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Caution: In the United States, federal law restricts this device to sale by or on the
order of a physician or any practitioner licensed by state law to use or order the use
of this device.

Prior to use: Warning: do not use this product without reading and understanding
the complete instructions enclosed.

This is the English version operator manual. Additional versions are available upon
request in German, Spanish, Italian, French, Greek, Finnish and Swedish text.

Document Number: L100-060G Rev B

Medical Produ

KA Foresirad by Dais
Manufactured by, Paloma i

82 Cambridge St.
Burlington, MA (01803 USA

Palomar MediLux™ is a trademark of Palomar Medical Products, Inc.
AH rights reserved.
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Warranty Information
Limited Warranty and Claims

Palomar Medical Technologies, Inc. ("Palomar") warrants that reasonable care has been
z‘z%d in ‘€he efeeiéfﬁ and mam‘{:icture of this imtrumen‘t ?ah‘smm* wzu‘mfst% m Eh{: wrévinai

material umi %V"ﬁ{méﬁbﬁlﬁ undez mimai use &ﬁd service f@t a‘hf* z”}ﬁzmé cé one year from
the original date of installation.

Consumables and/or disposable products are warranted to have shipped from Palomar in
functional condition, but no additional warranty period shall apply.

Palomar’s obligation under this warranty i

clusive option, to repair or
replacement of parts and materials which tive. ?%%%‘%ﬁwﬁ% shall not be fiable
for any incidental, special or consequern ss, damage, or expense due (o any
cause whatsoever, including causes re é?ﬁ%é s;%gzmé?g% or indirectly to the use of this
instrument. In no case shall the {ia mages exceed the replacement value of the

equipment.

The happening of one or more of the following events will serve to void the warranty:

1. Failures resulting from negligence, alteration, modification, abuse or misuse of the
equipment by the purchaser or operation of the equipment inconsistent with Palomar's
published operating instructions.

b

Attempted or actual dismantling, disassembling, service or repair of equipment not
expressly authorized by Palomar.

All merchandise should be inspected for obvious damage upon arrival. If merchandise
has been damaged in transit, the Palomar Service Department must be notified within 72

hours.

Furthermore. the purchaser agre ~ mndemnify Palomar against all claims w

or N suit ~v action shall he

Luénﬁ;i}é;’;' Lwas &Z‘m\t{*
against Palomar mor

ik

ause of action has accrued.

THE FOREGOING CONSTITUTES PALOMAR'S SOLE LIABILITY AND THE
PURCHASER’S SOLE %%h?%’i%ﬁ)‘% WITH RESPECT TO PRODUCTS SOLD BY
PALOMAR MEDICAL TECHNOLOGIES, INC. EXCEPT AS THUS PROVIDED,
WE DISCLAIM ALL WARRANTIES, EXPRESS OR IMPLIED, BY
OPERATION OF LAW OR OTHERWISE, INCLUDING, BUT NOT LIMITED
TO, ANY WARRANTY OF MERCHANTABILITY OR FITNESS FOR A
PARTICULAR PURPOSE.

Tifle & Contents PN T100-00021ev B -6
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Limited Warranty and Claims (cont.)

Palomar neither assumes, nor authorizes any other person to assume for it, any other or
additional liability or responsibility in connection with this instrument.

storage and cleaning of this instrument as well as factors relating to the
consumer, di »gregzs. treatment and other matters beyond Palomar’s control directly
affect the instrument and the results obtained from its use.
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If service is required, this product is to be returned to Palomar or authorized service
center for repair. For warranty repair Palomar or aaf%mf%zed {i%@mbu‘{m‘ will pay for the
shipping charges. For systems returned for repair not covered by warranty the customer
shall pay for all shipping charges.

pani

All returns must be accomy

Title & Contents PN 11000002 rev B
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corrected fluence settings in Lux G chapter;
updated information to be consistent with
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paragraph for Lux Rs description
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The Palomar Medi Lm ™ System is designed to deliver llght pulses (10-

light to a predetermined target site. Output wav

s

t
elengths

1m. The Palomar Medilux System is specially
remov QE pigmented and vascular lesion treatment and other cosmetic applic
Melanin, hemoglobin and other chromophores primarily absorb the light em’mpm,

The Palomar Medilux Sw{em is user friendly, allowing the treatment provider to
select output fluence (J/em?) and pulse width (ms). i‘mx enables the user o %8?6 y
perform (reatments on skin types I —VI as indicated. (review Chapter 6 Clinical
Application).

%”§<: freatment
ry 1o the

rreaten

L% oLRLE

Light delivery activation is through a footswitch and trigger button on the handpiece.
Light is administered to the treatment area by placing the handpiece window in contact
with the skin, and depressing the footswitch and trigger button.

About The Manual

The Palomar MedilLux System Operator's Manual provides information about the system
and the handpieces:
e Safety
System Description
Installation
Operation
Clinical Applications
Maintenance and Troubleshooting
Customer Support

H» & ® @ & @

I

Although the operator's manuas provides necessary nfurmauon fur he safe use of

Palomar MedilLux S s meant to supplement. not replace, a formal tra
progran the use of levice. It is not meant to replace good judgment, E*mna

se when U“ii‘f?hﬁ‘ig CONSUMers.

(9]

Chapter 1 P/N:1100-0003 rev-A I-




SYMBOLS USED
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Danger

Indicates an imminent situation in which the possibility
of exposure to electrical shock or a fire hazard could
result in serious injury to the operator, consumer, or
staff.
Caution

Indicates a potentially hazardous situation that, if not
avoided, could result in damage to the equipment and

serious injury to the operator, consumer, or staff.

1=3




Description

Air Filter location and direction. Located at the rear of the systen
inside the Filter Cover. There are two locations.

ol B HRO (WATER}
e

Fluid Filter location and direction. Located at the rear of the system,

inside the Filter Cover. There is one location.

IEC 417
to the nput

Alternating Current this symbol is placed next

: z‘aimgf«x

IEC 417, No. 5019, Protective Earth (ground)
internally within the

this symbol is used
system.

o
IEC 417, No. 5017,

Earth {ground) this symbol is used internally

~i-|®)| ¢

within the system.

switch

IO

SR

C

3

IEC 417, No. 5265, Off for part of the equipment
used for the keyswitch position.

This symbol is

IEC 417, No. 5235, Low Water Level. Located at the rear of the
system. This symbol is next to the Reservoir Light. When the light is
lit, the reservoir is full.

IEC 417, No. 5382, Injection syringe. This symbol indicates the
i yrmng )
port where the fill syringe is connected to the Fluid Reservoir.

IEC 417, No. 5114. Foot Switch.
where the foot switch 18 connected.

This symbol indicates the port

IEC 417, No. 5570. Unlocking.
%1 to the connector where the Remote Interlock cor
camemsdu

Remote Interlock. This symbol is
ctor must be

TEC 417, No. 5333, Type BF equipment.

| E'Dl\zm e

IEC 417, No. 3636, Dangerous voltage.

IS 3864 N B R A Cawsowr refer t0 accompanying documents

TFC 4 7 No 8¢ A kuse ocation

Samp fuse, 250VAC used in JTOVAC systems

2 5amp fuse, 250VAC used in 220VAC systems

Chapter 1PN 1100-0003 revA
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The Palomar MediLux™ is an electro-optical device intended for safe and m% able
hair, pigmented and vascular lesion removal. Personnel operating and maintaining
the "e/leéim should be familiar with the safety information provided in h

‘Iw

uF

Palomar Medical assumes no liability whatsoever for any damage or injury as a
result of an application of a p:{@dm, t which is not in strict accordance with the
instructions provided with the product. Palomar Medical also assumes no lLiability
for any damage or injury arising as a result of user error or mistake, including but
not hmﬁed to damage from injury arising from user’s lack of qualification to
evaluate the treatment administered in the actual individual circumstances, or as a
result of errors or mistakes committed by such user w%m woulc 1S
considered as having e85 i

Read the operating inst ; ! “ting the unit to the main
power connection and prior to use. The unit must be set, regulated and used mn
accordance with the instructions for use. Failure to observe usual safety
precautions may present a risk of hazardous exposure to light radiation.

All persons operating the Palomar MedilLux System and all that are in the vicinity
of the system must be aware of the potential hazards of the Palomar MediLux
System output. Be certain all personnel carefully review the safety precautions
pertaining to the Palomar MedilLux System. Only authorized individuals with
appropriate safety training and knowledge should operate, assist in the operation
of, or provide maintenance to the system. Only the operator should be responsible
for system controls during the procedure.

Any pulsed light emitting device can cause injury if used improperly. High
voltages are present inside the Medilux Pulsed light System.

Personnel who work with pulsed light sources should always be aware of the
possible dangers and should take the proper safeguards as described in this
operator manual

+he Palomar i ,
properly, however as with ‘m} putsed hight device never look directly at the
light output. z.)m‘mg treatments, all persons must wear protective eyewear to
protect against possible eye damage.

i

§ ar  eve-sate  1ev.ee  her peratec

No one other than Palomar Medical authorized personnel may service inside
the protective covers of the MediLux System. Dangerous voltages are present
inside the system. Maintenance should be performed by the operator 30
minutes after the system is shut down and disconnected from power.
Performing maintenance procedures with the system while it is powered up or
before 30 minutes from disconnecting the system may be hazardous to the
operator and destructive to the system.

