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SurgiFrost® XL Cryosurgical Device and Cryosurgical Console

1. SPONSOR

CryoCath Technologies Inc.
16771 Chemin Ste-Marie
Kirkland, Quebec
H9H 5H-3, CANADA
Contact Person: Flor del Pilar Arana,

Director Regulatory Affairs and Official Correspondent
Telephone: 514-694-2380 ext 358

Date Prepared: July 2 5th, 2006

2. Device Name

Device Trade Name: SurgiFrost® XL Surgical CryoAblation System
Common/Usual Name: Cryosurgical system

Classification Name: Cryosurgical Unit and Accessories
Device Classification: Class II

3. PREDICATE DEVICES

CryoCath Technologies - SurgiFrost® Cryosurgical System (K02 101 0, K040690 and
K053436)

Endocare Inc. - CryoCare Cardiac Surgical System (K0l 1040)

CryoMedical Sciences - AccuProbe 450, Accuprobe 550/530, Accuprobe 600
series (K973190)

4. DEVICE DESCRIPTION

The SurgiFrost®XL Cryosurgical Device and Cryosurgical Console are intendled for
minimally invasive cardiac surgical procedures, including the treatment of cardiac
arrhythmias. The SurgiFrost® XL Cryosurgical Device and Cryosurgical Console
freezes the target tissue and blocks the electrical conduction pathways by creating
an inflammatory response or cryonecrosis.
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The Intended Use does not change as a result of this special 510(k)

submission.

The SurgiFrost® XL Cryosurgical Device and Cryosurgical Console and accessories

act together as a System. The system is composed of the following components:

Cryosurgical Control Panel and Power Cord
Cryosurgical Console
Tank Carrier
Gas Tank Regulator and Wrench
Gas Hose
SurgiFrost® XL Cryosurgical Device (Single Use)

Footswitch (optional)

The SurgiFrost® Cryosurgical System consists of a compact, easy-to-operate

Cryosurgical Console and associated accessories that include SurgiFrost® XL

Cryosurgical Probe to deliver cold temperatures to the targeted tissue. The control

console operates off standard 120/230 VAC (60/50 Hz) wall power and utilizes inert

argon gas. The Cryosurgical Console controls a single-use, disposable SurgiFrost®

Cryosurgical Probe.

5. INTENDED USE

The SurgiFrost® XL Cryosurgical Device and Cryosurgical Console are intended for

minimally invasive cardiac surgical procedures, including the treatment of cardiac

arrhythmias. The SurgiFrost® XL Cryosurgical Device and Cryosurgical Console

freezes the target tissue and blocks the electrical conduction pathways by creating

an inflammatory response or cryonecrosis.

6. TECHNOLOGICAL CHARACTERISTICS AND SUBSTANTIAL EQUIVALENCE

The SurgiFrost® XL Cryosurgical Device and Cryosurgical Console is substantially

equivalent to the predicate devices based on intended use, design, technological,

and operational characteristics. The differences between the CryoCath devices are

minor and raise no new issues of safety or effectiveness.
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7. PERFORMANCE TESTING

Information submitted in this premarket notification for the SurgiFrost ®' XL

Cryosurgical Device and Cryosurgical Console is substantially equivalent to the

predicate devices listed.
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Indications for Use

510(k) Number (if known): ' o 6 14 0

Device Name: SurgiFrost®XL Cryosurgical Device and Cryosurgical Console

Indications For Use: The SurgiFrost® XL Cryosurgical Device and Cryosurgical

Console is intended for minimally invasive cardiac surgical procedures, including the

treatment of cardiac arrhythmias. The SurgiFrost® XL Cryosurgical Device and

Cryosurgical Console freezes the target tissue and blocks the electrical conduction

pathways by creating an inflammatory response and cryonecrosis.

Prescription Use _X_ AND/OR Over-The-Counter Use
(21CFR 807 Subpart C)

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

IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sig-Of
Division oi Cardiovastcular Devices Page 1 of

510(k) Number .oUb~') O
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