright 2004, Endaiogia, Inc. 8l nghts reserved  MMODO2 Rev.A

1390C Alton Parkway, Suite 122, Irvine, 0A 92518 USA
ND ] X Telephone: 345 595.7200
Customer Service: B00.983.2284 » Fax: 949.830.4463

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \/1._5



The Powerlink: System for
Ahdominal_ Aort

Unihody-Bifurcated
Design eliminates the
possibitity of limb
detachment and
provides quick and
simple delivery
through a single cut-
down. This unigue
single cut-down
combined with a
percutanegus
approach on the
contralateral side
provides the added
benefit of being able
to treat patients with
one compromised
access vessel.

Proprietary ePTFE

has a low-porosity
formulation to prevent
contrast “blush”
associated with woven
grafts, while it's
strong, thin-walied
design minimizes
fabric “pleating” to
allow treatment of a
broader range of
anatomy with fewer
graft sizes.

¢ Aneurysms

Long Main Body
mimics native
aortic anatomy
and provides
good column

strength to inhibit

late migration.

AL

Single-wire
Construction
provides proven
durability and
contributes to
column strength.

Fully Supported
to reduce risk of
limb kinking and
thrombosis.

G The Powerlink System is the endovascular graft of choice for
its ease of delivery, durability, and solid clinical results.

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




Records processed under FOIA Request #2015-9698 7/7/16

The following pages have been copied from the referenced redacted 510(k).
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DUAL LUMEN CATHETER*
- (Peel Away Guidewire Introducer)
INSTRUCTIONS FOR USE
FOR SINGLE USE ONLY

CAUTION: FEDERAL LAW RESTRICTS THIS DEVICE TO S4LE BY OR ON THE ORDER OF A4
PHYSICIAN.

PRODUCT DESCRIPTION OF SYSTEM

The Dualf Lumen Catheter is designed to allow for the insertion of two guidewires into a yingle vesscl,
preventing them from crossing or entangling, and then allowing them (o scperately advance 1o different
vessels. The Duntl Lumen Cathieter consists of two lumens: one lumen allows the wuidewine 1o udvance
along its fength, and the second lumen allows separation and release of the second guidewire vie two
skives located 35cm apart and peeling along its length. A radiopaque macker is located at the proximal
skive to uid in positioning of the catheter. The Dual Lumen Catheter is available to fit into an introducer
catheter with an vuter diameter of 9F, and has a working length of D0cm. The proximal end of the
catheter consists of a female luer connector, )

INTENDED USE

The Dual Lumen Catheter is intended for use during 2 Iwo guidewire pracedure.,

CONTRAINDICATIONS

Fhe Dual Lumen Catheter is contraindicated in patients in which radingraphic contrast or imaging agents
are contraindicuted.

PFOTENTIAL COMPLICATIONS

Potential complications with this procedure may include, but are not limited to:

Vessel perforation Vessel dissection
Hematoms at site of entry Wound infection
" )
*Patent Pending
Endologix, Ine.
20 Fairbenks, Snite #173, Irvine, CA 92618
(945) 830-9433

(?f

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

l. The Dual Lomen Catheter shall be vsed only by physicians trained in vascular surgery,
interventional radiology, or interventional cardiclogy.

2. The Dual Lumen Catheter should be handled with care to avoid excessive bending or kinking of the
catheter, which may result in an inability to properly advance the guidewires.

3. Toavoid insertion difficultics or tissue injury, never advance thig device without the use of
fluoroscopic puidance.

4. The Dual Lumen Catheter is not intended to be used to infuse radiographic conlrast agents,

READ ALL INSTRUCTIONS THOROUGHLY BEFORE USE. THE DUAL LUMEN
CATHETER IS NOW READY FOR USFE

INSTRUCTIONS FOR USF,

1. Perform standard procedure to access vessel.

2. Flush lumen,

3. Advance a 0.035" guidewire to the desired location forﬂ the Dual Lumen Catheter placement.

4. Advence the Dual Lumen Catheter over this guidewire via the inner reinforced catheter Jumen.

5. Advance the Dual Lurmen Catheter so that the radiopaque marker (located at the proximal skive of

the outer catheter lumen), is in the desired location,
6.  Remove the guidewire,
7. Insert the first guidewire through the inner reinforced catheter fumen.

8. Insert the second guidewire into the distal skive until i1 exits the proximal skive. This will keep the
two puidewires separated.

9. Toremove the second guidewire, retract the inner reinforced catheter lumien, and the guidewire will

separale as the outer catheter Jumen peels away.

WARNING: CATHETER ADVANCEMENT SHOULD BE PERFORMED UNDER
FLUOROSCOPIC GUIDANCE. PO NOT USE EXCESSIVE FORCE TO ADVANCE OR
WITHDRAW THE. CATHETER WHEN RESISTANCE IS ENCOUNTERED.

THE DUAL LUMEN CATHETER 18 DESIGNED FOR SINGLE USE ONLY. DO NOT REUSE.

% 2

Questions? ontact FDA/CDRH/OCE/DID at CDRH—FOISTATUS@fdé.hhs.gov or 301-796-8118
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Store the Dual Lumen Catheter in a cool, dry place.

PRODUCT INFORMATION DISCLAIMER

ENDOLOGIX MEDICAL DEVICES ARE SOLD "AS IS" CONDITION. THE ENTIRE RISK AS
TO THE QUALITY AND PERFORMANCE OF THE DEVICES IS WITH THE BUYER.
ENDOLOGIX DISCLAIMS ALL WARRANTIES, EXPRESSED OR IMPLIED, WITH
RESPECT TO THE DEVICE, INCLUDING BUT NOT LIMITED TO ANY IMPLIED
WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE,
ENDOLOGIX SHALL NOT BE LIABLE TO ANY PERSON FOR ANY METHCAL EXPENSES
OR ANY DIRECT OR CONSEQUENTIAL DAMAGES RESULTING FROM THE USE OF ANY
DEVICE, WHETHER A CLAIM FOR SUCH DAMAGES 1S BASED UPON WARRANTY,
CONTRACT, TORT OR OTHERWISE. NO PERSON HAS ANY A UTHORITY TO BIND
ENDOLOGIX TO ANY WARRANTY WITH RESPECT TO ITS MEDICAL DK.VICES.

STE TZATION

The Dual Luenen Catheter is a single use item and shipped sterile. Do not reuse. Sterile/Non-pyrogenic
omly if the package is not opened, damaged or broken. Do not re-sterilize.

REPACKAGING INSTRUCTIONS

In the event the device must be returned for any reason, retum the Dual Lumen Catheter into irs origina)
package and shipping box. Coetact Customer Service at (949) 830-9433, to receive a return authorization
number prior to the return shipment.

f

V50

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

SYMBOL | DESCRIPTION B ST TR
s - e —_— — mm e mami s L e e o e —
E Product expiration date, |
LOT] Lot number or wark order number for the product,
STERILE { EO | Mcthod of sterility is Ethylene Oxide.
A See instructions for use for warnings, precautions and general instructions. .
@ Device is intended For use one time caly. Do i reuse or re-steril e,
c E ofze CE Mark symbol with Notified Body registration numiber (TUV Praduct Servicus). ;
—— o - e —— ]
; S N Serial Number ofthe device. I
i §
1

EUAUTHORIZED REPRESENTATIVE

AGORA Technologie GmbH

P.O. Box 1117 D-79577 / Schloss

Str. 2 D7958S Steinen, Germany

Tel: (49 7627-3193

Fax: (49) 7627-8541 ©1999 Original Copyright. All Rights Reserved,
Part Number COD078 Rev, XB

15\
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

) . '} . . .
£, SO / Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

0cT 28 1999

Ms. Karen U. Salinas
Vice President, RA/CA/QA
Endologix, Inc.

