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Date of Summary: August 23, 2005 Classification Name: Laser Instrument.
Surgical Powered

Common Name: Surgical Laser Instrument Proprietary Atrilaze~'~ Malleable
S-2 Disposable Probe

Description of Device: The Altrilaze Malleable S-2 Disposable Probe is used with the
AtrilazeI m Surgical Ablation System which consists of a generator designed for the delivery of
8 l Orm laser light and a hand held fiber optic light delivery device (probe) fitted with a standard
SMA 905 connector at the proximal end. The svstemn may be used in conjunction with surgical
treatment for hiemostasis. incision, ablation, coagulation and vaporization of tissue as required by
the clinician

Statement of Intended lUse: The stated intended use of the Atrilaze Malleable S-2 Disposable
Probe is the same as the McdicalCV Atrilazefm Surgical Ablation System. It is indicated for the
delivery of Xl Onm laser light to soft tissue to include cardiac tissue, during Surgical procedures.
Indications include the incision, excision, dissection. vaporization. ablation or coagulation of soft
tissue.

Warning: The Atrilaze Ablation System is not indicated for the treatment of cardiac
arrh\vthnmias

[he risk of actual damage to adjacent organs from the instrument exists and
perforation. rupture or tearing of tissue, mnay occur as a complication of laser use
Burns can occur if thre laser energy is not correctly applied These complications
nmaN be serious
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Technological Comparison: The Atrilaze Malleable S-2 Disposable Probe is the same as that
of the existing Non-Malleable Disposible Probe that was granted market clearance under
K040744. The fiber optic delivery system (probe) is coupled to the laser via an SMA 905
connector to deliver laser radiation to the target tissue(s). For purposes of this submission, the
Atrilaze Malleable S-2 Disposable Probe was compared to the following predicate device(s):

* MedicalCV. Inc. Non-Malleable Disposable Probe (K040744)

* CardioFocus, Inc. Malleable Sur ical Li htstic 180 (KO 13901)

Testing: Results of biocompatibility testing support statement that the material change
from stainless steel to nitinol had no impact on previously gathered test results (K040744). The
probe is non-toxic, non-hemolytic. and non-pyrogenic. All biocornpatibility testing was
conducted under Good Laboratory Practices per 21 CFR Part 58.

Performance testing for the Atrilaze Malleable 5-2 Disposable Probe included
compliance to manufacturing specifications for Power Output, Tip Pull-Off. Pressure and FloxN
for the fiber optic light delivery device. Testing demonstrated that the Altrilaze Malleable S-2
Disposable Probe is substantially equivalent to the predicate device.
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Indications for Use Statement

510(K) Number: K © ,' q ~

Device Name: AtrilazeTM Malleable Ablation Probe

Indications for Use: The MedicalCV, Inc. Atrilaze TM Surgical Ablation System is

indicated for delivery of 81Onm laser light to soft tissue to include cardiac tissue during

surgical procedures. Indications include the incision, excision, dissection, vaporization,

ablation, or coagulation of soft tissue.

Warning: The AtrilazeTM Surgical Ablation System is not indicated for the treatment

of cardiac arrhythmias.

The risk of actual damage to adjacent organs from the instrument exists

and perforation, rupture or tearing of tissue, may occur as a complication of laser use.

Burns can occur if the laser energy is not correctly applied. These complications may be

serious

Prescription Use _X OR Over-the-Counter Use

(Per 21 CFR 801 109)
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