Chapter 2 P/N 1100-0804 rev A
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e Delivering energy to the treatment site may cause thermal damage to the skin,
resulting in superficial damage to the skin, crusting. skin redness, hypopigmentation
or hyperpigmentation.

e Consumer safety is assured by a well-trained : w‘f‘f

e Consumer education is also important and information about the
nature and expectations of the treatment should hf provided.

e Never look directly at the light coming from the distal end of the
handpiece as this may cause eye m;

e Never direct the pulsed

¢ Never point the handp

ure if
is pointed n ntact
treatment or when performing test spots.

Handpiece and Ca{)ZR(;Zier ™ Applicator Disinfection

¢ The sapphire lens on the handpiece requires disinfection before, and after
treatments.
e The CoolRoller applicator requires disinfection before and after use.

The sapphire handpiece and the CoolRoller applicator are non-critical products per
the Association for Professionals in Infection Control and Epidemiology, Inc.
(APIC) Guidelines. Non-critical is defined as an item that comes in contact with
intact skin, but not with mucous membranes. Therefore, cleaning with ethyl or
isopropyl alcohol (70% to 90%) between consumers is all that is required by the

APIC.
Warning
Do not submerse the handpieces in anv solution. Submersing the handpieces may

cause a hazardous condition for the user and nosgihy %i,a—; consumer Submersing

or cleaning solt f10on

A (941

to wipes or gauze nads to be used on the handpieces

Handpiece Cleaning

¢ (Clean a handpiece window during treatments using a cloth moistened in a
mixture of 70% alcohol and 30% water It is recommended to use Palomar
Laser Wipes™ lens cloths.
Note: Pure undiluted alcohol or detergents should not be used.

e During cleaning of the handpiece between clients the MediLu
be in the standby mode

1X system should

e (Clean the handpiece before, during and after use on each consumer using Palomar
LuxWipes lens cloths.

Chapter 2. P/N-1100-0004- rey 2-3
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e Identify the treatment room clearly.

J

e Restrict entry to the treatment room when the system is in use. Allow access to
the treatment room only to those personnel both well trained and essential to
the procedure.

e When the system is not in use, ensure that it 1

unauthorized personnel. Remove the key to « E mme *‘hg unit.

e Make sure that all personnel are familiar with the system controls and know how
to shut down the system instantly.

e Block all appropriate windows, etc. to prevent light from escaping the treatment
room.

ELECTRICAL SA

5
£

FETY

The electric azard of any p system cannot be ignored
or taken lightly. Alt %ozwh the E} lomar MediLux™ System has many
safety feaiuru in its design, certain precautions must be observed.

e

It is possible for the high voltage components to retain a charge even
after the system has been turned off. Therefore, no part of the exterior
housing of the main system or handpiece should be removed except by
trained and authorized technicians.

This may expose personnel to dangerous high voltages and potentially
dangerous light radiation. A qualified Palomar Service Representative
must perform any service requiring access to the interior of the instrument
only. To contact a Service Representative, dial toll free (800) PALOMAR
or 1-781-993-2315

FIRE SAFETY

The potential for fire hazard exists because of the nature of light treatment. The
absorption of emitted energy nc matter how brief mav raise the temperature of any

material.  This phenomenour s the f*f;zf»e;s«, S omany wsefu  medical ano suroical

applications f ‘s asc the eas 1 a wese apprucat ws  ften require precaudons

against the risk of igniting combustible materials m and around the treatment area.

When the Palomar MediLux System is used, the following precautions should be

taken:

e Anesthetics administered must be approved as non-flammable.

¢ FEnsure that the system and ancillary equipment are working properly before
hegimziﬂﬂ a pi‘{}fiedi_}fﬁ.

e Never direct the light ¢
%p@é;ﬁ;iv at feﬁeciwe e;}’mszc%@ such as me s

e Be certain the footswitch is clean and working |

o

where it will not be mistaken for another piece of eqagpmcm

Chapter 2 PALEI00:0004 rev-A 2-4
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® xercise particular care in the use of oxygen. The presence of oxygen can
auu:iuai the k}ﬁ.ﬁ%;i?&;ﬁ{}ﬁ of any flammable material.

e Avoid using combustible materials, such as gauze and drapes, in the treatment
area. When they are required, these materials may be made fire-retardant by
keeping them moist with water or saline. Clothing should be kept well away from

the area of treatment.

e Know the location and operation of the nearest fire extinguisher.

e Always turn off the system and remove the key whenever possible. This will
prevent accidental light emissions.

The Palomar Medil vent the misuse or

unintentional ac

uge f,

£
the Gperaton O

KEY SWITCH
The key switch activates the system.
e The start key should be kept in a secure location to prevent the unauthorized use
of the system
e The key must never be left in the system.
e Only those personnel authorized to operate the system should have access to
the key.

EMERGENCY STOP

The Emergency Stop button is a large red button that immediately disables the
system. This button should be depressed only in the event of an emergency. The
Palomar Medfiﬁx System can be reset after an "Emergency Smp by rotating the
Emergency Stop button in the direction of the arrows. allowing the button to be
reset

Chapter 2 P/ F100:0004 rev-A 2-5
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Palomar MediLux ™ System Specifications

Spot Size
Pulsewidth
Fluence

Light Delivery
Repetition Rate
Actuator

Voltage
Max Power Input

Operating Environment

Transport/Storage
Environment

System Cooling

Dimensions
Weioht

Classification

Chapter 3PN 1100-0005 rev A

Description
Pulsed Light Class 1Ib Medical Device
400nm - 1400nm
Handpiece specific (see chapter 6)
10ms, 20ms, 40ms, 60ms. 100ms (user selectable)
Handpiece Specific (see Chapter 6)

£7 oy gy By Fg iy §
e 1.5m umbihical

0.5Hz to | Hz, single shot

Footswitch and Handpiece trigger

100 - 120/ 220 - 240VAC, 50 or 60Hz
<600V A

Temperature: 15-27° C (60-80° F)

Humidity: 0 - 40%
Temperature: 0-50° C (32-124° F)

Below 80%
>0.7atm

Humidity:
Air Pressure:

19" (48 emy Lox 41

(29 cmyH x 147 36cem) D

Class I equipment Type BF applied part
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The Palomar MediLux™ System delivers light energy from the handpiece.
The design for the Palomar MedilLux System incorporates a number
features that provide high reliability, ‘f‘-“*&;a%iiiw, safety, performance and
portability. The system is designed to ensure maximum safety, flexibility in
function, and ease of operation.

The Palomar MediLux System consists of three separate components
e The Palomar MediLux Console

¢ The Handpiece
e Starter Kit

Eecam}?; and upuaimu of the mfa., ty features disc a‘i{*t\ { hczptu

IPANTI00:0005 ev A 3:3
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The Palomar MediLux™ System

Figure 3-1. Control Pane

53

Front Panel

1. There are nine buttons on the Front Contr

ol Panel (refer to Figure 3-1).
Each button is set to deliver a specific fluence and pulse-width. (see
Parameters and Chapter 6 for the handpiece selected.?

fad

funnated wher e sandpiece s reme ved
system 1s readv t¢ emit hight see Chapter

Chapter 3 P/N-1100-0005 1ev A
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Figure 3 — 2. Medilux Front View

=

dock wh

ey ston butrton are wocated on the left side

L
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Fioure 3-3 Medilux back panel

o H

7. Connection for footswitch.

8. Power switch. Located on the rear panel, disconnects the system from
the power source when placed in the down, or OFF (O) position.

9. Power Cord connection.

ack e IR R
The fluid ndicator will light if there s

12. Fuse holder and Voltage indicator Pus
fuse holder and fuse

13. Rear Cover Release. Pull up to lower the cover when fluid needs
be added or filters changed.

Chapter 3 P/N 1100-0005 rev A
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Figure 3-5 Sample MediLux Handpiece side view.

|. Umbilical. The umbilical contains fluid lines that provide cooling to the flashlamp, air
hose for sapphire and skin cooling, electrical wires supplying power to the flashlamp,

cal wires for safety sensors and trigger/indicator button.

electr

It must be in direct, firm, full contact with the treatment ares
waximize the lish

LA

nt area in order to

”

Chapter 3 P/N 11006-0005 1ev A 37
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CoolRoller™ Applicator
Cooling reduces patient discomfort. Efficient skin cooling is best obtained by
using the CoolRoller. Cool skin before and after each treatment. Palomar has
developed the CoolRoller effectively cool the skin before and after each
treatment.

See chapter 6 for handpiece specific CoolRoller requirements. Ice or an ice
pack/gel pack may be used if CoolRoller is not available.

