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510(k) SUMMARY

MCL 29 DERMABLATE ERBIUM LASER SYSTEM

This 510(k) summary of safety and effectiveness for the MCL 29
Dermablate erbium laser system is submitted in accordance with
the requirements of SMDA 1990 and follows Office of Device
Evaluation guidance concerning the organization and content of a

510(k) summary.
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MCL 29 Dermablate Er:YAG Laser System

Erbium: Yttrium, Aluminum; Garnet (Er:YAG)
Laser System

Laser surgical instrument for use in
general and plastic surgery and in
dermatology (see: 21 CFR 878.4810).
Product Code: GEX.

Schwartz Electro-Optics, Inc. TriLase 2940
Erbium Laser;

Continuum Biomed, Inc., Multilite Erbium
Laser System

The MCL 29 Dermablate laser is an
erbium:YAG of power at 2.9%4um. See below
for additional specifications.

The MCL 29 Dermablate laser is intended for
coagulation, vaporigzation, ablation, or
cutting of soft tissue (skin) in dermatol-
ogy, plastic surgery (including aesthetic



surgery),

and in oral iR

surgery, and ophthalmology (oculoplasty).

This intended use is the same or similar to
that for the claimed predicate devices

below).

Comparison of specifications of MCL 29 Dermablate and the claimed
predicate devices:

TriLase 2940 Erbium

Multilits Erbium

Specification MCL 29 Dermablate

Laser Laser Lager System
Type of laser Er:YAG Er:YAG Er:YAG
Power 6 Watts maximum 5 Hatts maximum
Havelength 2.94 um 2.94 um 2.94 um
Pulse width 350 usec 300 usec 100-400 usec

(option: continuous)

Fregquency 5-15 Hz 5-20 Rz 1-10 Hz
Spot gize 1.6mm, 3mm, S5mm Focusing handpiace
mJ energy 100-800 mJ 1 J/pulse maximum 30 mJ min.,, 1 J max.

Beam delivery

Articulated arm

Articulated arm

Articulated arm

Cooling

Water/air heat
exchanger

Internal heat
exchanger

Internal heat
axchanger .

Aiming beamn

635 nm diode, 1 aW

3 mW, red halium neon

635 nm diode < 1 n¥W

Power requirements

220-240V, 50/60 Hz
100-120V, 50-60 Hz

220 VAC, 50/60 Hz

120 VAC, 50/60 Hz

INDICATIONS

Dermablate Laser:

TriLase Laser:

The MCL 29 Dermablate laser is intended for

coagulation, vaporization,

ablation, or

cutting of soft tissue (skin) in dermatol-
ogy, plastic surgery (including aesthetic

surgery),

and in oral and maxillofacial

surgery, and ophthalmology {(oculoplasty).

The SEOMedical TrilLase 2940 is indicated for
use in small and large joint Arthroscopy,
including microdiscectomies,
procedures and general surgical procedures
for cutting (incision/excision), vaporizing

and coagulating soft tissues.

endoscopic

All soft

tissues encountered in surgical procedures

are included in this indication, such as, but
not limited to, skin,

striated and smooth tissue,

mucous membrane,

subcutaneous tissue,
muscle,
lymph vessels and nodes,

meniscus,

(see




Multilite Laser:

Performance Data:

CONCLUSION:

L

organs and glands. Surgical specialties
include dermatology, plastic surgery, general
surgery, urology, gynecology, pulmonary
surgery, gastroenterology, ENT, thoracic
surgery, oral & maxillofacial surgery,
ophthalmology, and podiatry. (emphasis added)

The Multilite laser information includes
"Cosmetic laser surgery...[is] primarily
restricted to applications in dermatology,
plastic surgery, and aesthetic surgery."

(emphasis added)

None. The specifications and intended uses of
the MCL 29 Dermablate laser are the same or
very similar to those of the claimed predicate
devices. There are no significant differences
between the devices under conditions of
intended use.

Because of this, performance data were not
required.

Based on the foregoing and other information
in this application, AESCULAP-MEDITEC believes
that the MCL 29 Dermablate laser is substanti-
ally equivalent to legally marketed predicate
devices, i.e., the Schwartz Electro-Optics,
Inc. TrilLase 2940 erbium laser (K954013) and
the Continuum Biomed, Inc. Multilite erbium
laser system (K961748).



