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510(k) Summary

This summary of 510(k) safety and effectiveness information is submitted in accordance
with the requirements of SMVDA 1990 and 21 CFR 807.92.

A. Name and Address of Applicant
Avinger, Inc.
400 Chesapeake Drive
Redwood City, CA 94063

B. Contact Person
Sevrina Ciucci
Regulatory Affairs Consultant
(408) 316-4837

C. Date Prepared
September 2, 2011

D. Device Name
Trade Name: Wildcat SF Guidewire Support Catheter (Kittycat 2)
Common Name: Guidewire Support Catheter
Classification Name: Percutaneous Catheter

E. Device Classification
Classification: 21 CFR §870.1250
Product Code: DOY
Device Class: Class 11

F. Predicate Device
The Avinger Wildcat 5F Guidewire Support Catheter (Kittycat 2) is substantially
equivalent to the Avinger Wildcat SF Guidewire Support Catheter (K101647).

G. Device Description
The Wildcat SF Guidewire Support Catheter (Kittycat 2) is a SF sheath and
0.014" guidewire compatible over-the-wire device. It consists of a catheter shaft
with handle assembly at the proximal end and an atraumnatic distal tip. The
catheter is available in a working length of 150 cm. A locking luer connector at
the proximal end provides entry to a lumen that supports and facilitates
movement of a guidewire. The catheter has been irradiated for sterility and is
intended for single use only.
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H. Intended Use
The Wildcat 5F Guidewire Support Catheter (Kittycat 2) is intended to be used to
support steerable guidewires in accessing discrete regions of the peripheral
vasculature. It may be used to facilitate placement and exchange of guidewires
and other interventional devices. It. may also be used to deliver saline or
contrast.

1. Substantial Equivalence
The Avinger Wildcat 5F Guidewire Support Catheter (Kittycat 2) is substantially
equivalent to the Avinger Wildcat 5F Guidewire Support Catheter (K101647).
The subject and predicate devices have the same mechanism of action (manual
advancement) and perform the same function (access discrete regions of the
peripheral vasculature). The primary differences between the subject and
predicate device consist of an increased device working length and modifications
to the Distal Tip deflection mechanism. The Slider based Distal Tip deflection
mechanism was eliminated in favor of a pre-shaped Distal Tip. This modification
required changes to the Distal Tip Scaffold, Distal Tip / Torque Shaft attachment,
and Driveshaft construction. In addition, a change to the Fluid Seal Tube
dimensions located in the Handle was made for ease of manufacturing purposes.
The changes to the Wildcat 5F Guidewire Support Catheter cleared under
K101647 results in no significant changes to technological characteristics and
does not raise any new issues of safety or effectiveness.

J. Non-Clinical Performance Data
The following non-clinical testing was conducted to support a determination of
substantial equivalence to the predicate device.

* Visual and Dimensional Verification 9 Spiral Blade Functional Testing
* Tensile Testing a Coating Friction Testing
* Torque Testing * Biocompatibility
* Guidewire advancement 9 In Vitro Simulated Use Testing
* Device Advancement * Packaging Testing
" Tip Deflection Testing * Shipping Testing
" Device leak testing * Shelf Life Testing

* Luer Leak Testing * Sterility Testing

" FlexibilityITrackability

The above'testing confirmed that the Wildcat 5F Guidewire Support Catheter
(Kittycat 2) performs according to the stated intended use. All data fell well within
pre-determined product specifications and external standard requirements.
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Results of non-clinical testing demonstrated that the Wildcat 5F Guidewire
Support Catheter (Kittycat 2) is substantially equivalent to the predicate device
for its intended use.

K. Conclusions
The Avinger Wildcat 5F Guidewire Support Catheter (Kittycat 2) has been
carefully compared to a legally marketed device with respect to intended use and
technological characteristics. In addition, non-clinical testing was conducted to
validate the performance of the device and ensure the Wildcat 5F Guidewire
Support Catheter (Kittycat 2) functions as intended and meets design
specifications. The comparison and non-clinical results demonstrate that the
device is substantially equivalent to the predicate device for its intended use.
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DEPARTMENT OF HEALTH & HUMAN SERVICES PuLblic P1 111ltb Servicc4 hood uucIj It-uL' \cn~lHlltoid

I 0903 Nc%" I-Imusliie AvenueI
Document Conuiro Room -\066-(',600
Si I "Cr Sjprio H I 20993,-0002

A vinuer. Intc.