20 Fairbanks, Ste. 173
Irvine, CA 92618

Re: K9881601
Trade Name: Dual Lumen Catheter
Regulatory Class: II
Product Code: DQY
Dated: September 2, 1999
Received: September 7, 1949

Dear Ms. Salinas:

We have reviewed your Section 510(k) notification of intent to market
the device referenced abcve 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 to May 28, 1978, 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). 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 (Premarket Approval), it may be subject to such
additional controls. Existing major regulations affecting your device
candpe found in the Code of Federal Regulations, Title 21, Parts B00 to
B35. A substantially egquivalent determination assumes compliance with
the Current Good Manufacturing Practice regquirements, as set forth in
the Quality System Regulation (QS) for Medical Devices: General
regqulation (21 CFR Part 820) and that, through periodic QS inspections,
the Food and Drug Administration (FDA) will verify such assumptions.
Failure to comply with the GMP regulation may result in regulatory
action. In addition, FDa may publish further announcements concerning
your device in the Federal Register. Please note: this respcnse Lo
your premarket notification submission;does not affect any cobligation

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Ms. Karen U. Salinas

you might have under sections 531 through 542 of the Act for devices
under the Electronic Product Radiation Control provisions, or other
Federal laws or regulations.

This letter will allow you to begin marketing your device as described
in your 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 gpecific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for ip vitro
diagnostic devices), please contact the Office of Compliance at (301)
594-4586. Additicnally, for guestions 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 807.97). Other general
information on your responsibilities under the Act may be obtained from
the Division of Small Manufacturers 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,

A Ll

4r WOlf Sapirstein, M.D.
Acting Director
Division of Cardiovascular,
Regpiratory and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

2

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \ :))3
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510(K) number (if known): K160/ —

Device Name: Dual Lumen Catheter

Indications for Use:

For use during a two guidewire procedure

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)

-k

Prescription Use OR Over-The-Counter Use __
(Per 2} CFR 801.109)
%*M/f’{%# it
{Division Sign-Off)
Division of Cardiovasculer,
nd Neurologioal Davices
;ﬂ.‘m Number '}(Cfﬂ : 0 ]
3

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Endologix, Inc.

20 Paicbanks, Suite #1723

Irvine, CA USA 9268

(949) 230-9433 Fax (949) $30-4453

MODEL # v D3390 DESCRIFTION:  Dual Lumen
Catheter

SPECSE t  Working Lamgth - Som
Mazx, Wire OD - 035"
Fits imto 9FR 1D Introducer

CONTENTS ¢t Onpe (1) Dual Lumen Catheter

WARNING ¢ Single us only, Comtents are sierile and non-pyrogenic
if the package is unopened or undamaged, DO NOT
RESTERILIZE.

CAUTION t  Federal law (USA) restricts this device 10 sal¢ by or on
the order of a physician.

INTENDED USE For use duting a 1wo-guidewirs proceduce.

LOT NO. t Wyy-Hiss STERILE UNTIL: YYYY-MM

Part Numtber FRO02¢ Rev. XA

Endologix, nc.
20 Fairbarks, Suits #173
frvine, CA USA 92613
(949) 830-5433 Fax (949) B30-4463

MODEL # . DL-33-90 DESCRIPTION:  Dwal Luman
Catheter
SPECS :  Working Length Mem y; 09
Max. Wire OD - 035"

PIts imo SFR ID Introducer Vs 1OF

- ATENTS One (1) Dual Lumen Catheter

WARNING Single nse only. Contonte are sterilo snd noo-pyrogenic
if the package is unopentd or undemaged. DO NOT
RESTERILIZE.

CAUTION t  Federsl law (USA) restricts this device to sale byoron
the order of a physician

INTENDED USE : Forwuse during s two-guidewire procedure,

1OT NQ, : Wyy-Sihig STERILE UNTIL: YYYY-MM

Purt Number FODOZ6 Rev, XA

Endologix, Inc,
20 Fairbanks, Suits #173

Irvine, CA USA 92618
(949) £30-5433 Fax (949) 304463
MODEL # t DL-35.90 DESCRIPTION:  Dwal Lumen
Catheter
SPECS i Working Length - 0em
Max. Wire OD - .D3s"
Fits into 9FR 1D Introducer
CONTENTS : Ome (1) Dual Lumen Catheter
WARNING Single use only. Contents are sterile and Ron-pyrogenic
if the package is unopenod or undamaged. DO NOT
RESTERILIZE.
CAUTION i Federsl law (USA) restricts this device 1o sale by oron
the order of & physician,
rENDED USE For use during a two-guidewirs procecare.
LOT NO. 1 Wyy-Hitna STERILE UNTIL: YYYY-MM

FPurt Nurnber FOO0Z6 Rev, XA

Endologix, Inc.
20 Fairbapks, Suite #173
Irvine, CA USA 92618

(549) 830-94133 Fax (949) 8304463
"
MODEL # 1 DL-35-90 DESCRIPTION:  Dual Lumen
Cathetar
SPECS : Working Length - 90cem
Max. Wire OD - 035"
Fttz into 9FR ID imtroducer
CONTENTS 3 One(]) Dual Lumen Catheter
WARNING Singlo use only. Coatents are sieriic and non-pyrogenic
if the package is unopened or undamaged. DO NOT
RESTERILIZE.
CAUTION :  Foderal law (USA) restricts this device 10 sale by or on
the order of 8 physician.
INTENDED USE For use during a two-guidewire procodure.
LOT NO. T Wyy-BbHE STERILE UNTIL: YYYY-MM

Part Nurnber POO026 Rev. XA

Endologix, Inc.
20 Fajrbanks, Suite #173

brvine, CA USA 92618
{949) B30-9433 Fax (949) 830-4463
MODEL # ¢ DL-35-90 DESCRIPTION:  Dual Lumen
Catheter
SPECS 1 Working Length - 90cm
Max. Wire OD - 035"
Fits into PFR ID Introducer
CONTENTS t  Omne (1) Dual Lumen Catheter
WARNING ¢ Single uae only. Cortents are sterile and ron-pyrogenic
if the package is unopened or undemaged. DO NOT
RESTERILIZE.
CAUTION : Federsl law (USA) restricts thia device 1o sale by oron
the order of a physician,
INTENDED USE  :  For use during a two-guidewire procedure.
LOT NO. T Wyy il STERILE UNTIL: YYYY-MM
Pt Numbes FODO26 Rev. XA
Eadologix, Inc.
20 Farbanks, Saite #173
Irvine, CA USA 92618

(949) 330-9433 Fax (949) £30-4463

MODEL # 1 DL-35-90

DESCRIPTION:  DualLumen
Catheiar
SPECS i Workdng Length . 90cm
Max WireOD - 035"
Fits into 9FR ID Introducer
CONTENTS One (1) Dual Lumen Catheter
WARNING :  Single use only. Coplents s sterile and non-pyrogenic
if the package is unopened or undamaged. DO NOT
RESTERILIZE.
CAUTION ¢ Fedoral law (USA) restricts thix device (o sale by or on
the order of a physician.
INTENDED USE  :  For use during a two-guidewire procedure.
LOT NO. t Wyy-Rba¥ STERILE UNTIL: YYYVY-MM

Fart Number FOO026 Rev. XA l%
A5

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k}) Premarket Notification Twin-Pass Dual Access Catheter
Vascular Soclutions, Inc

Appendix D: Predicate Device Literature
Lumend Percutaneous Catheter, KO11562
Quick-Cross Support Catheter, K0O33678

Dual Lumen Catheter, K891601

CONFIDENTIAL

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k} Premarket Notification Twin-Pass™ Dual Access Catheter
Vascular Solutions, Inc.