Figure 3-6 CoolRoller Applicator

Chapter 3 PINT100-0005 tev A 3-8




60 Hz Label on rear of system

Chapter 3 P/AN 1100-0005 rev A
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Operator’s Manual

Gel Ice Packs

Cool Roller

User Safety Glasses
Patient Safety EveShields

Government regulations require that certain labels appear on the Palomar MediLux™
System and be reproduced in this manual.
NOTE: DO NOT REMOVE ANY LABELS

Chassis Labels

TYPE BF

gmar
Medical Products

87 Cambridge 5, Burlington, MA
Tal 1-781-893-2300

Yoltage Range: 100-120/220-240 V-
Fraquency: 50Hz

Maximum Power Input: 860 VA

Maximum Power Input 600 VA
Madel: Palomar Estelux

Date of Manufacture:

izl Mumbern

50 Hz Label on rear of system
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Palomar

Chapter 4: Inst:

Installation & g?@w@@

?ééé_}g r Medilux™ System

S e PRI L)
erify Operation 4-2

Chapter 4 P/N-1100-0006 1ev A 4-1




Palomar Medilux™ System

The Medilux™ System is designed to operate within temperate temperature
and humidity conditions. (59 - 81°F 15-27°C and less than 40% humidity).
The unit must be allowed to acclimatize before use following exposure to
extreme temperature or humidity. Do not install the unit close to radiators or
other sources of heat.

No attempt should be made by unauthorized pe [ e unit.
Failure to observe this caution may present a serious safety hazard and will

void the warranty. There ¢
Palomar cannot be held liable for events resulting from negligence, abuse or
incorrect operation of the unit. Please acquaint yourself thoroughly with the

instructions for use, and in the event of doubt contact Palomar.

The system is shipped with the coolant reservoir full. If the system requires
filling please refer to Chapter 7.

System Installation and Set Up

Remove the system and accessories from the packing material.

Place the system on a cart or other support structure.

Figure 4-1 Medilux system

Chapter 4 P/N 1160-0006 rev A 4-2
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Voltage indicator

S , - - .| Voltage |

| Fuse holder
release tab dicat
indicator

| S—

Figure 4-3 Fuse holder and wiiége indicator

Chapter 4 PN 1100-0006 rev A 4-3
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L Palomar

(1) Verify voltage tab on the fuse holder is the same as the supply voltage (100-
120VAC or 220- 240VAC), to adjust remove the fuse holder assembly and internal
tap assembly, rotate the assembly so the input voltage is visible in the window.
Figure 4-4 (see also Chapter 7)

Caution: the input voltage range is selectable, the input frequency is not. The
system is labeled for 50Hz or 60Hz. Operating the system at frequencies other than
labeled may cause damage to the system.

(2) Attach the power cord. Figure 4-3 Note: International customers must supply the
power cord separately. An approved cord and plug set shall be used appropriate for
the country of use. An IEC 60320-1 Style Appliance Coupler, Inlet: C13, shall be
used.

Chapter 4 P/N 1100-0006 rev A 4-4
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System Operating Instructions 5-3
Start-Up 5-3
System Shut Down 5-4
Emergency System Shut Down 5-4
Cleaning System Console 5-4
Disinfecting System Console 5-4
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Those who use the system should be properly trained and
uthorized by the pra@imatm@r or institution.

&

s All connections to the system and handpiece should be made
and checked before powering the system for use (See Chapter 4
Installation).

e Attach the footswitch connector to the receptacle at the back

of the system.
s Connect the system to the power source from the main power

connection.

e Do not use the handpiece if it w been dropped, is damaged, or has |
in fluid. Call Palomar Medical. (see chapter 8 Customer Service)

Chapter 5 P/AN 1100-0007 rev A




System Start-up

@

to &efgmﬁm appre

Once all the connections are in place, and the handpiece is docked, the
system is ready to be turned on.

Turn on the power switch at the main power connector on the rear of
the system.

To turn on the system, turn the key clockwise.

The system will power up, and perform a self test.

The default setting 1s button #1.

All persons in the room should wear protective eyewear.

Clinical Application ‘fiﬂ" the mi;ﬁei ec&eti}

Chapter 5 B/N.1160-0007 tev A

The system is ready to emit light when the handpiece is removed from
the dock holster. The Ready Indicator is illuminated.

Inspect the handpiece for damage and cleanliness: it should feel cool
to the touch.

Press the treatment window of the handpiece firmly onto the target
treatment site per Chapter 6.

Select either footswitch and trigger button or footswitch only. Step on
the footswitch. Press the trigger button. The system emit a pulse of
Eiohti the t gger bu on and footswitch remain depressed based on
ers When the system s enutting light, an audible tone
ator wili illummate or
when the footswich -8 pressed and the system 1s ready to pulse. If the
footswitch and/or trigger button are continuously depressed, in

feegmed

. the Ready Indicator will dim until the system is ready

53
'C

iy

[

Lifting the foot off ti - footswitch or lifting the finger off the trigger
button will prevent the system from emitting light.

t')v
Lad
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System Shut Down

e When treatment is complete, turning the key to the off position shuts
down the system.

e Turn off the main power switch.

Note: Emergency button and key switch will immediately interrupt light
radiation.

Emergency Stop
Press the emergency stop button of the Palomar MediLux during an

EMERGENCY. ’E’hza w}% light emissions. The emergency stop must be
rotated 1o res

Clean the console using a cloth moistened in a mixture of 30% alcohol and
70% water. Palomar Wipes™ lens cloths are recommended.
NOTE: Pure undiluted alcohol or detergents should not be used.

Disinfecting the console

It is recommended to disinfect the console with a cloth moistened with
ethyl or isopropyl alcchol (70% to 90%) between consumers.

Warning:
Do not spray cleaning fluid or any water onto the console or the

handpiece. Fluid inside the console may cause a hazardous condition for
the operator. consumer. and presents a fire hazard.

the mam power supply
¢ Do not submerge the handpiece in any fluid.

the handpiece before, during, and after use on a patient using

o

Y

nar Wipes lens cloths. (See Chapter 2 for handpiece cleaning).
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Cooling handpiece with CoolSpray™
Sample Consent Form

Sample Consumer Exclusion Criteria
Sample Treatment Instructions
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LuxY Handpiece
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Medical history

Warnings

Pre-Treatment Instructions
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Treatment Instructions

Post-Treatment Instructions
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6.3 LuxR Handpiece
Consumer Selection
Medical history
Warnings

NN N O
H ¥ t §
(ST NG QS

Pre-Treatment Instructions 6.3-4
Fluence chart LuxR 6.3-4
Performing Test Spots 6.3-5
Treatment Instructions 6.3-6
Post-Treatment Instructions 6.3-8
Side Effects/ Risks 6.3-9
6.4 LuxG Handpiece
Consumer Selection 6.4-1
Medical history 6.4-2
Warnings 6.4-3
Pre-treatment Instructions 6.4-4
Fluence Chart LuxG 6.4-4
Performing Test Spots 6.4-5
Treatment Instructions 6.4-6
Post Treatment Instructions 6.4-8
Effects/ Risks 6.4-9
ﬁ zchs/Hcmdpwce

“Consumer Selection 6.5-1
Medical history 6.5-2
Warnings 6 5-3
Pre-treatment Instructions 6.5-4
Fluence Chart LuxRs 6.5-4
Performing Test Spots 6.5-5
Treatment Instructions 6.5-€
Post Treatment Instructions 6.5-8
Side Effects/ Risks 6.5-9
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6.6 LuxB Handpiece

Consumer Selection 6.6-1
Medical history 6.6-2
Warnings 6.6-3
Pre-treatment Instructions 6.6-4
Fluence Chart LuxB 6.6-4
Performing Test Spots 6.6-5
Treatment Instructions 6.6-6
Post Treatment Instructions 6.6-9
Side Effects/ Risks 6.6-10

6.7 LuxV Handpiece

Consumer Selection 6.7-1
Medical history 6.7-2
Warnings 6.7-3
Pre-treatment Instructions 6.7-4
Fluence Chart LuxV 6.7-4
Performing Test Spots 6.7-5
Treatment Instructions 6.7-6
Post Treatment Instructions 6.7-8
Side Effects/ Risks 6.7-9
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a c ;
representative will provide a basic H‘aéngg in %“s o %z*aéém’; of the Palomar MediLux™ System.

Practitioners may consider the following additional training avenues:
. An accredited training course within the practitioner’s %pecia%ty
2. “Hands-on” training under the preceptorship of a qualified us

The Palomar MediLux System indications for use are based upon the selective absorption of the
emitted light by natural chromophores, including melanin & hemoglobin. The MedilLux System
is designed to effectively remove hair, benign pigmented lesions, e.g., solar lentigines (also
known as age or liver spots) and actinic bronzing, and vascular lesions, e.g., telangiectasia,
rosacea, spider veins, port-wine stain, flushing, etc. For hair removal and treatment of pigmented
lesions the melanin in hair follicles and in hyperpigmented basal layer cells is targeted by
selecting the desired fluence with pre-set pulse width. Hemoglobin in the abnormal vasculature is
the primary target in treatment of vascular lesions.

