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Appendix G - 510(k) Summary for the Alma Lasers Modified Diode Laser Module with
SHR Treatment Mode for use with the Family of Soprano XL Multi-Application Platforms

1. General Information

Sponsor/ Sponsor
510(kW Owner Alma Lasers, Inc.
Address and 485 Half Day Rd. Suite No. 100
Establishment Buffalo Grove, IL 60089, USA
Registration 9 FDA Registration #: 3004167969

Tatiana Epstein Telephone: (224 )377-2011
Contact VP QA&RA Facsimile: (224 ) 377-2050
Person: Alma Lasers, Inc. Email: Tatiana.eostein@halmalasers.comi

Summary Preparation Date: September 13, 2011

I. Names
Device Names: Alma Lasers Modified Diode Laser Module with SHR

Treatment Mode for use with the Family of Soprano XL
Multi-Application Platforms

Primary Classification
Names: Laser Powered Surgical Instruments (and accessories)
Regulation Number: 21 CFR 878.48 10
Regulation Name: Laser surgical instrument for use in general and plastic

surgery and in dermatology
Regulatory Class: Class 11
Product Code: GEX

11I. Predicate Devices
* Modified Alma Lasers Family of Soprano Multi -Application Platforms [Soprano

XLTM, Soprano XLiTM] (K 102716)
* Alma Lasers Soprano XL Multi-Application Platform (K083848)

IV. Product Description

The Alma Lasers Modified Diode Laser Module with SHR Treatment Mode for use wit h
the Family of Soprano XL Multi-Application Platforms, and the delivery accessories that
are used with it, is comprised of the following main components:
* A module housing with:

>Module trigger switch (must be pressed at the same time the Soprano system
footswitch is depressed to deliver laser energy to the treatment site);

> Light guide
a TEC-cooled to provide contact skin cooling

> Light guide retainer
* Umbilical cable and connector that attaches the Diode Laser Module to the Soprano

system console and includes the electrical and cooling connections to the Soprano
system.
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V. Indications for Use

The Alma Lasers Family of Soprano XL Multi-Application Platforms is intended for use
in dermatologic and general surgical procedures.

The Alma Lasers Modified Diode Laser Module (used with the Alma Lasers Family of
Soprano XL Multi-Application Platforms):
* The HR Mode is intended for hair removal, permanent hair reduction.
* The SI-R Mode is intended for hair removal, permanent hair reduction.

* The LaserBlanche Mode is intended for the treatment of benign vascular and

pigmented lesions.

The Alma Lasers Family of Soprano XL Multi-Application Platforms is intended for use
on all skin types (Fitzpatrick skin types 1-VI), including tanned skin.

V1. Rationale for Substantial Equivalence

The Alma Lasers Modified Diode Laser Module with SHR Treatment Mode for use with

the Family of Soprano XL Multi-Application Platforms shares the same indications for
use, device operation, technical and functional capabilities, and therefore is substantially
equivalent to the predicate Modified Alma Lasers Family of Soprano Multi-Application
Platforms [Soprano XLTM, Soprano XLiTM] (K102716) and the Alma Lasers Soprano XL
Multi-Application Platform (K083 848).

K(11 K102716 K083848
Alma Lasers Modified Diode Laser Module Modified Alma Lasers Family of Alma Lasers

Parameter with SHR Treatment Mode used with the Soprano Multi-Application Soprano XL Multi-
-Soprano XL Multi-Application Platforms Platforms [Soprano XLTM. Application

______________________ oprano XLiTM1 _______ Platform
Diode
Module__ IH Mod FR od H Mde B od FR od

Modue SH oe H oE LBMd HR oe LB oeHR oe
Waelegt 810 nm (nominal) 810 n (nominal) 810 nm (nominal)

Intended for hair removal, Intended for Intended for hair Intended for Intended for hair

Idctos permanent hair reduction treatment of removal, treatment of removal, permanent
fntorse benign vascular permanent hair benign vascular hair reduction

frUeand pigmented reduction and pigmented
lesions lesions

Soprano
System & Intended for use in dermatologic and general surgical procedures
Indications * Intended for use on all skin types (Fitzpatrick skin types 1-VI). including tanned skin.
for Use _______

Spot Size 1.2 em' 1.2 cm2  1.2 cut2

Fluence
(Energy :S 10 J/cm 2  120 i/cm2  8</m 120 J/cm 2  < 80 /cm2  < 120 i/cm2

Density)_________________ F_______________________________ __________ I
Rep Rate < 10 Hz !53 Hz 3Hz <3HFz
Pulse < 20 ms 5-200 ms 5-200 ms 5-200 ms
Duration -

Compatible Used with Family of Soprano XL Multi- Family of Soprano XL Multi- Soprano XL System
Laser Syst. Application Platforms Application Platforms
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VII. Safety and Effectiveness Information

The review of the indications for use and technical characteristics provided demonstrates
that the Alma Lasers Modified Diode Laser Module with SHR Treatment Mode for use
with the Family of Soprano XL Multi -Application Platforms is substantially equivalent to
the predicate Modified Alma Lasers Family of Soprano Multi-Application Platforms
[Soprano XLTM, Soprano XLiTM] (Kl027l6) and the Alma Lasers Soprano XL Multi-
Application Platform (K083848).

In addition, published peer-reviewed medical literature provided device validation
information demonstrating that the changes do not raise new questions of safety or
effectiveness.

