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Date of Summary: November 18, 2004 Classification Name: Laser Instrument,
Surgical Powered

Common Name: Surgical Laser Instrument Proprietary Atrilaze TM Soft Tissue
Ablation System

Description of Device: The Altrilaze Soft Tissue Ablation System consists of a
generator designed for the delivery of 810nm laser light and a hand held fiber optic light delivery
device (probe) fitted with a standard SMA 905 connector at the proximal end. The system may be
used in conjunction with surgical treatment for hemostasis, incision, ablation, coagulation and
vaporization of tissue as required by the clinician.

Statement of Intended Use: The MedicalCV Atrilaze Soft Tissue Ablation System is
indicated for the delivery of 81 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
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.
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Technological Comparison: The Atrilaze Soft Tissue Ablation System is a self contained
compact surgical laser that utilizes gallium aluminum arsenide (GaAIAs) semiconductor diodes to
generate near-infrared laser radiation. A 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 Soft Tissue Ablation System was compared to the following predicate
device(s):

* Biolitec/Ceramoptec Ceralas DI0-25 Fiber-coupled Diode Laser System (K001975)

* CardioFocus Diode Laser System (K013201)

Testing:: The results of biocompatibility testing support that the materials used in the
manufacture of the Altrilaze Soft Tissue Ablation disposable probe are non-toxic, non-hemolytic,
and non--pyrogenic. All biocompatibility testing was conducted under Good Laboratory Practices
per 21 CFR Part 58. Performance testing for the Atrilaze Soft Tissue Ablation System included
compliance to manufacturing specifications for Power Output, Tip Pull-Off, Pressure and Flow
for the fber optic delivery device, also visual evaluation of the lesions obtained using the
Altrilaze Soft Tissue Ablation System on cardiac tissue was performed. Testing demonstrated that
the Altrilaze Soft Tissue Ablation System is substantially equivalent to the predicate devices for
ablation of soft tissue.
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Indications for Use Statement

510(K) Number: K040744

Device Name: AtrilazeTM Ablation System

Indications for Use: The MedicalCV, Inc. AtrilazeTM Soft Tissue 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 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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