Effectiveness of the MediLux System for applications other than hair removal and treatment of
benign pigmented lesions and vascular malformations has not been established at this time.

All use of the equipment 1s based on the practu “s knowledge and experience  The
practitioner is responsible for correct diagnosis and {r*:am:‘zﬁmt results.

e %n‘?“zrm@& of possible side effects and given an Informed Consent F
read and sign. S aim 6.1. Realistic expectations of long-term hair reduction, an 2 3
enign pigme lesions awi vascular lesions should be discussed. Furthermore, consumers
should be well 1 mued about pre- and post-treatment care. The MediLux system is designed
to address multi ic cosmetic and d?‘iﬁh‘s%@%{}g%,m conditions, such as:

& ;mgv&i of unwanted ha

e clearance of benign g}wmgnb—ﬁ lesions

e clearance of vascular lesions.

Consumers mus

g

N
o~
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5

the use of specialized detachable hand-pieces: LuxY,
Specifications and suggested indications for use for
e table below:

these f‘laﬁ%’&dpﬁﬁiﬁ{i, are aumnwwfu’z int

Table 6.1.] MediLux HandPieces

Chapter | Hand- Spot Size Spectral Range Fluence Application
Section | piece Range*
6.2 LuxY | 16 x46-mm | 525-1200-nm Hair removal & pigmented
lesions (skin type I-IV)
6.3 LuxR | 16 x46-mm | 650-1200-nm 4-12 Hair removal (all skin types)
6.4 LuxG | 12 x 12-mm | 500-670 & 870- 10-30 Pigr igmente d & facial vascular
1400-nm lesions (skin type I-1V)
6.5 LuxRs 12 x28-mm | 650-1200-nm 9-27 Hair remov ,zi (all skin types)
6.6 LuxB | 12 x 12-mm : n rascul
lesions (skin type I- ;_EE
6.7 LuxV | 16 x 46-mm | 400-700 & 870- 6-16 Pigmented lesions, Hair
1200nm removal
(skin type I-II)

*The effective fluence may be higher due to photon recycling, the wavelength range and the
spot size.

General Recommendations:
The practitioner should carefully screen all potential candidates for treatment.

e Any cosmetic or dermatological skin condition must be correctly diagnosed by a physician
and recommended for treatment prior to the initiation of treatment with the MediLux.
e The light is absorbed in hemoglobin, melanin and other chromophores. The: refore it is

e R L e i At v

important tu assess the content of the melanin in the epidermis determine the consumer’s
skin fype *~ ‘msure nroper treatment seding seiections f:nfj? e id upmecessart damage mf
the epidermrg

e Verify the consumer has had no unprotected sun exposure in the areas w be treated This
means the consumer wore protective clothing or usud a SPF-30 or greater sunscreen for the
past 4 weeks on s to be treated. See appropriate sections of Chapter 6 for Test
Recommer different handpieces.

e The Fitzpatrick Scale for skin typing or a modified Fitzpatrick Scale is most often us
skin type classification. The MediLux System with the appropriate handpiece and energy
setting is safe for use in all skin types. The Skin type worksheet on page 6.1-9 of Chapter 6
should be used to assist in skin type determination.

t

he area
!/*

Lions wWiln

Chapter 6 P/N 1100:0008 6.1 1ev A 6.1-5




Table 6.1.2. Fitzpatrick Scale

Skin Waorking Classification Color Tentative grouping based on ethnicity &

Type skin complexion™

i Always burn easily; never tans; White Primarily red headed individuals and
extremely sensitive to sun blonds with light complexior

1] Always burns easily; tans minimally, White The largest percentage of Caucasian
very sensitive fo the sun individuals fall info these categories

111 Sometimes burns; tans gradually to light | White/Asian
brown, sun sensifive skin

Iy Burns minimally; slways tans to Cor ﬁ%‘i’gﬁ%é, American
moderate brown: minimally ranean and Latin

Y Very rarely burns; tans well; sun Park brown Light complexion African-American
insensitive skin individuals, and those of Indian

descent.
Vi Never burns; deep pigmented; sun Black Dark-skinned individuals

insensitive skin

From Naylor. MLF. & Farmer K.C.
Dunn, HA. (eds) The Internet Dermatology Society.

Guidel
2000

Warning

ines for Minimizing UV Exposure.

when treating near

I The

the eye

Electronic Textbook of Dermatology. Drugge. R. and

Palomar MediLux™ System is designed for treatment of intact skin only
e Take special precautions

Do not use any MediLux

area.

Ewncmcce withm ahe Limits of bony orbital area. Always use eye protection for yourself and

¢ Should hiee:ﬁmg occur at

c
e If
{y

anv me

lean/disi > hand-piece, per manual
handpi laced tests spots
reatme it g
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Chapter 2.

discontinue use ymmediatery and

should be performed on every consumer prior to
of results from prior handpiece.
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s Manual

Medical History

After a consumer has met necessary criteria for treatment, a pertinent medical history should be
obtained to satisfy any exclusion criteria.

Consumer exclusion criteria to light therapy includes but is not limited to:

s Unprotected sun exposure -or use of tanning beds or creams in the areas to be treated in
the last 4 weeks. Protected sun exposure means the wearing of protective clothing or the
daily use of a SPF # 30 or greater sunscreen.

¢ Pregnancy- there is no evidence at this time of fetal ‘E. wm from a zgh% -based system, but
the results of the treatment may be erratic/unreliable due to fluctuations in hormonal levels
and physiological COﬁdiE,E(}ﬂﬁ,

ﬁ%ﬁﬁ%ig’gai é%’sﬁ‘ﬁﬁa‘éi@% - or known to have
luation and nossible

LA %1 £

h

ism secondary to their disease

process that may respond to mﬁd;mi ir ézzimem

e Use of mechanical epilation — less than 6 weeks prior to treatment for consumers seeking
hair removal. This includes plucking, waxing, tweezing, electrolysis or sugaring.

e Allergies — Confirm with consumer any allergies to medications, latex, foods or other
substances.

e History of seizures —Flashing lights may trigger a seizure.

e Medications- both prescription and non-prescription. Be sure to include herbal and
natural remedies as some of those may cause photosensitivity. Consumer should not be
taking Accutane, anti-coagulants or St. John’s wort. For patients taking a photosensitizing
medication perform test spots 24 hours before treatment

e History of keloid & hypertrophic scar formation - although scarring is rare, picking or
pulling off of scabs or crusting can result in scarring. For this reason it is recommended to
exclude from the treatment consumers with known tendency to form keloid or
hypertrophic scars.

e Active mfectmﬁsfimmimﬁe%uppm%ﬁ{m Active infections and immunosuppression
compromise the healing abiiity of the body Reschedule the consumer when infection s

H 3
cisared.
LI U

¢ Open 365&;;3?, - treatment should only be done on mtact. healthy skin

s Herpes I or Il - within the treatment area, consumer should consult their Primary Care
Provider for m I evaluation and possible prophylaxis prior to treatment.

e Tretinoin (Retin-A", Renova® J: although tretinoin use in the area to be treated is not
absolutely contraindicated, it is however, known to make skin more sensitive and prone to
exfoliation. Consumer is better advised to discontinue use of tretinoin for the course of
treatment.

e Oral isotretinoin/Accutane - within the preceding 6 months. Accutane changes the
underlying structure of the skin, which may cause unreliable results. It might also
increase skin sensitivity to light.

i vad
Llai
A
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Advise the consumer to:

e Z}iﬁmminue sun tanning and the use of tanning beds and self-
before and throughout the treatment course and 4-6 weeks ﬁm treats
z‘ecfuce the chance of skin color changes and development of new lesions.

e Always use a SPF-30 or greater sunscreen on all exposed treatment areas and re-apply
every 2 hours throughout the day. Wear protective, light-occluding hats and clothing.

e Discontinue use of exfoliating creams such as Retin-A and other skin exfoliating
products 2 weeks prior to and during t?z entire treatment course.

e Refrain from tweezing, waxing lysis or other epilation methods for at
least 6 weeks prior to treatment jon of treatments. [t is best to shave or
frim excess hair during the course

Operator considerations:

e The treatment area should be shaved or closely clipped before the first and any
subsequent treatments.

e Treatment areas prone to herpes outbreaks should not be treated until the consumer has
been evaluated by his/her Primary Care Provider and has received a course of pre-
treatment prophylactic antiviral therapy.

e Some consumers may require a topical anesthetic.