The supporting published information reported on clinical studies in 2,879 patients
demonstrating the safety and effectiveness/performance of the 810 nm Diode Laser
Module handpiece and the SHR Treatment Mode (used with the Soprano system console)
for hair removal and permanent hair reduction.

These studies reported on the safety and effectiveness/performance immediately
following treatment and at 1, 6, and 18 months following treatment with the 8 10 nm
Diode Laser Module handpiece and the SHR treatment Mode (used with the
Soprano system console) using the low fluence. high repetition rate. multiple-pass
treatment regimen.

VIII. Conclusion

The Alma Lasers Modified Diode Laser Module with SHR Treatment Mode for use with
the Family of Soprano XL Multi-Application Platforms was found to be substantially
equivalent to the predicate devices.

The Alma Lasers Modified Diode Laser Module with SHR Treatment Mode for use with
the Family of Soprano XL Multi-Application Platforms shares the same or similar
indications for use, similar design features, and functional features with, and thus is
substantially equivalent to the predicate devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public IleH Serd lvice4 Food and Drugl Ad~liiiiiistrIien
0903 New I aini)SI ie A velue

Deckimen i Contw [FkIwe m -\V 066-G609
Silver Spring.- Nil) 20993-0002

A Itna Laisers, Inc.
Vo A. \Vorden Con1sultiun
Ms. Anne Worden c
485 Half Day Road. Suite 100
Buffalo Grove, Illinois 60089

Re: K 11203 1
Trade/Device Name: Alma Lasers Modi fled Diode Laser Module with Sf-IR Tlreatment

Mode for- use with the Family of Soprano XL Multi-Application
P1 ati ft rm

Regulation Number: 21 JFR 878.4810
Regulation Name: L.aser surgical instrument for use in general and

plastic surgery and in dermatology
Regulatory Class: Class It
product Code: GE'X
Dated: .I ily 13, 20 11

F Received: Jttly 1 5. 2011

Dear Ms. Worden:

We have reviewed yOur' Section 5 10(k) premnarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for thle indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
comm11erce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premnarket approval application (PMIA).
You may, therefore, market the device, Subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of'
devices, good muanufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-l does not evaluate information related to contract liability
warranties. We remind You; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class [I (Special Controls) or class Ill (lPMA). it
mnay be subIject to additional controls, E-xisting major regulations affecting, Your device can be
found in the Code o f Federal Reg'ulations, Tritle 21, Parts 800 to 898. In addition, FDA may
publish further announcements con)cerning Your device in the Federal Register.



Pac 2 - N/s. Anne \Vorden

Please be advised that FDA's issuance of a substantial equiva1lnce determination does not mean
that FDA has made a determination that your device compi ies with other req uiyemnrils of the Act
or any Federal statutes and regulations administered by other Federal a-encies. YOU Must
com ply with all the Act's requirements, including, but not limited to: reti strati on and li sti n i (2 1
CU"R part 807); labeling (21 CUR Part 801); medical device reporting (reporting of medical
device-related adiverse events) (21 CUR 803); good mnanutfaIcturing- practice requfiremfents ais set
Forth in the quality systemls (QS) regulation (21 CUR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

[f yIou desire specific advice for your device onl our- labeling regulation (2 1 CUR Part 80 1), please
go to hittrj://www. fda.c-ov/AboutUDA/Ceniter-sO fflees/CDRI-l/CDRI-l0flices/uici 11 I_809.htrn for
the Center for Devices and Radiological Health's (CDRI-1s) Office oC'Compliance. Also, please
note the regulation entitled, 'Misbranding by reference to premiket notification" (2 1 CUR Part
807.97). F-or questions regarding the reporting of adverse events Under the N/DR reculation (2 1
CUR Part 803)). please go to
[http://www\ .f'da.,,,oy/M,/edical Devices/Safetv/Repor-talrobleim/defau-lit.litm For' the CDRI-l s Office
of'Surveillance and Biomnetr ics/Division of Postmarket Surveillance.

You may obtain other general informnation onl your responsibilities nuder- the Act flrm the
Division of Small Manufacturers, intrnational and Consumer Assistance at its toll-free number
(800) 638-204 1 or (30 1) 796-7 100 or at its Inter net address
litt0)://wwvw. fda.(-,ov/MedicalDevices/ResouircesforYOuI/idustrvy/defauLLIt.1till

Sincerely yours,

Mark N. Melkerson &n
Director
Division Of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological HeIalth

Enclosure



510(k) Number (if known): K11Z'O3

Device Name: Alma Lasers Modified Diode Laser Module with SHR Treatment Mode for
use with the Family of Soprano XL Multi-Application Platforms

Indications for Use:

The Alma Lasers Family of Soprano XL Multi-Application Platforms is intended for use in
dermatologic and general surgical procedures.

The Alma Lasers Modified Diode Laser Module (used with the Alma Lasers Family of
Soprano XL Multi-Application Platforms):
* The HR Mode is intended for hair removal, permanent hair reduction.
* The SHR Mode is intended for hair removal, permanent hair reduction.
* The LaserBlanche Mode is intended for the treatment of benign vascular and pigmented

lesions.

The Alma Lasers Family of Soprano XL Multi-Application Platforms is intended for use on all
skin types (Fitzpatrick skin types I-VI), including tanned skin.

Prescription Use V/NDO Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Oft)

Division of Surgical, orthopedic,
and Restorative Devices

5I (k) Number 112-v0 (

Page I of I
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