Appendix E: Summary of Safety and Effectiveness
Common/Usual Name: Intravascular Catheter
Product Trade Name: Twin-Pass™ Dual Access Catheter

Classification Name: Unclassified
Product Code: DQY

Manufacturer: Vascular Solutions, Inc.
6464 Sycamore Court
Minneapolis, Minnesota 55369
USA

Establishment Registration: 2134812

Contact: Sara L. Coon
Senior Regulatory Affairs Associate
(763) 656-4300 phone
(763) 656-4200 fax

Performance Standards: No performance standards have been developed
under section 514 for this device.

Device Description:

The Twin-Pass Dual Access Catheter is a 3F O.D. catheter that has two
lumens—a short distal lumen and a second full length lumen—each of which are
compatible with a 0.014” standard guide wire. The Twin-Pass catheter has a
working length of 135cm and contains positioning markers at 95 and 105cm
which provide a visual indication of the relative positions of Twin Pass and the
end of a standard 105cm guide catheter. Two radiopaque marker bands at the
end of each wire lumen provide for a radiographic means of locating the position
of each lumen. The softer, distal end of the catheter is coated with a hydrophilic
coating to assist passage through the guide catheter and vessels while the
proximal end of the catheter contains a strain relief and a standard luer hub. A
126¢cm stiffening mandrel is included which provides support and pushability to
the Twin-Pass.

CONFIDENTIAL

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \3 8
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510(k) Premarket Notification Twin-Pass™ Dual Access Catheter
Vascular Solutions, Inc.

Intended Use:

The Twin-Pass Dual Access Catheter is to be used in conjunction with steerable
guidewires in order to access discrete regions of the coronary and peripheral
arterial vasculature, to facilitate placement of guidewires and other interventional
devices, and for use during two guidewire procedures.

Summary of Non-Clinical Testing:

Testing conducted included assessments of the design verification of the Twin-
Pass Dual Access Catheter along with biocompatibility assessments. The results
of this battery of tests confirmed the suitability of the Twin-Pass Dual Access
Catheter for its intended use.

Summary of Clinical Testing:
No clinical evaluations of this product have been conducted.

Predicate Device:

The Twin-Pass Dual Access Catheter is similar in intended use and function to
the Lumend Percutaneous Catheter, the Quick-Cross Catheter, and the Dual
Lumen Catheter.

Conclusions:

The Twin-Pass Dual Access Catheter is substantially equivalent to the Lumend
Percutaneous Catheter, the Quick-Cross Catheter, and the Dual Lumen
Catheter. The testing performed confirms that the Twin-Pass Dual Access
Catheter will perform as intended.
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Material matrix for the Biocompatibility test-catheter used in SR1267

;VSI Part Material {Where used
‘Number

21-0388-01

|2] -0398,
[21-0381

21-0397,
21-0391

51-0326
120-0450-05
21-0396
21-0396

121-0396,
121-0380

21-0396

121-0396

L21-0396

21-0390-TAB
20-0646 and
120-0645
[0039

21-0383

120-0043
120-0492

20-0494
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DEPARTMENT OF HEALTH & HUMAN SERVICES " Public Health Service
Food and Drug Administration
Memorandum

e

From: Reviewer(s) - Name(s}) 6 [( W MW
oc22t//s"
Subject:  510(k) Number_étro g? _C g '

To: The Record - It is my recommendation that the subject 5 10(k) Notification:

[ 1Refused to accept.

[JRequires additional information {other than refuse to accept).
QKIQS substantially equivalent to marketed devices.

[INOT substantially equivalent to marketed devicess

[dOther (e.g., exempt by regulation, not a device, duplicate, efc.).

. Ts this device subject to Section 522 Postmarket Surveillance? DYES M NO
Is this device subject to the Tracking Regulation? CIvEs g NO
Was clinical data necessary to support the review of this 510(k)? E]YES NO
Is this a prescription device? AYES 0 ~o
Was this 510(k) reviewed by a Third Party? | Clves 1 NO
Special 510(k)? OvyEes @ NoO
Abbreviated 510(k)? Please fill out form on H Drive 5 10k/boilers Cves lﬁ NO

Truthful and Accurate Statement Requested E{Enclosed
A 510(k) summary OR [C1A 510(k) statement
[ The required certification and summary for class Il devices W[ [y

The indication for use form

Combination Product Category (Please see algorithm on H drive 5 10kaoiler§) [\J

Animal Tissue Source O vEs MNO Material of Biological Origin O ves E/NO

‘The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
[ No Confidentiality [ Confidentiality for 90 days [ Continued Confidentiality exceeding 90 days

Predicate Product Code with class: " Additional Product Code(s) with panel (optional):

DEY L s .
Review: | [Z"(g}{,/ 52‘;) /A\:‘ A / ({,l‘i’) f{ l i }\” '5/

(Branch Chief) (Branch Code) (Date)

Final Review: 1‘)\/\1'5!3&5 (é \L ‘,/[/\/L\Q\ (3;1_4. ()jD % “ "?,7 ’[("{

(Division Dircctor) (Datc]’

Revised:4/2/03 L\
Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request #2015-9698 7/7/16

REVISED:3/14/95
'HE 510 (K} DOCUMENTATION FORMS ARE AVATLABLE ON THE LAN UNDER 510 (K)

POTILERPLATES TITLED "PDOCUMENTATION" AND MUST BE FILLED QUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

wgUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

KO?Vqu
Reviewer: S\JLWM L M
Division/Branch: Qv [LCD R i

Device Name: Tw ‘,‘ y = \76\/&/4 valﬂ H’LC %53 Om

|
product To Which Compared (510(K) Number If Knowrn) : (_me_‘( ?{VWC’M
b%m-ctelﬂ's (Kol

YES
1. Is Product A Device v If NO = Stop
2. Is Device Subject To 510(k}? v 1f 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 Issueg of Safety Or
Effectiveness?
5. same Technological Characteristics? v’ 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? (}g>:47“% If YES = Stop SE
8. New Types Of Safety Or Effectiveness iIf YES = Stop NE
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? If NO = Request
v Data
11. Data Demonstrate Equivalence? y Final Decision:
Note: Tn addition to completing.the form on the LAN, “yes" responses to
questions 4, 6, 8, and 11, and every "no" response requires an
explanation. '
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MEMO

pate:  {1- 1§-08
FROM : Shang W. Hwang, PhD., Pharmacologist, ICDG/DCD, HFZ-450
SUBJECT : Document Number: K052257/S01

Company Name: Vascular Solutions, Inc.

