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Device Trade Name/ Model Numbers 1255 Series Surgical Probe:
Model 1255-15-12

Device Common Name Cryosurgical Probe

Device Classification Name Cryosurgical unit and accessories

Classification Regulation Class IL, C.F.R. Section 878.4350

Product Code GEH

Device Description

The CryoCor Model 1255 Surgical Probe is a single-use, disposable device that interfaces
with the Cryoablation console and delivers Cryoablation therapy to the target tissue,
using N20 as a cryogen and employing the Joule-Thomson effect to cause a block of
electrical conduction through tissue through cryonecrosis. Placement of the Probe tip is
accomplished under direct visualization by manipulation of the Probe handle (applying
torque to the shaft and/or deflecting the articulation segment). The Breva Model Series
may include multiple articulation lengths and multiple tip lengths. The first model of the
Breva Model Series to be commercialized will be the Breva 1255-15-12 (i.e. 5cm
articulation length, 15 mm tip length, and 12cm shaft length).

Intended Use

The CryoCor Model 1255 Surgical Probe is intended to be used for the treatment of
cardiac diseases, such as arrhythmia, by the application of extreme cold in order to ablate
(destroy) electrically abnormal cardiac and vascular tissue. The Probe is part of a
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Cryoablation System, which includes a control console and a Probe/console interface.
The Probe will be used under direct visualization to perform cardiac ablation procedures
in the cardiac surgical setting. The intent of the device will be to treat patients either
concomitant with or using techniques widely used in cardiac surgery, including
thoracotomy or minimally invasive (MICS) techniques.

Substantially Equivalent Devices

The physical characteristics, the intended use, and the mode of use of the Model 1255
Surgical Probe are similar to the predicate device.

Test Summary

Performance Testing
Bench testing confirmed that the Model 1255-15-12 Surgical Probe met its design and
performance requirements.

Biocompatibility Information
Biocompatibility testing was performed on the materials which are blood contacting
according to ISO 10993-1. All materials were found to be biocompatible.

Sterilization Validation
The Model 1255-15-12 Surgical Probes are sterilized using a validated E-beam radiation
sterilization cycle.

Conclusion
CryoCor, Inc. considers the Model 1255-15-12 Surgical Probe to be substantially
equivalent to their legally marketed predicate device based on the data and information
presented within this application.
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Indications for Use

510(k) Number: K041890

Device Name: CryoCor Model 1250 ("Breva") Series Surgical Probes

Indications for Use:

The CryoCor Model 1250 ("Breva") Series Surgical Probes are intended to be used in
thoracic surgery, specifically for the ablation of arrhythmic cardiac tissue.

Prescription Use X 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
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

510(k) Number DeYi29s
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