Chapter 6 P/N 1100-0008 6.1 rev A 6.1-8




CONSUMER NAME: DATE:
SCORE 0 i 2 3 1
WHAT IS THE LIGHT BLUE, | o 1 o s R
COLOR OF YOUR | GRAY OR L OReY | BLUE DARK BROWN | pXONNISH
EYES? GREEN R e
WHAT IS THE BROWN,
NATURAL COLOR | SANDY RED | BLOND CHESTNUT, DARK BROWN | BLACK
OF YOUR HAIR? DARK BLOND
WHAT 1S THE
COLOR OF YOUR - PALE WITH oo | DARK
. ¥ JERY P A 3 i L L /N
SKIN (UNEXPOSED | REDDISH VERYPALE | 22N O LIGHT BROWN | )28
AREAS)
DO YOU HAVE
FRECKLES ON SUN | MANY SEVERAI FEW INCIDENTAL | NONE
EXPOSED AREAS?
WHAT HAF
NEVER HAD
O SO T OPGREE | HARDLY OR | LIGHT REASONABLE | TAN VERY B A
E Y 4 4 < I T{ 71,‘1 / ta ) ‘Ai ‘“1‘ -y . oy g~ A 4 3 - \“ . i - 1 ~
RO NOTATALL | COLORTAN | TAN EASILY UKL Y
DO YOU TURN
BROWN SEVERAL , , T N .
e R x| NEVER SELDOM SOMETIMES OFTEN ALWAYS
EXPOSURE?
HOW DOES YOUR ‘ n -
) VERY - VERY NEVER HAD
S ACE RES J TONSITIV NI N
FACERESPONDTO | gpugrup | SENSITIVE | NORMAL NESSTANT | A PROBLEM
THE SUN?
WHEN DID YOU
LAST EXPOSE
YOURSELFTOTHE | MORE THAN3 | 23 MONTHS |, o\ oo oo | LESSTHAN || LESS THAN 2
SUN. TANNING BED, | MONTHS AGO | AGO 2 MONTE: MONTHAGO | WEEKS AGO
OR SELF-TANNING
CREAMS?
HARDLY A - b
NEVER HARDLY | SOMETIMES | OFTEN ALWAYS
TOTAI FITZPATRICK SKIN T . T
SCORE | 0-7
8-16 i

17-25
26-30

OVER 30
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Instructions for Use of Palomar cryogen CoolSpray ™with CSD ™ Diffuser

CAUTION!! Use only Palomar CoolSpray with CSD Diffu Fig. 6.1-1)

. Intended for use only on the

CAUTION!! Do not spray directly onto skin or into eye:
Palomar hand-piece treatment window.

See CoolSpray label for health and safety data

The crystal of the handpiece serves to extract excess heat from the epidermis and to protect it
from overheating. Hence the lower the temperature of the handpiece crystal in relation to the
epidermis the better it protects the skin.

s

e

Fig. 6.1-1. Palomar ry@gen CoolSpray with CSD™ Diffuser

Step 1 — Insert red tube into nozzle (Fig. 6.1-2)

Step 2 — Remove tamper-proof seal from a can (Fig. 6.1-3)

Sl

al of
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eniric ring (’Fig. 6.1-6). emperature of the crystal 1

‘i Y
" (LuxG) or 20° C (LuxRs) the sensor turns SOLID GREEN ( ’7)

Fig. 6.1-6. Temperature sensor not vold Fig. 6.1-7. sensor cold
LuxG. It w A w

5° : ng
LuxRs: about 2 i"' E~ oC &pmya Uf e:w(w en to lower the LuxRa treatment mn@ov\ ¢

Z{,}“ C

en shots  2-3 min) check ¢o
treatment  The margin of 5
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Fstelux Informed Consent

I authorize to perform laser/pulsed light hair removal,
pigmented lesion, or vascular removal treatment on me. | understand that the procedure is purely
elective.

I understand that: Serious complications are rare, but possible. Common side effects %miaﬁiﬁ
temporary redness and mild “sunburn” like sﬁ"’&:{s that may las
Pigment changes (lightening or darkening of spots on E’@ skin } lasting 1-3 months or longer i ﬁ}

occur. In addition, freckles may m?@m Iyor p@ﬁ’}‘aﬁ@ﬁt v disappear in treated areas. Other potential
tisks include crusting, itching, pain, bruising, burns, infection, scabbing, scarring, swelling, and failure
to achieve the desired result. In scme individuals, there is a remote chance of more hair regrowth
occurring but successive treatrnents are intended to address this situation. Lasers and/or intense light
can cause eye injury and protective eyewear must be worn during treatment.

ta mw hours 1o 34 w:z.j:g orl onger

! understand that [ must be comple
sun or tanning 5*&?‘3’;} because [ un
of complications. 1 also understan

'} 4*

increase my chance of %‘:ﬁiﬁ?;ii}ﬁzwﬁ&

[

SUre m&fzﬂ;

instructions provided to me may

s

¢

To determine skin type, check one of the following:

TYPE SKIN COLOR REACTION TO FIRST SUN EXPOSURE YEARLY
I white always burm/never tans
1] white usually burns/tans with difficulty
i1 white/asian sometimes mild burn/average tan
I moderate brown rarely burns/tans with ease
v dark brown very rarely burns/tans very easily
vl black never burns

fconsent to photographs to be taken to evaluate treatment effectiveness, for medical education,
Taining, professional publications or sales purposes. No photographs revesling my identity will be
used without my written consent. If my identity is not revealed, these photographs may be used and
displayed publicly without my permission.

Before and after treatment instructions have been discussed with me. The procedure as well as
potential benefits and risks héw %}@m expl @m@{é to my satisfaction. 7 have had all my questions

angwered and ’réf‘i‘t? consent {

Patient’s Signature: _ Date:

T

Print Name:

Witness Signature: Date:

Print Name:




MEDILUX Treatment Record

| Patient Name: | Date:
: |
1 Informed consent
]  Protective eyewear
] Safety precautions explained to patient
Physician
Laser Tech
Other:
' MEDILUX IPL Parameters
Diagnosis Energy | Hand- | Number Area Notes
Density | piece of Treated
Jiem2 Pulses
Comments:

Signature:




Estelux / MedilLux Informed Consent

I authorize to perform laser/pulsed light hair
removal, pigmented lesion, vascular or tattoo removal treatment on me. I understand that the
procedure is purely elective.

£

I understand that: Serious complications are rare, but possible. Common side effects inchude
temporary redness and mild “sunburn” like effects that may last a few hours to 3-4 days or
longer. Pigment changes (lightening or darkening of spots on the skin) lasting 1-3 months or
longer may occur. In addition, freckles may temporarily or permanently disappear in treated
areas. Other potential risks include crusting, itching, pain, bruising, burns, infection,
scabbing, scarring, swelling, and failure to achieve the desired result. In some individ
there is a remote chance of more hair regrowth occ t : '
intended to address this situation. Lasers and/or int
rotective eyewear must be worn during treatment.

d

I'understand that I must be completely honest in divulging my exposure, whether direct or
indirect, to sun or tanning Jamp because I understand that sun or tanning lamp exposure may
ncrease my chance of complications. I also understand that not adhering to the post-care
instructions provided to me may increase my chance of complications.

I consent to photographs to be taken to evaluate freatment effectiveness, for medical
education, training, professional publications or sales purposes. No photographs revealing my
identity will be used without my written consent. If my identity is not revealed, these
photographs may be used and displayed publicly without my permission.

Before and afier treatment instructions have been discussed with me. The procedure as well

as potential benefits and risks have been explained to my satisfaction. I have had all my
questions answered and freely consent to the proposed treatment.

Patient’s Signature: Date:

Witness Signature: Date:

Print Name:

Rev 0906502




MEDICAL HISTORY

Last Name: First Name:

Address: B

City: State: ZipCode:

Telephone #: home: () DOB Sex:
work: { ) _____Family Docton:

PLEASE ANSWER ALL OF THE FOLLOWING QUESTIC

[

(a2

4

Do you have ANY current or clronic med
imow about? Please List:

Do you take ANY medications on a regular or daily basis?
Please List:

Do you have ANY allergies to medicine or skin sensitivities?
Please List:

(For women) are you pregnant?
(For women) are menstrual periods regular?

Do you have z history of herpes simplex in the area to
be treated?

Pps

. Do you have a history of keloid scarring?

Have you taken Accutane or anticoagulants in the last 6 montt

. To determine skin type, check one of the following:

hg?

