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E. GentleMAX Family of Laser Systems 510k Summary

General Information:

This 5 10(k) is to provide notification of substantial equivalence for the Candela GentleMAX
Family of Laser Systems using 755 nm Alexandrite laser, which is substantially equivalent to
previously marketed devices intended for the photocoagulation of dermatological vascular lesions
(such as port-wine stains, hemangiomas, telangiectasias).

Submitted by: Candela Corporation
530 Boston Post Road
Wayland, MA 0 1778-1886

Contact Person: Sam Wade, VP of Quality and Regulatory Affairs

Date prepared: August 1, 2011

Classification: Class 11 GEX Product Code
(21 CFR § 878.4810 Laser Surgical Instrument for use in
General and Plastic Surgery and in Dermatology)

Common Name: Dermatology Laser, GentleMAX Family of Laser Systems

Predicate Devices: GentleLASE Family of Laser Systems
(KI 11144)
Candela 3630 Laser System
(now named Candela GentleMAX Laser System)
(K063 074)

Description:

The Candela GentleMAX Family of Lasers contains two separate laser heads (Alexandrite and
Nd:YAG), which produce laser light outputs of 755 nm and 1064 nm, respectively. The output of
each laser head is optically combined on the laser rail so that their beam paths are identical as they
exit the laser system. This allows the use of a single delivery system which can output either 755
nm or 1064 nm wavelengths.
Each laser head contains the appropriate solid state laser rod and high intensity xenon tiashlamps
to excite the laser medium. The laser heads are water cooled with a self contained circulating
water system that includes a water to air heat exchanger so the system can be fully air-cooled. The
temperature of the laser heads are regulated by the circulation of distilled water at a controlled
temperature.
A high voltage power supply is used to charge a storage capacitor which provides energy to the
flashlamps. An IGBT (high voltage switch) is used to discharge the capacitor through the
flashlamp. Each laser head has its own dedicated IGBT switch which is how the system controls
which wavelength is produced. The resulting flash of the flashlamp excites the laser rod which
causes emission of a pulse of laser energy.
The Candela GentleMAX Laser System delivers laser energy with various pulse durations from
0.25 milliseconds to 300 milliseconds. The output of this laser is delivered to the area of treatment
by means of a lens coupled user replaceable optical fiber with a treatment handpiece attached to its



distal end. A trigger switch (fingerswitch or footswitch) is used to control the delivery of laser
pulses. The user may choose to deliver a single pulse each time the trigger switch is depressed, or
pulses may be delivered repetitively as long as the switch is depressed, at repetition rates up to 10
pulses per second (depending on the chosen pulse duration).
Energy from the laser is directed to the target area via optical fiber handpiece delivery system. The
Dynamic Cooling Device provides a short burst of cryogen spray prior to firing the laser pulse.
The laser output energy is delivered via an optical fiber to a handpiece. which produces circular
beams with diameters of 1.5, 3, 6,8, 10, 12, 15 and 18 millimeters on the skin. The cryogen,
which is housed within the laser enclosure, is delivered via a hose to a nozzle located in the
handpiece.
A microprocessor based system controller is used to monitor and direct all system functions.
Operators of the laser select parameters such as desired energy density (tluence) level and
repetition rate and monitor operation via a touch screen and display panel. The touch screen panel
can also be used to enable or disable the triggering of the laser, to initiate the calibration feature
and to obtain feedback from the system, such as the number of pulses delivered or spot size
selected.
The GentleMAX Family of Laser Systems are designed with six major components:

1. High voltage power supply and modulator system
2. Optical laser head
3. Circulator system
4. Optical delivery system
S. Software control system
6. Dynamic cooling device

The Candela GentleMAX Family of Laser Systems are equipped with safety interlock systems to
protect patients and operators.

