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1)ev icc Summit Medical Products. Intc.

Sponsor: 2480) South Main Street Suite 212

Salt Lake City, UT 84 115
Contact Mvarko Van Amen

In formation: Summit Medical Products, Inc
VP1 of Regulatory A ffairs/Quality Assurance

2480 South Main Street Suite 212

Salt Lake City, UT 84 115

Phone: 801-352-1888

___________FAX: 801-352-1818
D at e January 1I1, 201 1

Trade Namries: umrbiT introducer, ambIT Sheath, ambIT Needle
Common Catheter Introducer
N ame: __________________________________
Classification Anesthesia, Conduction Catheter
Namine: _______________________________________
product Code: 730

Regulation 868.5 120

Number: ______________________________________________

Eiquivalent K063 234 On-Q Introduceers pruaeu

Device The amnbIT"' Introducer is intended for the pruaeu
Description: introduction of' a catheter

1. A stain less steel shaft with a sharp tip.
A a. Stainless steel shafts with shamp tips (various configurations such as

beveled or touhy) may or may not be solid (may be hollow).. Trhe

I diameter of thie stainless steel sha ft ranges from I I to 1 7 GA and the
length is fromt 3.25 to 12 inches.

2. A plastic peelable sheath (split T-handle) on the outside of the stainless steel
shaft and/or a plastic/metal inserts inside hollow stainless steel shafts.

a. Introducers that have a plastic sheath will allow the catheter to be
inserted after the stainless steel shaft has been withdrawn. The tips of
the stainless steel shaft will be blunt or sharp.

b. lntroducers that do not have a plastic sheath will allow the catheter to
be insetted through the stainless steel shaft, after the plastic/metal
insert has been withdrawn.

The ambilT Introducers may have a handlec or luer hub connected to

the stainless steel shaft.
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'fie following are the configurations anid names for the arrblT
Introduceris:

1. arrbiT Int rod ucer Sheath
a. Sterile single use product
b. Made for use wvith anibIT Tunneler (Without Sheath) reusable product.

2. ambIT Introducer Needle
a. Sterile single use product
b. Stainless steel shaft with sharp tip and insert inside stainless steel shall.

I nd icat ions The amib lT~ Introducer products are intended allow for the
for Use: percutaneous placement of catheters in close proximity to

nerves anid around or into surgical wound or nion-surgical
wound sites. It may be used to inject or aspirate the
introduction area via the luer hub of the needle.

Substantial 'Fhe ambITTNI Introducer product is considered substantially
Equivalence eqivalent based on the materials that arc used, the intended
Rational: use, anid both devices were tested to the same applicable ISO

standards. The product passed all applicable testing
requirements. The arnblTTh Introducer is intended for the
percutaneous introduction of a catheter.

In Section 2 of the 5 10(k) application for the amblT Introducer
device (KI 02460) a comparison of' the proposed and predicate
device is provided. A comparison of the proposed medical
device, amnblTm, Introducer to the predicate medical device.
the On-Q IntrodUCer- products (5 1 OKiI K063234) is summarized
below in Table 1. Both prodticts have common features. such
as they both use the similar materials of construction, similar
intended use, and similar consensus standards for the design
anid performance for both devices

Table 1: Substantially Equivalence Comparison Table of

proposed device -amhiTT" Introducer to the predicate

Device Proposed Device Predicate Device

InbllTM Introducer On-Q Introducer

:::j_____ (10(k) #IK102460) _(510(k) #b(06-32349
KIntended Use The UmbITTM, The On-Q

Introducer products are lntroducersTM are
intended allow f-or the intended for (ie
percutaneous placement percutaneoUS

of catheters in close introduction and
____________I proximity to nerves and placement of
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around or into surgical catheters into or
wound or non-surgical around surgical
xvound sites. It may be wound sites, and/or
Used to inject or close proximity to
aspirate the nerves. I ntroducers
introduction area via with a luer hub. may
the luer hub of the be used to aspirate

*needle. or inject a bolus of
fluid or medication
prior to placing the
catheters.