TYPE COLOR REACTION TO FIRST SUN EXPOSURE YEARLY
white always burn/never tans
white usuatly burns/tans with difficolty
white/asian sometimes mild burm/aversge tan
moderate brown rarely burnsitans with ease
dark brown very varely burnsflans very easily
blizck never bums
Date:




nd 31’&

Ares ingle Treatment
Upper Lip $100 $226 §78 556
Chin €160 8728 g7& S&0
Sideburns 100 - - £328 $78 %6
Eyebrows £100 §228 §75 880
Fars 5100 §228 478 S&G
Toes, Fingers 8100 £228 §78 S50
Full Face $250 §6758 §328 Ss00
Neck £250 $678 €228 5200
Under Arms §250 $675 £2285  $200
Bikini g280 §67% $228 5200
Neck $250 678 $2258 %200
Upper Back $2758 $750 $250 8225
Full Back $450 $1228 $400 3378
Forearms $278 750 $280 3228
Full Arms 3328 $850 $278 $250
Lower Legs £318 8850 $27% 8250
Upper Legs 8378 $1000 §328 8300
Full Legs $450 §1228 $400 8375
" Aves
Hands
Forsarms $300 $550
Arms £3580 $650 £300
Chest $400 . 750 83%)
I'pper Back $350 $650 $300
Partial Face §278 $500 §225
Fuil Face S500 $956 $450
Few Vessels §178 8360 $128
Partial Face £278 £500 $215
Full Face $500 §950 $450 .
Neck §278 8500 §228
Chest £400 $7580 £350
Legs $27 SEGG 522%
Area

Face



Consumer Exclusion Criteria:
Unprotected sun exposure or use of tanning beds or creams. If you have had
unprotected sun exposure in the areas to be treated in the last 4 weeks you must notify
your treatment provider. Protected sun exposure means wearing of protective clothing or
use of a SPF # 30 or greater sunscreen.
Pregnancy-If you are pregnant you should not have any treatments with light based
devices. Although there is no evidence at this time of fetal harm from a li ght-based
system, the results of the treatment may be erratic/unreliable due to fluctuations in
hormonal levels and changes in physiological conditions.
Menstrual dysfunction — If you have menstrual dysfunction or are known to have
elevated androgen levels you should see an endocrinologist for evaluation and possible
medical treatment. You may tend to have excess hairiness due to your disease, which
may respond to medical treatment.
srovider if you are seeking hair

od less than 6 weeks prior o

‘O1YSIS OF S%E!géi?i 0

¥
gies to medications, latex, foods

Allergies — Inform your t
or other substances.
History of seizures —If you have a history of seizures or are taking a anti-seizure
medication you should not have treatments with a light based device. Flashing lights may
trigger a seizure.

Medications-Inform your treatment provider of both prescription and non-prescription
medications you are taking. Be sure to include herbal and natural remedies as some may
cause photosensitivity. Consumers should not be taking Accutane, anti-coagulants or St.
John’s wort.

History of keloid & hypertrophic scar formation - Although scarring is rare, picking
or pulling off of scabs or crusting can result in scarring. For this reason it is
recommended to exclude you from the treatment if you have a known tendency to form
keloid or hypertrophic scars.

Active infections/Immunosuppression - Active infections and immunosuppression
compromise the healing ability of the body. If you currently have an active infection your
treatment will be postponed until the infection is cleared.

Open lesions - Treatment should onlv be done on intact, healthy skin
HerpesIorli-w Iy history of hery
the area of treatment you should consult your Primary Care Provider for medica
evaluation and possible prophylaxis prior to treatment.

Tretinoin (B %é%ﬁa%@ﬁ %%%wa@"): Although tretinoin use in the area to be treated is not
absolutely contraindicated, it is however, known to make skin more sensitive anc
to exfoliation. You are advised to discontinue use of tretinoin and other skin exfoliating
products 2 weeks before and during the course of treatment.

Oral isotretinoin/Accutane — You will be excluded from treatments with the light based
device if you have taken Accutane within the preceding 6 months. Accutane changes the
underlying structure of the skin, which may cause unreliable results. It may also increase
skin sensitivity to light.

&
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Palomar MediLux’

stem Operator’s Manual

CONSENT TO PULSED LIGHT-BASED TREATMENT

| authorize to perform pulsed light hair removal or
pigmented lesion or vascular lesion treatment on me. | understand that the procedure is
purely elective.

| understand that: Serious complications are rare, but possible. Common side effects inciude
temporary redness and mild "sunburn® like effects that may last a few hours to 3-4 days or
longer. | understand that treatment of benign pigmented lesions and vascular lesions cannot
be accomplished without producing some epidermal damage and that this may take 2-4
weeks to resolve.

Pigment changes (light or dark spots on the skin) lasting 1-6 months or longer may oceur. in
addition, freckles may lighten and/or temporarily or permanently disappear in treated areas.
There is the likelihood of coincidental hair removal when treating pigmented/vascular lesions

in hair bearing areas.

Other potential risks inciude blistering, crusting, itching, pain, bruising, skin whitening, burns,
infection, scabbing, scarring, swelling, and failure to achieve the desired result. Intense
can cause eye injury and protective eyewear must be worn during treatment.

| understand that sun exposure or use of tanning lamps or self tanning creams and not
adhering to the post-care instructions provided to me may increase my chance of
complications.

| understand the importance of having an accurate diagnosis by a physician of brown spots
prior to treatment, as treatment of an undiagnosed skin cancer may delay proper medical
care.

| understand that since hair follicles generally grow at angles within the skin it is possible to
affect follicles that are not directly in the beams apparent path at the skin surface, and for that
_reason it is not advisable to shape or sculpt precise hair bearing areas such as eyebrows efc.

| consent to photographs being taken to evaluate treatment effectiveness, for medical
education, training, professional publications or sales purposes. No photographs revealing
my identity will be used without my written consent. [f my identity is not revealed, these
photographs may be used and displayed publicly without my permission

Before and after treatment instructions have been discussed with me. « have read and
understand the attached exclusionary criteria. The procedure as well as potential benefits and
risks have been explained to my satisfaction. | have had all my questions answered.

| freely consent to the proposed treatment.

Patient's Signature:

Print Name:

Witness Signature:

Print Name:

Chapter 6 P/N 1100-0008 6.1 rev A 6.1-12




CONSENT TO PULSED LIGHT-BASED TREATMENT

I authorize to perform pulsed light hair removal or
pigmented lesion or vascular lesion treatment on me. | understand that the procedure is
purely elective.

| understand that: Serious complications are rare, but possi 59 . Common side effects include
temporary redness and mild "sunburn” like effects that may last a few hours to 3-4 days or
longer. | understand that treatment of benign pigmented lesions and vascular lesions cannot
be accomplished without producing some epidermal damage and that this may take 2-4
weeks to resolve.

Pigment changes (light or dark spots on the skin) lasting 1-6 months or longer may occur. In
addition, freckles may lighten and/or temporarily or pern ﬂé’%%’?m’?i y disappear in treated areas.
There is the likelihood of coincidental hair removal when treating pigmented/vascular lesions
in hair bearing areas.

Other potential risks include blistering, crusting, itching, pain, bruising, skin whitening, burns,
infection, scabbing, scarring, swelling, and failure to achieve the desired result. Intense light
can cause eye injury and protective eyewear must be worn during treatment.

| understand that sun exposure or use of tanning lamps or self tanning creams and not
adhering to the post-care instructions provided to me may increase my chance of
complications.

| understand the importance of having an accurate diagnosis by a physician of brown spots
prior to treatment, as treatment of an undiagnosed skin cancer may delay proper medical
care.

| understand that since hair follicles generally grow at angles within the skin it is possible to
affect follicles that are not directly in the beams apparent path at the skin sunace, and for that
_reason it is not advisable to shape or sculpt precise hair bearing areas such as eyebrows etc.

| consent to photographs being taken to evaluate treatment effectiveness, for medical
education, training, professional publications or sales purposes. No photographs revealing
my identity will be used without my written ﬂ@%ew% If my identity is not feveaée{ﬁ these
photographs may be used and displayed publicly without my permissio

Before and after irmaég ent instructions have been discussed with me 1 have read and

understand the attach xclusionary criteria. The procedure as well as potential benefits and
risks have b plained to satisfaction. | have had all my questions answered.

| freely consent (¢ pOs eatment

Patient's Signature:

Date:___

Witness Signature:

Print Name:
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mple  Consumer Exclusion Criteria: Sample
Unprotected sun exposure or use of tanning beds or creams. If you have had
unprotected sun exposure in the areas to be treated in the Jast 4 weeks you must notify
your treatment provider. Protected sun exposure means wearing of protective clothing or
use of a SPF # 30 or greater sunscreen.
Pregnancy-If you are pregnant you s imuid not have any treatments with light based

devices. Although there is no evidence at this time of fetal harm from a light-based
system, the results of the treatment may be errati mz;iza,mm due to fluctuations in

hormonal levels and changc:\: in physiological conditions.

Menstrual dysfunction — If you have menstrual dysfunction or are known to have
elevated androgen levels you should see an endocrinologist for evaluation and possible
medical treatment. You may tend to have excess hairiness due to your disease, which
may respond to medical treatment

Use of mechanical epilation ~f”w>%%‘z\ Ve
removal and have used an il

treatment. This incly

Ji hair

if you are seeking

joar

Aliergies — Inform you
or other substances.
History of seizures —If you have a history of seizures or are taking a anti-seizure
medication you should not have treatments with a light based device. Flashing lights may
trigger a seizure.

Medications-Inform your treatment provider of both prescription and non-prescription
medications you are taking. Be sure to include herbal and namrai remedies as some may
cause photosensitivity. Consumers should not be taking Accutane, anti-coagulants or St.
John’s wort.

History of keloid & hypertrophic scar formation - Although scarring is rare, picking
or pulling off of scabs or crusting can result in scarring. For this reason it is
recommended to exclude you from the treatment if you have a known tendency to form
keloid or hypertrophic scars.

Active infections/Immunosuppression - Active infections and immunosuppression
compromise the healing ability of the body. If you currently have an active infection your
treatment will be postponed until the infection 1s cleared.

HerpesIorII- rea ; f herpes aks in
the area of treatment you should consdl. your Primary Care Provider for medicai
cvaﬁtiazi(m and pamm € prop 1y§ axis priotr to treatment.