Contact: Sara L. Coon

Device Name: Vascular Solutions Twin-Pass Dual Access Catheter

TO : THE RECORD

This510 K amendment is submitted by Vascular Solutions, Inc. in response to FDA letter
of September 26, 2005. The subject device is the Twin-Pass Dual Access Catheter.
The responses from the sponsor are as follows:

1) Response 1:

2) Response 2:

3) Response 3:

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4) Response 4:

5) Response 5:

6) Response 6:

7) Response 7:

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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8) Response 8:

9) Response 9:

The above responses are acceptable.

The Twin-Pass Dual Access Catheter 1s a 3F O.D. catheter that has two lumens--a short
distal lumen and a second full length lumen--each of which are compatible with a 0.014"
standard guide wire. The Twin-Pass catheter has a working length of 135¢m and contains
positioning markers at 95 and 105cm which provide a visual indication of the relative
positions of Twin Pass and the end of a standard 105cm guide catheter. Two radiopaque
marker bands at the end of each wire lumen provide for a radiographic means of locating
the position of each lumen. The softer, distal end of the catheter is coated with a
hydrophilic coating (the primer (2-TS-96) consists of Hydromer polyurethane base and the coating (3-
TS-12) consists of polyurethane/polyvinylpyrollidone), while the proximal end of the catheter
contains a strain relief and a standard luer hub. A 126cm stiffening mandrel is included
which provides support and pushability to the Twin-Pass Catheter..

The Twin-Pass catheter is designed to assist the placement of a second guide wire in the
event that the procedure requires positioning more than one guidewire. During use, the
short distal wire lumen of the Twin-Pass catheter is advanced beyond the guide catheter
over the existing guide wire allowing the physician to preserve the position of the first
guide wire while the second wire is advanced through the full length lumen. The second
guide wire is advanced after the stiffening mandrel is removed from Twin pass. Once
both wires have been positioned, Twin Pass is removed and the desired interventional
devices may be delivered to the treatment location.

The predicate devices for the Twin-Pass Dual Access Catheter are the Lumend
Percutaneous Catheter (K011562), the Spectranetics Quick-Cross Catheter (K033678),
and the Endologix Dual Lumen Catheter (K991601). These claims are supported in a
comparison table included in the original 510(k) application.

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The Twin-Pass Dual Access catheter is constructed of materials used in similar medical
devices as described in tablel below:

Table 1: List of Materials

Component [Material Description |
Catheter ) i )
I.uer hub Polycarbonate
Adhesive Jrethane/Acrylate UV Cure Adhesive
Strain relief Polyolefin
Full length lumen

Inner layer Polyimide with PTFE lining

Quter layer Pebax (Graduated from 72 to 55 durometer
(proximal to distal) with blue colorant and BaS04)
Positioning marks Pebax 72 durometer (with white colorant)
Rail Lumen

Inner layer Polyimide with PTFE lining

Quter layer Pebax (55 durometer with blue colorant and

BaS04)
Markerbands Platinum/Iridium (90% / 10%)
Adhesive Ethyl cyanoacrylate
Hydrophillic Coating Fydromer Polyurethane Base (2-TS$-96) and
Polyurethane/polyvinylpyrollidone (3-TS-12)

Stiffening Material
Wire : 304 stainless steel
Adhesive [Urethane/Acrylate UV Cure Adhesive
Luer Cap [Polystyrene

Reflow processing (or thermo-bonding) is used to create two lumens and later join these
two lumens together.

Bonded components

Non-sterile Twin-Pass catheters are coated

The Twin-Pass Dual Access Catheter will be packaged in an HDPE coil inside a
poly/Tyvek pouch. The device is provided sterile and is intended for single use only.

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The Twin-Pass Dual Access Catheter will be sterilized using ethylene oxide gas in a
process designed to provide a Sterility Assurance Level (SAL) of 10 . The cycle has
been be validated according to BS EN 550 "Sterilization of Medical Devices-Validation
and Routine control of Ethylene Oxide Sterilization, Method C: Half cycle method”.

Non-pyrogenicity of the devices will be verified on

Non-clinical testing conducted included assessments of the design verification of the
Twin-Pass Dual Access Catheter along with biocompatibility assessments, which
confirmed the suitability of the Twin-Pass Dual Access Catheter for its intended use.

All testing was conducted on finished product that was manufactured, packaged and
sterilized according to standard operating procedures developed for the Twin-Pass Dual
Access Catheter. All samples were sterilized two times prior to testing. Testing

performed verifies the Twin-Pass Dual Access Catheter meets the required specifications.

Additional product samples were also buiit and accelerated aged to represent 6-months
shelf-life. Aged samples were tested for the same critical parameters as the original units.
Testing performed verifies the Twin-Pass Dual Access Catheter continues to meet the
required specifications at 6 months.

The following bench tests were performed to meet pre-specified criteria:

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4. Slide easily through guide catheter
Specification:
The distal segment must have a lubricious coating.
Protocol:

5. Hub to shaft adhesive bond integrity
Specification:

6. Catheter shaft strength

b

7. Stiffening mandrel adhesive bond strength
Specification:

F

8. Suffening mandrel removal force
Specification:

F

9. Leakage under pressure
Specification:

i —

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The biocompatibility of the Twin-Pass Dual Access Catheter has been completely
assessed utilizing the appropriate methods

Testing conducted by

Table 2: Twin-Pass Dual Access Catheter Biocom

atibility Results Summary

est Method

ISO method)
Hemolysis/direct
contact/rabbit blood
[SO 10093-4:2002
MEM Elution
Cytotoxicity

ISO 10993-5:1999
Rabbit pvrogen/material
mediated

[SO 10993-11

.ee and White clotting
time/ human blood

ISO 10993-4:2002
ISystemic injection/2
extracts

ISO 10993-11:1993
Intracutaneous injection/
2exctracts

1SO 10993-10:2002
Kligman Maximization /
2 extracts /30
9nimals/hist0rical (+)
controls

SO 10993-10:2002

[n vitro
hemocompatibility

[SO 10993-4:2002
Prothrombin Time (PT)
- 1SO 10993-4:2002

Hemolysis /Extract/
Rabbit Blood - [SO
10993-4:2002

13
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No clinical testing was performed for the Twin-Pass Dual Access Catheter.

Since the primary purpose of the package is to maintain device sterility and integrity, the
packaging is subjected to testing to a protocol that includes standardized shipping tests as
described in ASTM D4169, "Standard Practice for Performance Testing of Shipping
Containers and Systems". These packages are then subjected to dye penetration (ASTM
F1929-98 Standard Test Method for Detecting Seal Leaks in Porous Medical Packaging
by Dye Penetration = Product to be tested in substantial compliance with the requirements
of this standard) and bubble emission (FPA SPMC 005-96 Flexible Packaging
Association, Standard Test Method for Detection of Heat Seal Package Internal
Pressurization by Bubble Emission) testing to ensure product integrity will be maintained.
Product is visually examined to verify no damage has occurred during the shipping

process.

Recommendation for Response:
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MEMO

DATE : 1/l°\’ 0{
FROM : Shang W. Hwang, PhD., Pharmacologist, ICDG/DCD, HFZ-450
SUBJECT : Document Number: K(052257

Company Name: Vascular Solutions, Inc.

