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Device Information

Trade Name: Minnic™ Support Catheter
Common Name: Percutaneous catheter
(Class: 11

Classification Name: Percutancous cathelef
(21 CFR 870.1250, Product Code DQY)

Predicate Devices
Quick-Cross® Support® Catheters (K991059, K022138, K033678, and K072750),
manufacturcd by Spectranetics Corporation.

Skyway™ Support Catheter (K052258 and K060327), manufaciured by Vascular
Solutions, Inc.



Device Description
The Minnic Support Catheter s available in nine models. A summary of the nine models
is provided n the following tahle:
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' Model Number | Compatibility |~ Working Length " ProxinialOD" | Distal OD
S0 T oy ~ 13Sem 0.03907 0.0260"
5701 014 1 150em 0390 | 02607 |

s 018" 90cm 0440° 0300"

S5 T e 135em 0440 1 03007 |
5704 018" 150¢m 0440 300"
5705 035" 65em | 06307 05007 |
5706 035" 90¢m 0630” 0500"
5707 05 ~ 135em 0630 05007
5708 035" ~ 150cm 0630" | 05007

Each Minnie catheter ts a single lumen polyethylene tube that comprises the catheter
shaft. To create a lower crossing profile, the shaft tapers af the distal end. A
polyethylenc hub s overmolded onto the shafl and cach catheter has a printed strain relief
component that ts just distal of the hub. To confirm position and atd in estimating
geometries 1n the vasculature, each device has three evenly-spaced, radiopagque marker
bands at the distal end—-the distal-most marker band 1s approximately 2.5mm [rom the
distal tip. The 5700 and 5701 models bave printed-positioning markers at 95cm and
105cm from the distal tip. A hydrophtlic coating 1s applied to the distal-most 40cm of the
shaft to provide a lubricious outer surface. Each Minnie catheter is compatible with >5F
introducer sheaths and >6F guide catheters.

The Minnie catheter 1s provided sterile and intended {or a single-patient use.

Intended Use/Indications for Use

The Minnie support catheters are intended to be used in conjunction with steerable
guidewires in order to access discreet regions of the arterial and or coronary vasculature.
It may be used to factlitale placement and exchange of guidewtres and other
interventional devices. The Minnie support catheters also may be used to subselectively
infuse/deliver therapeutic agents.



Summary of Non-clinical Testing
Bench testing was conducted on the Minnie catheter, and included an assessment of
the physical properties of the device and its ability to achieve its intended usc. The
results of the tests confirmed the suitability of the device for its intended use. Each
bench test that was conducled is listed, below.

Visual inspection for sharp edzes o Comesion tesistance

Radwopacty 7 L _ Positionng matker miegnty ]

Hydrophilic coating (Jubricity) _ _ _ Torque strength

Visual inspection for excesstve hydrophilic coating | Dynanuc pressure ]

Hydrophilic coating integrity _ | Static pressure o S

Hydrophilic coating integrity—Congo Red Dye | Distal outer diameter measurement o
| Fortuosity Marker band spacing ) ]

Kink resistance Hub luer compliance

Flow rate -'_____ B ' Guldéi_v_l_rc_cc)mpatihil1ty i
| Hub-to-shaft bond strength o Guide catheler compatibility

Distul shaft senpth [nroducer sheath compatibility |

Liguid teak under pressure Temperature and hunndity conditioming
LA leak duning aspiration o

Summary of Clinica! Testing
Clhinical evaluations were not required for this device.

Statement of Equivalence
The Minnie catheter is substantially equivalent to the currently marketed Quick-Cross
and Skyway cathcters, based on compansons of the device classifications, indications
for use, technological characteristics, and sterilization methods.

Conclusion
The Minnie catheter is substantially equivalent to the currently marketed Quick-Cross
and Skyway catheters, based on comparisons of the device classifications, indications
for use, technological characteristics, and sterilization methods. Bench tests confirmed
the suitabtlity of the device for its intended usc. '
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DEPARTMENT OFHEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville' MD 20850

Vascular Solutions, Inc.

¢/o Ms. Charmaine Sutton JAN 15 2003
6464 Sycamore Court

Minneapolis, MN 55369

Re:  K082337
Trade/Device Name: Minnie™ Support Catheter
Regulation Number: 21 CFR 870.1250
Regulation Name: Percutaneous Catheter
Regulatory Class: Class T
Product Code: DQY
Dated: November 26, 2008
Received: December 1, 2008

Dear Ms. Sutton:

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

If your device is classified (see above) into either class II (Special Controls) or class 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 mqy Pubhsh
further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act or
any Federal statutes and regulations administered by other Federal agencies. You must comply with
all the Act’s requirements, including, but not limited to: registration and listing (2] 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.



Page 2 — Ms. Charmaine Sutton

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 Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at

(240) 276-0120. Also, please note the regulation entitled, “Misbranding by reference to premarket
notification” (21CFR Part 807.97). For questions regarding postmarket surveillance, please contact
CDRH’s Office of Surveillance and Biometrics® (OSB’s) Division of Postmarket Surveillance at
240-276-3474. For questions regarding the reporting of device adverse events (Medical Device
Reporting (MDR)), please contact the Division of Surveillance Systems at 240-276-3464. You may
obtain other general information on your responsibilities under the Act from the Division of Small
Manufacturers, [nternational and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.pov/edrivindustry/support/index_himl.

Sincerely yours,
» AN R\ /(/I/V\.M

Bram D. Zuckerman, M.D.

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use Statement

5100) Number: K 0§ 7/77"{)?

Device Name:
Minnie™ Support Catheter

Indications for Use:
The Minnie support catheters are intended to be used in conjunction with steerable
guidewires in order to access discreet regions of the arterial and or coronary
vasculature. It may be used to facilitate placement and exchange of guidewires and
other interventional devices. The Minnie support catheters also may be used to
subselectively infuse/deliver therapeutic agents.

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
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