Tretinoin (Retin- i%‘“\} Renova® }: Although tretinoin use in the area to be treated is not
z‘ziwvﬁutr&%y con zz ndicated, it 1s however, known to make skin more sensitive and prone
to exfoliation. You are advised to discontinue use u% tretinoin and other skin exfoli
products 2 v&u&&s before and during the course

Oral isotretinoin/Accutane — You will be exc
device if you have taken Accutane within the preceding 6 m¢
underlying structure of the skin, which may cause unreliabl
skin sensitivity to light.

7

zzfieéj from treatments with the light based
ynths. Accutane changes the
e results. [t may also increase
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LuxY, LuxR, LuxRs, LuxV Hair Removal Pre Treatment Instructions

&

@

Discontinue sun tanning and the use of tanning beds and self-tanning creams 4 weeks
before and throughout the treatment course. This will reduce the chance of skin color
changes, and development of new lesions. Always use a SPF-30 or greater sunscreen
on all exposed treatment areas and re-apply every 2 hours throughout the day. Wear
protective, light-occluding hats and clothing.

Discontinue use of exfoliating creams such as Retin-A and other skin exfoliating
products 2 weeks prior to and during the entire treatment course.

The treatment area should be shaved or closely clipped before the first and any
s;u%;seq&em treatments

1511'
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Sample

LuxY, Lux G, LuxV, Lux B Pigmented and Vascular Lesion Pre Treatment

, Instructions
Discontinue sun tanning and the use of tanning beds and self-tanning creams 4 weeks
before and throughout the treatment course. This will reduce the chance of skin color
changes, and development of new lesions.
Always use a SPF-30 or greater sunscreen on all exposed treatment areas and re-apply
every 2 hours throughout the dav. Wear protective. light-occluding hats and clothing.
as Retin-A and ~ther skin exfoliating

E)ganitm}e use f exfonating crear:s such

eSOt Mm aks 1 the area of treatment you xéma nd consuit
‘or medical Cwluanm and possible prophylaxis prior to

Be aware there 1s t‘%‘zf:— possibility of coincidental hair loss when treating pigmented
lesions in hair bearing areas

Topical anesthetics are not recommended for treatment of vascular lesions because of
potential vasoconstriction that renders treatment less effective.
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temn Operator’s Manual

Sample

LuxY, LuxR, LuxRs, LuxV Hair Removal Post Treatment Insiructions:
Mild sunburn-like sensation is expected. This usually lasts 2-24 hours but can persist up to
72 hours.

Apply cold gel packs or cool wet cloths to the treatment areas for 15 minutes every 2-4
hours until symptoms subside.

Bathe or shower as usual. Treated areas may be temperature sensitive. Cool showers or
baths will offer relief.

Avoid aggressive scrubbing, use of exfoliants, scrub brushes and loofa sponges until the
treatment area has returned to its pretreatment condition

Avoid sun exposure to treated

creams.

2as, as well as the use of sun tanning beds and self-tanning

[

Sun we will decrease the

Lise a SPF-30 sunscreen

Tibamlibirmd ~f clrim Andm a1
KE1100040 61 S8 2010 14

Appearance of hair growth or stubble will continue for 7- 30 days post-treatment. This is
not new hair growth, but the treated hairs being expunged/ purged from the skin.

Hairs that were in the resting phase at the time of treatment may enter the active phase n 1
to 6 months depending on the body area.

Follow-up treatment may be performed within 1-2 weeks of new hair growth.

Avoid, swimming, hot tubs/Jacuzzis, and excessive exercise for 7 days after treatment or
until redness resolves.

If blisters occur, apply antibiotic ointment to the areas 2 times a day until healed.

Do not pick or remove scabs or crusting; this will help decrease the chance of infection and
scarring.

A non-steroidal anti-inflammatory such as acetaminophen will help reduce discomfort.
Take according to manufacturer’s recommendations.
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=m Operator’s Manual

Sample

LuxY, Lux G, LuxV, Lux B Benign Pigmented Lesion Post Treatment
Instructions:

A mild sunburn-like sensation is expect nd This usually last 2-24 hours but can persist

up to 72 hours. Mild sw ‘%imx and/or redness may uwatw%w this, which usually

resolves in 2-3 days. In some cases, prolonged redness or blistering may occur.

The lesion may iniiian} look raised and/or darker with a reddened perimeter. Apply

cool/ice compresses to treatment areas for 10-15 minutes every hour for the next 4

hours, as needed, to reduce discomfort and heat sensation.

The lesion will gradually turn darker over the next 24-48 hours. It may turn dark brown
r even black

The lesion will proﬂf‘u% to w@hwum{zm amﬁ wil

&

Do not pick, scratch or removes ¢

The lesion is gﬁaﬁi’i} tealed in 7-30 days.
weeks.

to fade over the next 2-4

Be aware of the likelihood of coincidental hair removal when treating pigmented
lesions in hair bearing areas

Direct sunlight to the treated area should be avoided.

Daily application of a # 30 SPF is recommended to prevent development of new
lesions.

Sample

LuxG, LuxB Post-Treatment Vascular Lesion Instructions:
A mild sunburn-like sensation is expected. This usually last 2-24 hours but can persist
up to 72 hours. Mild swelling and/or redness may accompany this, which usually
resolves in 2-3 days. In some cases, prolonged redness or blistering may occur.
Apply cool/ice compresses to treatment areas for 10-15 minutes every hour for the next
4 hours, as needed, to reduce discomfort and heat sensation.
The treated area - ar he gent'v Clearsed and topical bactericidal ninfment can be applied
if needed.
The vessess undergo nmne (.zmu, graying ot bianchang  an some cases, viLy a mwk‘f
g'wz;‘*’,)?%&h C%}’c

1s noted. Vessels esther fully or partially resolve in about 10-14 days,
flu ‘hém vmdtmﬂy fade leaving skin with normal appearance.

ik, scabs. This will prevent unwanted side effects.
Until redness has complets %%v resolved avoid all of the following:

e Applying cosmetics on or near treated areas

e Swimming, especially in pools with chemical/chlorine

e Hot tubs and Jacuzzis

e Activities that cause excessive perspiration

e Avoid sun exposure to treated areas.

e Apply a sunscreen with SPF 30 or greater daily to sun-exposed skin.
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Operator’s Manuoal

Chapter 6.2 - LuxY HandPiece

LuxY handpiece is recommended for treatment of benign pigmented lesions and hair
removal in consumers with skin type I-IV.,

Prior to treatment you must have the consumer read and sign the Informed Consent Form,
exclusion criteria and pre and post treatment instructions. (See samples in chapter 6.1)
Consumer Selection

The practitioner must carefully screen all potential candidates for treatment. Screening
includes, but is not limited to:

nd other ﬁmmaé c

treatment setfing se ieumm and to avoid potential thermal d(mmzﬁc uf the epxd&;mi\

e Verify the consumer has had no unprotected sun exposure, that the consumer wore
protective clothing or used a SPF-30 or higher sunscreen in the areas to be treated
for the past 4 weeks. Suntan constitutes increased concentration of melanin in the
skin and will get lighter from the treatment. See page 6.2-5 for Test Spot
Recommendations.

e The Fitzpatrick Scale for skin typing or a modified Fitzpatrick Scale is most often
used for skin type classification. The MediLux System with the LuxY handpiece is
safe for use in skin types I-IV. The Skin type worksheet page 6.1-9 Chapter 6
should be used to assist in skin type determination.

Prior to initiation of treatment all pigmented lesions must be correctly identified by
a physician to be benign and be recommended for laser or lamp-based device
freatmerit.

It 1s very .mportant t, have an accurate diagnosis of the brown spots considered for
treatment prior to actual treatment. Inaccurate diagnosis and inadvertent treatment of
a skin cancer may lead to a delay in the consumer receiving proper medical care.

¢ The mechanism of pigmented lesion removal by the MediLux System is based
upon selective destruction of me%aﬁ@wﬁes and melanosome-containing
epidermal keratinocytes. Their destruction is asseciated with some crusting
wi

o iat
and epidermal damage, which resolves within a ene-to-two-week period.
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Medical History

After a consumer has met necessary criteria for treatment a pertinent medical history
should be obtained to satisfy any exclusion criteria.

Consumer exclusion criteria to light therapy includes but is not limited to:

&

Unprotected sun exposure or use of tanning beds or ereams. If consumer has
had unprotected sun exposure in the areas to be treated in the last 4 weeks you must
determine appropriate treatment method using the test spot tables and wait 24 hours
before treating. Protected sun exposure means wearing of protective clothing or use
of a SPF # 30 or greater sunscreen.

Pregnancy- there is no evidence at this time of fetal harm from a light-based
system, the results of the treatment may be erratic/unreliable due to fluctuations in
hormonal levels and changes in p% siological conditions.