Contact: Sara L. Coon

Device Name: Vascular Solutions Twin-Pass Dual Access Catheter

TO : THE RECORD

The 510 K is submitted by Vascular Solutions, Inc. for its Twin-Pass Dual Access
Catheter. The Twin-Pass Dual Access Catheter has two lumens, a short distal lumen and a
second full length lumen, each of which are compatible with a 0.014" standard guide
wire. The Twin-Pass catheter has a working length of 135¢m. The softer, distal end of the
catheter is coated with a hydrophilic coating to assist passage through the guide catheter
and vessels while the proximal end of the catheter contains a strain relief and a standard
luer hub. A 126¢m stiffening mandrel is included which provides support to the Twin-
Pass catheter. After my initial review, I have the following questions for the sponsor:

. Additional information is needed to clarify and show the following items in the
Appendix F engineering drawing:

(1
(2)
3)
(4)

2. In the manufacturing overview, you state

3. There is a tapered section before the entrance to the exchange lumen in the twin-
ass catheter. Please provide evidence to show

8
»

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4. You state that non-sterile Pronto V3 catheters are coated

5. In the results of yvour coefficient of friction

6. You stated that the coated catheters were accelerated

7. You state that biocompatibility testing was done using

You state that biocompatibility testing of the

Recommendation for Response:
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration
Memorandum

From: Reviewer(s) - Name(s) 2 l/{fl_’u ‘ l’\/

Subject:  510(k) Number KD g D 2 5F7

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

Ey[géfused to accept.

equires additional information (other than refuse to accept).
[1s substantially equivalent to marketed devices.

CINOT substantially equivalent to marketed devices.

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

s this device subject to Section 522 Postmarket Surveillance? Ovyes E/NO
Is this device subject to the Tracking Regulation? LIvEs LY no
Was clinical data necessary (o support the review of this 510(k)? Hyes NO
Is this a prescription device? RIYES 1 no
Was this 510(k) reviewed by a Third Party? OvES o no
Special 510(k)? Clves {E/No
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers CIvEs dNO

Truthful and Accurate Statement LIRequested E/Enclosed
[AA 510(k) summary OR [1A 510(k) statement
[ The required certification and summary for class 11 devices v\]q

[ The indication for use form

Combination Product Category (Please see algorithm on H drive 5 10k/Boilex'§) M

Animal Tissue Source O YES MNO Material of Biological Origin O vES vo

The submitter requests under 21 CER £07.95 (doesn’t apply for SEs):
{J No Confidentiality [ Confidentiality for 90 days [1 Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel {optional):

Rcvucw:__@ . ép

G (DB Aol

(Branch Chief) N (Branch'adc) {Date)
Final Review: _ o
(Division Director) {Date)

Revised:4/2/03 .
Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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S10(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

) O

Dines New Trevice Have Sae NO i the Differences Alier the Intended
fndication Jtatement? - Therapeutic/Diagnosticfete. Efiect

| s

New Lrevaee s Copared (o
Statheted Device ”

-
3

Deseriptive hitoroution
abotst New or Marketed

Deviee Requested as Needed
Safety and Effectiveness)?**

- Technolagical Characteristics.

.. Design, Materials. ere? Characteristics

(in Deciding. May Consider lmpact on

Do the New Characteristics
Allect Safety or — Raise New Types of Safety YES O

Not Substantiaily
Equivalent Deteruination

VES

New Device Has Same {ntended NO
Use and May be “Substantially Equivalent” ] A
y New Device Has O
@ B New latended Use
Does New Device Have Same .
NO Could the New

YIS
@ l Clfectiveness? or Gifectiveness Questions?
A
NO Are the Descriptive NO
Characteristics Precise Enough NO
10 Ensure Equivalence? € @
NO
Are Perforuance Data Do Accepted Scientific
Available te Asses Equivalence? YLES Mestiods Exist for
Assessing Effects of NO
the New Characteristics?
YES :
: |
Perlormance Are Performance Data Available NO
Data Required To Assess Effects of New
Cliaracteristics? **¥*
. YES
[ GO QD
% performance Data Demgnstrate Performance Data Demonstrate
quivalence? — Q < Equivalence? o —
YES YCS NO
NGO 5
“Substanally Cquivalend” @
To Determination To
* S1O(K) Sulunissions Compace new devices 1o macketed devices. FDA requests additional information it the relationship between
nrketed and Tpredicite” {pre-Amendments or reclassified post-Amendments) devices is uncleac.

“This decision s nonnally based on descriptive inlornation atlone, but limited testing information

Data maybe in the S10(kY. other ST0(K)s, the Center’s classilication filcs, or the fderature.

1is sometumes required.

),

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radioclogical Health

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

October 03, 2005 Rockville, Maryland 20850
VASCULAR SOLUTIONS, INC. 510 (k) Number: K052257

6464 SYCAMORE COURT Product: VASCULAR

MINNEAPOLIS, MN 55369 SOLUTICNS

ATTN: SARA L. COON TWIN-PASS DUAL

ACCESS CATHETER

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please

remember that all correspondence concerning your submission MUST

be gent to the Document Mail Center (HFZ-401) at the above

letterhead address. Corresgpondence sent to any address other than

the one above will not be considered as part of your official

premarket notification submission. Alsc, please note the new

Rlue 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. ,

On August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff:
Format for Traditional and 2Abbreviated 510(k)s. This guidance can be found
at http://www.fda.gov/cdrh/oivd/guidance/1567 . html. Please refer to this
guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distributicn
until you receive a letter from FDA allowing you to do so. As in
the past, we intend to complete cur review as guickly as peossible.
Generally we do so 20 days. However, the complexity of a submission
or a requirement for additional infcormation may occasionally cause
the review to extend beyond 90 days. Thus, if you have not received
a written decision or been contacted within 90 days of our receipt
date you may want to check with FDA to determine the status of your
submission.

If you have procedural or policy questions, please contact the
Divigion of Small Manufacturers International and Consumer Assistance
(DSMICRA) at (301) 443-6597 or at their toll-free number (800) 638-2041,
or contact me at (301) 59%4-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluaticn
Center for Devices and

Radiclogical Health

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \b
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yascular
SOLUTIONS
September 30, 2005

Food and Drug Administration

CDRH, Office of Device Evaluation
510(k) Document Mail Center (HFZ-401)
9200 Corporate Boulevard

Rockville, Maryland 20850

Re: K052257, Amendment 1
Response to letter dated Sep. 26, 2005

To Whom It May Concemn:
Vascular Solutions inc. (VSI) provides the attached information regarding the
above referenced file. This information is being provided in response to the

questions in letter dated Sep. 26, 2005.

For ease of review we have repeated the questions asked (in bold) and provided
the response immediately following it.

1) Please provide additional information to clarify and indicate the
following items in the Appendix F engineering drawing:

a. the length of the distal lumen (exchange lumen),

b. the outside diameter of the twin-iass catheter at B-BI

c. the outside diameter of the twin-pass catheter at C-C,

d. the outside and inside diameter of the twin-pass catheter at
the tapered section before the entrance to the exchange
lumen.