c/o Sevr i na Ciuce If
400 Chesapeake Dr. C -

Recdwood Citv. CA 94063

R~e: KI 12579 -- ahtr(itct2
[rude/Device Name: Wildcat 51F Gu1idewvire SupportCtee Kict2

Reguilation Number: 21 CFI( 870.1250

Regulation Name: Percuanleous catheter

Regulatory Glass: Class It (two)
ProdcLIt Code: DQ Y
Dated: Septemuber 2. 2011
Received: September 6.,2011

[Dear Nls. Ciucci:

\We have reviewed yOur Section 5 10(k) premnarket notification of intent to market the device

referenced above and have determined the device is substantially equlivalent (for the i wi ction1.1S

for use stated in the enlosure) to legally marketed predicate devices marketed inl interstate

commerclce pilor- to May 28, 1976, the enactment dlate of the Mvedical Device Amendments, or to

devices that have been reclassified inl accordance with the provisions of the Federal Food, Drug,,

and Cosmectic Act (Act) that do not reqluire approval of a premarket approval application (PivA).

You may, therefore, muarket the device, subjlect to the general controls provisions of the Act. -ilie

general controls provisions of the Act include requirements for annual registration, listing of'

devices, good muanufactUring practice, labeling, and prohibitions against misbranding and

adlterationl. Please note: CDRHF does not evaluate information related to contract liability

warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your- device is classified (see above) into either class [[ (Special Controls) or class Ill (lPrvtA), it

mlay be Subject to additional controls. Existing miajor regulations affecting your device canl be

Found inl the Code of Federal Regulations, Title 21, Parts 800 to 898. InL addition, FDA nay

publish further annunLcemuents Cclornin your (device in) the Federal Reister.

Please be advised that FDA's issuance of a stibstantial equivalence determination does not Olean

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 Mtust

comply with all the Act' s requiremnents, inll~uding, but not limited to: registration and li sting (21I

CFR Part 807); labeling (21 CFR Part 801); meldircal device reporting (reporting of medical
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devieec-relIatedl adver se events) (2 1 CER 803); 2ood manuIILfa'cturting Iract I cICL rectiierfletS as Set
forth in thle qualit ivSystems (QS) reCgulation (21 C FR Part 820); and if applicable, the electronic
produ1ct radialtion control p~rovisions (Sections 53 1-542 of the Act); 2] CFR 1000-1050.

IF you desire spcific ad vice for your device on otir labeling regulation (2 I CF R IPart 801I), plIease
0o to huptl://wwwvN%. Fda.Luo\/AboutFDlA/Ceniters~ffices/CDRI-/CDR-10O Ffices/uemii 1 I 809.hitrn For
the Center Ibr lDcviees and Radiological HeIalth's (CDRI-i's) Office of Compliance. Also, please
note thle re ultionl entitled, "NIisb randing by refrence to premarket notification"' (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the N41)R regu1,1[lato (2 1
CFR P~art 803)., please go to
httn ://w\v. fdakue' v/N'Ied icalDevi Les/Sa fetN/RcPOr-ta-Prob emI/dCI fal t. It III fr thle CD R FIs Office
of' Surveillance and Biomectrics/Division of Pestmarkct Surveillance.

YOU may obtain other geneiral in formation on your res pens ibili ties tinder the Act from the
Div'isicon of'Sm all IMMlanLtture rs, international and ConIsLIm er Ass istane at is tell- free numliber
(800) 638-2041 or (30]f) 796-7100 or ait its Internet address
hiti)j/jVxy'\.I'Il.!,ev// ed ical De\iiecs/ReSO urcesi'ferYou/l adusItrV/dICIfault.Ilkml.

SinIcerely yourIs.

#1Brain 1). Zuekerman, NM.D.
Director
Division Of CardiCovaIscular Devices
O ffice of Device E valuaMtion)
Center for Devices and

Radiological HeIalth

Enclosure



Indications for Use Statement

510(k) Number (if known): K1.2579

Device Name: Wildcat 5F Guidewire Support Catheter (Kittycat 2)

Indications for Use:

The Wildcat 5F Guidewire Support Catheter (Kittycat 2) is intended to be used to
support steerable guidewires in accessing discrete regions of the peripheral
vasculature. It may be used to facilitate placement and exchange of guidewires and,
other interventional devices. It may also be used to deliver saline or contrast.

Prescription Use X Or Over-The-Counter Use ____

(per 21 CFR 801 .1 09)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Of'
Divsion of Cardiovascular Devices

-.10(k) Number i~iil