Trade Names a nib IT I nt r oduc er, ON-Q Needle,
anmbiT Needle, ambiT ON-Q Tunneler.h

SheathON-Q Sheath

Materials of Needle Needle
Construction * Stainless steel (304) * Stainless steel

needle IS GA (304) needle I8
* Needle Hub- G A

Polystyrene (clear) * Needle Hub-
Polystyrene

_______________________ (clear)

Sheath, SheathA
,rTear- away hub- Hligh 'rTear away hub-
density Polyethylene High density

(H 11W)Polyethylenle
f. Sheath Shaft (tube)- (1- DP1,E)

High density *Sheath Shaft
Polyethylene (P101W) (tube)- Hligh
with 1 0%BaSO4 density

Polyethylene
(HDPE) with
10% Ba S04

TunntelIer Shea th Ti,,nnelIer She alI;

* Sterile, single use product * Sterile, single use
e Plastic peelable sheath product

* Plastic peelabie
sheath
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Infroducers Introducers
* Sterile, single use product * Sterile, single use
* Stainless steel shaft with a productIshari) end * Stainless Steel shaft
* Plastic peelable sheath with a sharp end

* Plastic peelable
sheath

Standards: The arnblT I ntrodUcers mieet the requiremnents as set forth in the
following FDA recognized consensus standards for device design
and performance requirements:

* ISO 594-2 Liquid Leakage test
* ISO 594-2 Air Leakage test
* ISO 594-2 Separation Force test
* ISO 594-2 Unscrewing Torque
* ISO 594-2 Ease of Assembly
* ISO 594-2 Resistance to Overriding
a ISO 594-2 Stress Cracking
* ISO 10555-1 Force to Break
* ISO 10555-1 Strength of Union
1. ISO 10993 Biological Evaluation of Medical Devices Part 1: Evaluation and

Testinug
Siftv -yand Ba s ed oin the comparison to the predicate device and the

Effectiveness: Conformance to the recognized standards, the amnbiT Introducers are
safe and effective and substantially equivalent to legally marketed
devices.
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2 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

lood arid Drug Ad mini stationi
10903 New Hampshire Avenue
Document Contirol Room -W066-G609
Silver Spr ing, N11 20993-0002

Mr. Marko Van Amen
Vice President of Regulatory Affairs and Quality Assurance
Summit Medical Products, Incorporated
2480 South Main Street
Salt Lake City, Utah 84115

i3 2
Re: Kl102460

Trade/Device Name: ambiTl Introducers
Regulation Number: 21 CER 868.5120
Regulation Name: Anesthesia Conduction Catheter
Regulatory Class: 11
Product Code: BSO
Dated: August 28, 2010
Received: January 7, 2011

Dear Mr. Amen:

We have reviewed your Section 5 10(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 hav'e 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. Please note: CDRH 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 11 (Special Controls) or class III
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register.
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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); medical device reporting
(reporting of medical device-related adverse events) (2 1 CFR 803); 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to http://wx"Nv.fda.gov/AboutFDA/CentersOffices/CDRH/'CDRHoffiCeS/LuCD
11 5809.htmn for the Center for Devices and Radiological Health's (CDRF-I's) Office of'
Compliance. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21ICFR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regulation (21 CFR Part 803), please go to
http://wwwv.fda.aov/MedicalDevices/Safety/ReportaProblem/wdefault.htrn for the CDRI-'s
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

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) 796-7 100 or at its Internet address
http://www.fda.gsov/MedicalDevices/ResourcesforYou/Industry/defaulthtin.

icerely M.1

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Abbreviated 5 10(k) - anibiT Introducer

510(k) Number K. 102-460: JAN 13 2011 i

Device Name: anriblT Introducers j

Indications for Use:

The arnbiT Introducer product line is intended to allow the percutaneous placement of catheters
in close proximity to nerves and around or into surgical wound or non-surgical wound sites. It
may be use(I to inject or aspirate the introduction area via tie liter hub of the needle

The anibiT Introducer product line is intended for use by a physician or by a trained individual
under direct SUPI-ViSion ofia physician.

Prescription Use V AND/OR Overi'he-Counter Use ____

(Part 21 CFR Sol Subpart 0) (21 CFk 14 Subpart C)

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

Concurre-nce of CDRH. Office of Device Evaluation (ODE)

(Division Sign-Oft)/
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number: b 2' b
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