Testing:

As laser products, the GentleMAX Family of Laser Systems conform to the Laser Performance
Standard (21 CFR 1040). In addition, the GentleMAX Family of Laser Systems conform to JEC
(EN) 60601-I Medical Electrical Equipment- Gen'] Requirements for Safety, IEC 60601-1-2
Medical Electrcal Equipment- Electromagnetic Compatibility, IEC 60601-1-4 Medical Electrical
Equipment- Programmable Electrical Medical Systems, IEC 60825-I, and lEG 6060 1-2-22
Medical Electrical Equipment- Safety of Diagnostic and Therapeutic Laser Equip.

Summary of Substantial Equivalence;

The Candela GentleMAX Family of Laser Systems have the same intended uses, utilizes similar
operating principles and matches key design aspects, including similar spot size, the same
wavelengths and the same maximum delivered tluence as the predicate devices.
On the basis of similarities in methods of assembly, method of operation, and intended uses,
Candela Corporation believes that the Candela GentleMAX Family of Laser Systems are
substantially equivalent to the predicate device.
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Canldela Corporationl
'/o N'l. Sam Waide
V P0Io1Ja IitL and RegullatorY Alfiirs
530 Bostonl Post Road

Wa~y land. Ma\'ISSalc huIseis 01I778- 1886 - J

Trfade/Device Naime: Gentle Nd AX lai i v of ILaser S vstems
RegJulationl Numlber: 21 CF S1<78.48 10
Re L L at ion N'ame : Laser sUMi WCal ais tin tuel n Ibor use nl gmeeal and(

plastic U surery an ld inl dermlogk1_y
ReguLlatory Class: Class I I
Product Code: GlEN
Dated: September I16, 20 I1
Received: September 20, 2Q11

Dear Ni r. \Vade:

We have reviewVed 'O ur Sectioni 5 10(k) pie market nonifecation of inmeait to mar ket the device
re ferenced above and have deterni ined the device is substanltial ly eq Llivalerit (for the indlications
for use stated inl the enlosure) to legal I ' marketed predicate devices marketCed inl interstate
cornmerce prior to May 28, 1 976, the enactment dlate of the N~edica I Device A mendments, or to
devices that have been reel assiltiedl inl accordance wvith the provisions of the Federal Food. Drugf"
and Cosmetic Act (Act) that (10 not requLirei aIproval of a premnarket approval application (PN4IA).

LIu mlay. there flore, market the device, subject to the geeral controls provisions of the Act. Th'le
genleral controls provisions of'the Act inclhide reqIlirements for1 annuaI~l registration, listingo of'
(IVIvces. goo0d mannRfaIct Lii ng p ractice, labeling, and prohibitions Lial jt in is branding and
aduklteationl. Please note: CDRI-I does not evaluate information lelated to contract liability
wvarranlties. We remind \'ou; however, that device labeling Must be rtithf-u II nd nt Misleading.

If your' device is classiftied (see above) into ei ther class 11 (Special Controls) or class Ill (PI' iA), it
may be subject to additional controls. Existinig major reguIlations affecting your device call be
15o1.i1d inl the Code of Fedleral RegOulations. TFitle 2 1, Parts 800 to 898. fIn addition. FDA may
publish further annoLin0lcetneits conlcernling, your deCvice ill the Federal Register.



'aue 2 - Nitr. Sa-m \\:.ite

'lease be advised that IDA s issLualtec of' asibstantial1 CClIiLlefdlCO detorn~iiitiOnl dIoes not mean~u
that FDA has made a ieerminatioli that Yur1 device. comp1lies \ill) other re~qtiirei~tint of the Act
or an, Federal stattiLes a ald rti elo ion01s adin iistered byv other Federal ageeies.- YOUm t1ist
comly IVWit h ll the Act'I sI reqtrit-CorII if S, ts. incIluding. btrtI notI litec to: reciJstrationi and Ilis tiris (21
CF R Part 807); labeling, (2 1 C FR 'arit 801) medli cal dIevice copo rung (reportintz of mledical
device-ielIaied ad(verse events) (2 I CF R 803): good manutictIan a 1)100C li'c req ti ie ets aIs Set
'l rth inl the qual-ity systemls (QS) reCI-IIat ion (2 1 CFR Part 820); and if a'ipplicable, the electronic
r-od trot rodiat ion contra I)provisions ('Sec ti ons 31 -542 of the A-ct); 2 I C FR I 000-I1050.