E—
[ —

VASCULAR SOLUTIONS, INC \k/ Q\g

8464 Sycamore Court  Minneapolis, Minnesota 55369

Questions?mntaet FIFYGBRHDOE/BDIX at EDBHEFRINT ATS@idahds govies3@it796-8118 \é
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Sept. 30, 2005 Reference: K052257/A1
Page 2 of 4

2) In the manufacturing overview, you state that a reflow process is used
to create the extraction lumen and the guidewire lumen, and later join
these two lumens together. Please provide more detail on the -

The reflow process is used in

The reflow process is performed at temperatures above

Reflow is used to

3} There is a tapered section before the entrance to the exchange lumen in
the Twin-Pass catheter. Please provide evidence to show that the

The tapered section

4) You stated that non-sterile Pronto V3 catheters are coated b

The primer (2-TS-96) consists of

il

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sept. 30, 2005 Reference: K052257/A1
Page 3 of 4

The statement regarding application of coatin

5) In the results of your coefficient of friction

The COF of 0.516 was tested

Uncoated test catheters were

No other material differences existed.

6) You stated that the coated catheters were

The 12 month aged testing was performed on a

7) You state that biocompatibility testing was done using samples

representative of the

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \\é
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Sept. 30, 2005 Reference: K052257/A1
Page 4 of 4

Biocompatibility report SR1267 was performed per protocol ST1267. The

8) You state that biocompatibility testin

lied to the

9) Please clarify if the device is intended for use in the cerebral

vasculature.

The device is not intended for use in the cerebral vasculature. A contraindication
has been added to the IFU. An updated draft of the IFU is included as
attachment #4 to the letter.

Please feel free to contact me again if you have any additional questions
regarding this file.

Sincerely,

Sara L. Coon
Sr. Regulatory Affairs Specialist

scoon@vascularsolutions.com
(763) 656-4399 phone
(763) 656-4250 fax

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \(\
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September 30, 2005

Food and Drug Administration

CDRH, Office of Device Evaluation
510(k) Document Mail Center (HFZ-401)
9200 Corporate Boulevard

Rockville, Maryland 20850

Re: K052257, Amendment 1
Response to letter dated Sep. 26, 2005

To Whom it May Concern:
Vascular Solutions Inc. (VSI) provides the attached information regarding the
above referenced file. This information is being provided in response to the

questions in letter dated Sep. 26, 2005.

For ease of review we have repeated the questions asked (in bold) and provided
the response immediately following it.

1) Please provide additional information to clarify and indicate the
following items in the Appendix F engineering drawing:

The diameters of the Twin-Pass catheter

A revised print showing these dimensions is included as attachment #1
to the letter.

B4B4 Sycamore Court © Minneapalis, Minnesota 55368
Questions? [BrnHdE FIHFECDREENOE DAX atf CHRFEFIEIT ATUS@fdaitirsigoviors301+796-8118 Jo
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Sept. 30, 2005 Reference; K052257/A1
Page 2 of 4

2) In the manufacturing overview, you state that a

The reflow process is used in

The reflow process is performed at temperatures

Reflow is used to coat

3) There is a tapered section before the entrance to the exchange lumen in
the Twin-Pass catheter. Please provide evidence to show that the

The tapered section

4) You stated that non-sterile Pronto V3 catheters are coated

The primer (2-TS-96) consists of

2\

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sept. 30, 2005 Reference: K052257/A1
Page 3 of 4

considered proprietary. Additional product coated with the Hydromer coating
include K052232-Pronto V3 Extraction Catheter and the list of products inciuded
in attachment #2 to this catheter.

The statement regarding application of coating to

5) In the resuits of your coefficient of friction (COF

The COF of 0.516 was testéd

Uncoated test catheters were

No other material differences existed.

6) You stated that the coated catheters were

The 12 month aged testing was performed on a

7) You state that biocompatibility testin

2

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sept. 30, 2005 Reference: K052257/A1
Page 4 of 4

report SR1267

8) You state that biocompatibilit

9) Please clarify if the device is intended for use in the cerebral
vasculature.

The device is not intended for use in the cerebral vasculature. A contraindication
has been added to the IFU. An updated draft of the I[FU is included as
attachment #4 to the letter.

Please feel free to contact me again if you have any additional questions
regarding this file.

Sincerely,

e ]

Sara L. Coon
Sr. Regulatory Affairs Specialist

scoon@vascularsolutions.com
(763) 656-4399 phone
(763) 656-4250 fax

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 1

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 2

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



FDA 510(K) list

The following devices are coated with Hydromer formulas and have been approved for sale by the
FDA under Section 510 (k) of the Regulations:

K790387 Dobbhoff ® Enleriq'Feeding Tube with lubricant coating, by Biosearch Medical
Products Inc.

K790612 Nutriflow Nasogastric Feeding Tube with Hydromer, by Biosearch Medical
Products Inc.

K801415 Latex Foley Catheter (Hydromer Coated), by G.D. Searle and Co.

K801558 Eateric Feeding Tube with segmented flexible metal weight, by Biosearch
Medical Products Inc.

K813209 Tracheobronchial Suction Catheter with Hydromer, by: Hydromer Inc.
K810023 Tracheobronchial Suction Catheter with Hydromer, by Bard-Parker

K822875 Pediatric Feeding Tube with Hydromer lubricant coating, by Bioscarch Medical
Products Inc.

K821947 Silicone Heart Pacemaker Leaders with Hydromer, by Pacesetter Systems, Inc.
K.823351 Central Venous Catheter with Hydromer, by Plasmetics, Inc.

KB32416 Axiom Hydromer Wound Drain, by Axiom Medical, Inc.

K832064 Venous Catheter, by Cardiosearch, Inc,

K832808 Ureteral Dilation Set, by Van-Tec, Inc

K831868 Dobbhoff ® Feeding Tube with Hydromer lubricant, by Biosearch Medical
Products Inc. .

KB33293 Leider Feeding Tube with lubricant coating, by Biosearch Medical Products Inc.

K833621 Entri Flex Enteric Feeding, by Bioscarch Medical Products Inc.

—."--__..“
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Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FDA 510(k) list (continued)

The following devices are coated with Hydromer formulas and have been approved for sale by the
EDA under Section 510 (k) of the Regulations:

K834268 Islami Gastrointestinal Tube, by Bioseérch Medica) Products Inc.
K841880 Erythrocath Umbilical Catheter, Cardiosearch, Inc.

K842133 Exvthrocath Double Lumen Central Venous Catheter, by Cardiosearch, Inc.
KB51160 Van-Tec Guidewire with Hydromer Coating, by Van-Tec, Inc.
K855150/A Hemorrhoid Treatment Device, HPK International

K850074 Esophageal pH Catheter, by Bioscarch Medical Products Inc.
K85006064 Endo-Tube, by Biosearch Medical Products [nc.

KR70556 Van-Tec Suprapubic Balloon Catheter Set, Van-Tec, Inc.
K870555 Van-Tec Pediatric Suprapubic Catheter Set, by Van-Tec, Inc.
K870695 Van-Tec Urethal Dilation System, by Van-Tec, Inc.

K870657 Van-Tec Ope Step Ureteral Dilation Catheter, by Van-Tec, Inc.

K 873004 Guiding Catheter, by Mallinckrodt
K880100 Cook Urological Wire Guide w/Hydromer Coating, by Cook Urological

K901582 Dobbhoff Biliary Stent Set, by Biosearch Medical Products Inc.
K912129 Dobbhoff Bipolar Hemostatic Probe, by Bioscarch M edical Products Juc.

K913073 Dobbhoff Percutaneous Trapshepatic Biliary Stent, by Biosearch Medical
Products Inc,

K913784 Dobbhoff Single Pass PEG Kit, by Biosearch Medical Products Inc.

K914482 Stoma Measuring Device, by Biosearch Medical Products Inc.