11' you desi re speciftic ad vice for "your device on our I abe Iin rig rogr I ation (2 I C FR Part 801) p~lease
go to Iit /xw.fa vAartFACntrOVcsCI IiC t11 1fcs/ia 15S09.1111t1t for
lie Conte tot trDcx'ices and Rad iolcsica H eai's (CDRH s) Ofte of Compliance. Also, please

note thle reutlaltioli entitled. ''N'1 isbranding, by releriee to premlarket notification', (21 CFR ['art
807.97). For1 qtresutioiis r'egardinlg die report i ri of adverse events tra1der- the N!MDR B egrlat ion (2 1
CFR Part 803)), please go to
littp://wxww.fda.s-o v/.NIed ical Dov ices/So let v/Reportatro 0I eW dc fotMCiL It. 1litill for the CD RI-'s 0 Vlice
of Surveilce and IBiomiuics/Divisiori of' lostmirkot Surveillance.

YaOn may obtain oilier oceneral inibrintion onl your res ponisi bilities ni ie the Act froni the
Division of'Small N4,antfactrarers. International arid Consumeri Assistance at its toll-frece number
(800) 638-2041 or (301) 796-7100 or at its Internet address
litt I) /wwwv. ftla.gav/N'led i calI Devi ce s/Res;1 roeCs forlo t' i/I ad List I\/Ce I',' tit. h1tnii.

SirioCrIx \ raS

arid Restorative Devices
0fice of' Device Eva I tatiori
Center for Devices and

Enlosure



Indications for Use

510(k) Number (if known): kiilly
I(Division Sign-Oft)

Device Name: GentleMAX Family of Laser Systems Division of Surgical, Orthopedic,
and Restorative Devices

Indications for Use:

755nm 5l0(k)Number, K 11i-iis

The GentleMAX Family of Laser Systems is indicated for temporary hair reduction. Stable long-
term or permanent reduction through selective targeting of melanin in hair follicles. Permanent
hair reduction is defined as long-term stable reduction in the number of hairs regrowing after a
treatment regime. On all skin types (Fitzpatrick [-VI) including tanned skin.

Treatment of benign pigmented lesions.

Treatment of wrinkles.

The photocoagulation of dermatological vascular lesions (such as port-wine stains, hemangiomas,
telangiectasias)

1064nm

The GentleMAX Family of Laser Systems is indicated for the removal of unwanted hair, for
stable long term or permanent hair reduction and for treatment of PEB. The lasers are indicated on
all skin types Fitzpatrick I-yE including tanned skin. Photocoagulation and hemostasis of
pigmented and vascular lesions such as but not limited to port wine stains, hemangioma, warts,
telangiectasia, rosacea, venus lake, leg veins and spider veins. Coagulation and hemostasis of soft
tissue. Benign pigmented lesions such as, but 'not limited to, lentigos (age spots), solar lentigos
(sun spots), cafe au lait macules, seborrheic keratoses, nevi, chloasma, verrucae, skin tags,
keratoses, tattoos (significant reduction in the intensity of black and/or blue-black tattoos) and
plaques.

The laser is indicated for pigmented lesions to reduce lesion size, for patients with lesions that
would potentially benefit from aggressive treatment, and for patients with lesions that have not
responded to other laser treatments.
The laser is also indicated for the reduction of red pigmentation in hypertrophic and keloid scars
where vascularity is an integral part of the scar.
Treatment of wrinkles.

Prescription Use X Oe-h-one s(Part 21 CFR 801 SubpartD AND/OR Oe-h-one s ___D) (2! 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)