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FDA 510(k) list (continued)

The following devices are coated with Hydromer formulas and have been approved for sale by the
FDA under Section 510 (k) of the Regulations: ~

K923002 Enteroclysis Tube, by Biosearch Medical Products Inc.

K923474 Low Profile Gastroz;tomy Device, by Biosearch Medica] Products Inc.
K922609 ITC Catheters w/Hydromer, by Interventional Therapeutics Corp.
K932295 Non-Balloon Gastrostomy Kit, by Biosearch Medical Products Inc.

K935045 Biosearch Laparoscopic Gastrostomy Catheter, by Biosearch Medical Products
Inc.

K94624% BARD Jejunal Feeding/gastric decompression Tube, by C.R. Bard

K951260 Urinary Intermittent Catheters with Hydromer coating, by Biosearch Medical
Products Inc.

K954300 Argyle Neo-sert Hydrophilic Polyurethane Umbilica, by Sherwood Medical Co.
K954429 Kangaroo Entristar Skin-level Gastrostomy kit, by Sherwood Medical Co.
K960677 Kangaroo Jejunal Feeding System, by Sherwood Medica) Co.

K964780 Director Guidewire #000560, by C.R. Bard

K965146 Flat Silicone closed Wound Drain, by Axiom Medical, Inc.

K973057 1.4 fr Mapcath Sensor Stylet, Navion Biomedical Corp.

K984214 Cordis Endovascular Temporary Occlusion Balloon Catheter, by Cordis
Endovascular Systems, Inc.

K990145 Wilson-Cook Bipolar Probe, by Wilson-Cook Medical
K991219 C-flex Ureteral Stents, by Applied Medical Resources
K993564 Possis XMI-RX rheolytic thrombectomy Catheter, by Possis Medical, Inc.

K993650 Ureteral Access Sheath Set, by Applied Medical Resources

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FDA 510(k) list (continued)

The following devices are coated with Hydromer formulas and have been approved for sale by the
FDA under Section 510 (k) of the Regulations:

K024010 Dover Silver Hydrogel Coated Silicone Foley Catheter, by Tyco Healthcare
Group., Kendall Company div.

K022686 Lap Surgical Systems Multiple nstrument Guide, by LapSurgical Systems, Inc.
K023259 Inhealth Soft Sleeve Colonoscope- Splint, medel CS, by Helix Medical, Inc.
K030956 Navigator Ureteral Access Sheath Set , by Bosten Scientific Corp.

K03)916 Galt Hydrophilic Guidewires , by Galt Medical Corp.

K031357 GUARDDOG OCCLUSION SYSTEM, GUIDEWIRE by Possis Medical. Inc.

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 3

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Vascular Solutions, Inc. (VSI) Document Number: ST1267
Non-Clinical Study Protocol Rev. A
Biocompatibility Evaluation of the Page 1 of 7
Pronto V3, Skyway and Sidekick Catheters

Non-Clinical Study Protocol:

Biocompatibility Evaluation of Pronto V3,
Skyway and Sidekick Catheters

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Vascular Solutions, Inc. (VSI) Document Number: ST1267

Non-Clinical Study Protocol Rev. A
Biocompatibility Evaluation of the Page 2 of 7
Pronto V3, Skyway and Sidekick Catheters

STUDY OBJECTIVES

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Vascular Solutions, Inc. (VSI) Document Number: ST1267
Non-Clinical Study Protocol Rev. A
Biocompatibility Evaluation of the Page 3 of 7
Pronto V3, Skyway and Sidekick Catheters

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Vascular Solutions, Inc. (VSI) Document Number: ST1267
Non-Clinical Study Protocol Rev. A
Biocompatibility Evaluation of the Page 4 of 7
Pronto V3, Skyway and Sidekick Catheters
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Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Vascular Solutions, Inc. (VSI) Document Number: ST1267
Non-Clinical Study Protocol Rev. A
Biocompatibility Evaluation of the Page 5 of 7
Pronto V3, Skyway and Sidekick Catheters
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Vascular Solutions, Inc. (VSI) Document Nummber: ST1267
Non-Clinical Study Protocol Rev. A
Biocompatibility Evaluation of the Page 6 of 7
Pronto V3, Skyway and Sidekick Catheters

A Studv Test System

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Vascular Solutions, Inc. (VSI) Document Number: ST1267
Non-Clinical Study Protocol Rev. A
Biocompatibility Evaluation of the Page 7 of 7
Pronto V3, Skyway and Sidekick Catheters

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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International Symbols Glossary
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Manufaclurer

International Symbols Glessary

Contents of package

Radiopaque Marker

Latex Free

Keep Dry

Manufactured by Vascular
Sclutions, Inc.

Questions? ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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TWIN-PASS™ Dual Access Catheter Model 5210
Instructions For Use

USA CAUTION

Federal (USA) law restricts this device to sale by or on the order of
a physician.

CAUTION

The TWIN-PASS dual access catheter should be used by
physicians with adequate training in the use of the device.

DEVICE DESCRIPTION

The TWIN-PASS dual access catheter is a hydrophilically coated,
dual lumen catheter designed for use in the arterial vasculature.
The catheter provides support for 0.014" / 0.36mm guidewires
during interventional procedures, and the dual lumen design allows
for the delivery of a second guidewire into distal vasculature while
leaving the initial guidewire in place.

The TWIN-PASS catheter comes pre-loaded with a stiffening
mandrel in the thru-lumen to provide support and pushability during
catheter insertion.

The TWIN-PASS catheter is compatible with guidewires and guide
catheters with the following dimensions:

TWIN-PASS RX LUMEN
| | I 1 3
THRU-LUMEN
STIFFENING MANDREL
TWIN-PASS Max. Guidewire Min. Guide
Model Diameter Catheter 1.D.
5210 0.014" / 0.36mm 0.055" / 1.40mm

The TWIN-PASS catheter has a radiopagque marker band iocated
approximately 1mm proximal to the distal tip and a second
radiopaque marker band located at the thru-lumen exit port 10mm
proximal to the distal tip. There are also two sets of white
positioning marks located at 95cm (single mark) and 105cm
{double marks}) from the distal tip. The proximal end of the catheter
incorporates a strain relief and a luer-lock entry port for flushing.

INDICATIONS

The TWIN-PASS catheter is intended to be used in conjunction
with steerable guidewires in order to access discrete regions of the
coronary and peripheral arterial vasculature, fo facilitate placement
of guidewires and other interventional devices, and for use during
two guidewire procedures.

CONTRAINDICATIONS

The Twin-Pass catheter is contraindicated for high pressure
injections and for use in the cerebral vasculature.

WARNINGS

Do not advance the TWIN-PASS catheter without a guidewire in
place through the RX lumen. Advancement of the catheter without
a guidewire in the RX lumen may result in intimal damage, arterial
dissection, or perforation.

The TWIN-PASS catheter is supplied sterile for single use only. Do
not reuse, reshape or re-sterilize the device. Re-sterilization or
reshaping may change the physical characteristics of the material
and should not be attempted.

The TWIN-PASS catheter has not been tested for pressure
injections. 1fa 0.014" / 0.36mm guidewire cannot be passed
through the catheter, do not attempt to resolve the blockage by
flushing the catheter in vivo. Catheter rupture and arterial injury
could result. |dentify and resolve the cause of the blockage ar
replace the catheter with a new one.

Never advance or withdraw an intravascular device against
resistance until the cause of the resistance is determined by

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

fluoroscopy. Movement of the catheter or guidewire against
resistance may result in separation of the catheter or guidewire tip,
damage to the catheter, or vessel perforation.

COMPLICATIONS

As with all catheterization procedures, complications may occur
when using the TWIN-PASS catheter. These may include:

¢ local or systemic infection

. intimal disruption

+  arterial dissection

+  perforation and vessel rupture

s  arterial thrombosis

« distal embolization of blood clots and plaque

*  Myocardial Infarction

. arterial spasm

e catheter fracture with tip separation and distal embolization

PRECAUTIONS

The TWIN-PASS catheter deployment procedure should be
performed by physicians thoroughly trained in percutaneous,
intravascular techniques and procedures.

Do not use the TWIN-PASS catheter if the packaging has been
damaged.

Inspect the catheter prior to use for any bends or kinks. Do not use
a damaged catheter because vessel damage and/or inability to
advance or withdraw the catheter may occur.

Care should be taken not to crush the catheter. Excessive
tightening of a hemostatic valve onto the catheter shaft may result
in damage to the guidewire lumen and difficulty while inserting the
catheter or guidewires.

Both catheter lumens should be flushed with sterile, heparinized
saline prior to use.

Precautions to prevent or reduce clotting should be taken when
any catheter is used in the vascular system. Use of systemic
heparinization and heparinized sterile solution should be
considered.

Exercise care while handling the catheter during a procedure to
reduce the possibility of accidental breakage:, bending or kinking.

When the catheter is in the body, it should be manipulated only
under fluoroscopy. Do not attempt to move the catheter without
abserving the resultant tip response.

CLINICAL PROCEDURE

The following instructions provide technical direction but do not
obviate the necessity of formal training in the use of the
TWIN-PASS catheter, The techniques and procedures described
do not represent ALL medically acceptable protocols, nor are they
intended as a substitute for the physician's experience and
judgment in treating any specific patient.

Each TWIN-PASS dual access catheter includes the following
components:

. Single-use disposable catheter

. Stiffening mandrel

. Dispenser coil with flushing luer

QOther materials required but not provided ara:

¢  Guiding catheter with an |.D. of at least 0.055" / 1.40mm fitted
with a rotating hemostatic valve (RHV) (Tuchy-Borst type)

. 0.014" / 0.36mm guidewires

. 10ml syringe (for flushing the dispenser coil and the catheter
lumen)

«  Sterile heparinized saline {for system flushing)
PREPARATIONS FOR USE

1. Carefully inspect the TWIN-PASS catheter packaging and
components for damage prior to use. Utilizing sterile
technique, remove the TWIN-PASS catheter dispenser coil

1S
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from its packaging and transfer it to the sterile field.

2. Remove the stiffening mandrel from the catheter. DO NOT
DISCARD.

3. Attach a 10ml syringe filled with sterile heparinized saline to
the luer-lock guidewire entry port of the TWIN-PASS catheter
and thoroughly flush the catheter.

4. Attach a 10ml syringe filled with sterile heparinized saline to
the flushing luer on the dispensing coil and compietely flush
the coil to activate the hydrophilic coating on the TWIN-PASS
catheter.

5. Insert the stiffening mandrel through the luer-lock and into the
TWIN-PASS catheter and lock it in place.

6. Remove the TWIN-PASS catheter from the dispensing coil
and inspect for any bends or kinks.

7.  Remove the packaging mandrel from the rapid exchange
lumen of the TWIN-PASS catheter while under sterile saline.

DEPLOYMENT PROCEDURE

The following TWIN-PASS catheter deployment steps assume a
standard PTCA protocol using the following items: a guiding
catheter, an inserted 0.014" guidewire, a 300cm x 0.014" wire to
be delivered, and a rotating hemostatic valve (RHV) (Touhy-Borst
type).

As with any interventional procedure, proper anticoagulation and
anti-platelet therapy should be administered prior to beginning.

Note: Familiarity with traditional long and short guidewire exchange
techniques is required for successful deployment of the TWIN-
PASS catheter and the delivery of a second guidewire.

TWIN-PASS DEPLOYMENT STEPS

1. Backload the rapid exchange segment of the TWIN-PASS
catheter onto the proximal end of the 0.014" / 0.36mm
guidewire that is already in place in the distal vasculature.

WARNING: Do not advance the TWIN-PASS catheter
without a guidewire in place through the RX lumen.
Advancement of the catheter without a guidewire in the
RX lumen may result in intimal damage, arterial
dissection, or perforation.

2. Carefully advance the catheter until both marker bands are
visible in the desired distal vascular space.

WARNING: Never advance or withdraw an intravascular
device against resistance until the cause of the
resistance is determined by fluoroscopy. Movement of
the catheter or guidewire against resistance may result in
separation of the catheter or guidewire tip, damage to the
catheter, or vessel perforation.

3. Slowly remove the stiffening mandrel.

4. Insert the desired exchange length guidewire into the luer-
lock of the TWIN-PASS catheter. Advance the guidewire until
it exits the thru-lumen into the distal vascular space.

5.  Fix both guidewires using standard guidewire exchange
techniques and carefully withdraw the TWIN-PASS catheter
until the distal tip exits the hemostatic valve and both wires
can be secured.

When not in use during this procedure, wipe the TWIN-PASS
catheter with a sterile gauze pad saturated with heparinized saline,
flush the thru-lumen well, reload the stiffening mandrel into the
thru-lumen, and store in the dispensing tube in a saline bath.

PACKAGING & STORAGE
The TWIN-PASS has been sterilized with ethylene oxide.
Store in a cool, dry place.

LIMITED WARRANTY

Vascular Solutions, Inc. warrants that the TWIN-PASS catheter is
free from defects in workmanship and materials prior to the stated
expiration date. Liability under this warranty is limited to refund or
replacement of any proguct which has been found by Vascular
Solutions, Inc. to be defective in workmanship or materials.
Vascular Solutions, Inc. shall not be liable for any incidental,
special, or consequential damages arising from the use of the
TWIN-PASS catheter. Damage to the product through misuse,

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

alteration, improper storage, or improper handling shall void this
limited warranty.

No employee, agent, or distributor of Vascular Solutions, Inc. has
any authority to alter or amend this limited warranty in any respect.
Any purported alteration or amendment shall not be enforceable
against Vascular Soiutions, Inc.

THIS WARRANTY IS EXPRESSLY IN LIEU OF ALL OTHER
WARRANTIES, EXPRESSED OR IMPLIED, INCLUDING ANY
WARRANTY OF MERCHANTABILITY OR FITNESS FOR A
PARTICULAR PURPOSE OR ANY OTHER OBLIGATION OF
VASCULAR SOLUTIONS, INC.

PATENTS AND TRADEMARKS

International and U.S. patents pending.

Twin-Pass™ is a trademark of Vascular Solutions, Inc.
See the International Symbols Glossary on page 3.

=4



Records processed under FOIA Request #2015-9698 7/7/16

ascular

SOLUTIONS

Vascular Solutions, Inc.

6464 Sycamore Court

Minneapolis, Minnesota 55369 USA
Tel: 763-656-4300

Fax: 763-656-4250
www_vascularsolutions.com

© 2005 Vascular Solutions, inc. 42-0445-01 Rev A

45

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