Menstrual dysfunction !
hyperandrogenism sl
p@s‘snt}ig medical tre: 5 .

their disease process that may rcapcmd to medical treatment.
Use of mechanical epilation -less than 6 weeks prior to treatment for hair removal.
This includes plucking, waxing, tweezing, electrolysis or sugaring

Allergies — Confirm with consumer any allergies to medications, latex, foods or
other substances.

History of seizures —Flashing lights have been known to trigger a seizure.
Medications- both prescription and non-prescription. Be sure to include herbal and
natural remedies as some may cause photosensitivity. Consumer should not be
taking Accutane, anti-coagulants or St. John’s wort.

History of keloid and hypertrophic scar formation - although scarring is rare,
picking or pulling off of scabs or crusting can result in scarring. For this reason it is
recommended to exclude from the treatment consumers with known tendency to
form keloid or hypertrophic scars

Active infections/Immunosuppression - Active infections and
immunosuppression L{}mpmm;sc i’%zfa healing ability of the body. Reschedule the
consumer when mfectio :

Open lesions - ea ;
Herpes I or IT - within the treatment area, consumer should mnw,ﬁ their Primars
Care Provider for medical evaluation and possible prophylaxis prior to treatment.
Tretinoin (Retin-A®, Renova®): although tretinoin use in the area to be treated is
not absolutely contraindicated, it is however, known to make skin more sensitive
and prone to exfoliation. Consumer is advised to discontinue use of tretinoin and
other skin exfoliating products 2 weeks before and during the course of treatment.
Oral isotretinoin/Accutane - within the preceding 6 months. Accutane changes the
underlying structure of the skin, which may cause unreliable results. It may also
increase skin sensitivity to light.

s
£
"
L

- known to have

s osecondary o

r evaluatic

§ E
rsuty
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Warnings

e Palomar MediLux™ System is designed for treatment of intact skin only

e Take special precautions when treating near the eye area. Do not use any MediLux
handpiece within the limits of bony orbital area Always use eye protection, for
yourself and the consumer, during treatments.

e Should bleeding occur during treatment, discontinue use immediately and
clean/disinfect the handpiece, per manual Chapter 2.

Warﬁiﬁg:

Everyv consumer must have fest spofs p
appropriate treatment %ﬁmg and to eval
performed in an area with skin pigment si at
Do not use any cooling (CoolSpray, C {miR@i?m ice, g el
anesthetics when performing test spots.

erformed prior fo treatment to determine the
; ‘est spots should be

%
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Warning:

Prior to performing follow-up treatments verify that sun exposure or skin tanning
conditions have net changed since the last treatment. If consumer experienced sun
exposure or skin tanning re-administer test spots!

Test spots on dark skin must be administered a minimum of 24 hours prior to
treatment.

e Performing test spots at recommended preset fluence/pulse width settings, and
properly evaluating the tissue’s response prior to initiating treatment will help to
determine the proper treatment parameters for each site and reduce the risk of
complications and undesirable side effects.

e Treatment parameters should be based

site and skin type of the

on test xgm% ppropriate to both the treatment

e Parameters of treatment should be determined by a trained operator based on the
results of the test spots.

¢ PhotoEpilation: A fast and comfortable hair removal treatment method. This
treatment method will provide long term to permanent reduction of hair.

‘

e PhotoWaxing: A high speed and virtually pain free alternative to m;mfg This
method of treatment will temporarily deiw new %zcm growth from one to three months
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Pre-Treatment Instructions

Hair Removal and Benign Pigmented Lesions

Warning:

Prior to performing follow-up treatments verify that sun exposure or skin
tanning conditions have not changed since the last treatment. If consumer
experienced sun exposure, skin tanning, tanning beds, tanning creams or
self-tanner re-administer test spots!

Inform the consumer to:

@

@

Discontinue sun tanning and the use of tanning beds and self-tanning creams 4
weeks before and thmw%z@m the treatment course. This will reduce the chance of

skin color changes, and development of new lesions.
Always use a ‘:;?F—S%i} or greater sunscreen on all exposed treatment areas and re-

‘v»wﬁs gz@iec{;&s § ght-occ

?
31
Fi

Discontinue use ;:%;m%z
products 2 weeks prior o .
Refrain from tweezing, waxing, sugaring, electrolysis or a}%h >r epilation methods
for at least 4 weeks prior to treatment and for the duration of treatments.

Shave or trim excess hair during the course of treatment.

st
i o

Operator considerations:

Chapter 6:P/N 1100-0008 6.2 1ev B

The area should be cleansed thoroughly before test spot administration and
treatment
The treatment area should be shaved or closely clipped before the first and any
subsequent treatments.
Treatment areas prone to herpes outbreaks should not be treated until the
consumer has been evaluated by his/her Primary Care Provider and has received a
course of pre-treatment prophylactic antiviral therapy.
Some consumers may require a topical anesthetic.

LuxY handpiece Fluence chart

i B 1.
| Button | Fluence*(J/em’) | Pulse width |

| ; o i
L Label | | (my)
Photo Epilation™ Settings
’ 2 14
L 3 15
; 4 17
5 18
\ 6 20
Photowaxing™ Settings
a 8 10
b 9 10
c 10 10

Table £.2-2 Button Settings

“The effective fluence may be higher due to photon recyeling, the wavelength range and the spot size.




Performing Test Spots:

e The treatment area should be shaved or closely clipped prior to administering test
spots.

e Do not use any cooling (CoolSpray, CoolRoller, ice, gel packs, etc.) or topical
anesthetics when performing test spots

s The area should be cleansed thoroughly before test spot administration and treatment.

e Apply Palomar Lotion to treatment area using gauze.
To perform test spots, place a provided pre-punched paper mask on the sapphire lens
(treatment window). The use of a mask limits exposing a large area for testing. Be
certain that the hole in the mask is where you intend to place the test spot on the skin.

e Start test spots with the lowest setting listed in the table 6.2.1 (A&B) corresponding
to the consumers skin type and increase slowly after checking for skin side effects. If
there is evidence of darkening, blistering, deep reddening of the skin, or strong pain
lower the setting, and re-test.

»w the threshold

@ Ezg@%m@zzs (wi

or adverse skin reactic

s

Y
Y

T aE}Ee 6.2.1 A.

UN-TANNED Skin Spot Tiﬁi Recommendations:LuxY

Skin Type | Starting settings for test spots | Maximum setting for | Evaluate Test Spot
In the following order test spots
LIL I c,1,2,3 6 30 min
v a,b,c,1,2,3 4 24 to 48 hours
\i Treatment not recommended Not applicable
VI Treatment not recommended Not applicable
Table 6.2.1 B. TANNED Skin Spot Test Recommendations: LuxY
Skin Type |Starting settings for test spots | Maximum setting for | Evaluate Test Spot
in the following order test spots
I 1L, TIE a,b,c 1 b, 2 24 to 48 hours
iV a i 24 to 48 hours™
\4 Treatment not recommended Not applicable
Vi Treatment not recommended Not applicable

The recomme

Mote:

m setting for treatment of any tanned consumer is 2.

4

*In rare insta

1ing of skin can be delayed up to 72 hours after test spots are
administered,
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Treatment Instructions
Hair Removal:

e Check documentation of test spot treatment parameters.

¢ Check for recent sun or tanning cﬁpm‘me and re-administer test spots, if necessary.

e Trim the area to be treated with a hair clipper, if necessary.

s If topical anesthetic is used apply after the hair is clipped, it should
prior to treatment.

e Apply Palomar Lotion to treatment area. Use gauze or the CoolRoller to spread the
lotion over the treatment site immediately prior to administering treatment.

¢ Apply CoolRoller over 2 x 8 inches, 4 x 4 inches or smaller area for 5-10 seconds or
use the ice/gel pack for 2-3 min.

e Handpiece can also be cooled with the CoolSpray (see
E&mdpxe& page 6.1-9).

“Instructions for Cooling

NOTE: Prolonged agxpiz
but could reduce treatmesr
discomfort, re-apply C e;{}i& lle

e Regularly clean the lens surface of the handpiece (every 20-30 pulses) using Palomar
wipes or other soft moist cloth.
e Follow Chapter 5 for system operation.

NOTE: The system settings depend on skin type, hair color and test spot skin response.
It is recommended that the pulses be overlapped (25-30%) to ensure that effective energy
is delivered to the treatment site. The risk of injury to the skin from overlapping pulses is
minimal. Use the imprint of the treatment window on the skin as a guide in lining up
subsequent pulses.

e To assure deiivery of the Hebt energy to the pmper dept%} appév iiﬁhi pres"%m‘e o

NOTE: Skin coonng is necessary o lower the tem

partial anesthes'a F higregsor s mperac e thad th

applied over the treatment site | H"if‘zt’dl&?ci‘v prior to the MediLux treatmen

e Maintenance of firm, constant pressure of the handpiece against the skin is essential
to minimizing adverse effects.

Caution: If treatment window becomes *@’arm zmé @&ﬁ%éﬁ‘% consumer discomfort, use
CoolSpray directly on the window (see instructions) or hold treatment lens against
ice or ice pack for 30-60 seconds. W %%é% tre: f;i ng dark or tanned skin you may need

to cool the treatment window every 5 - 10 shots (See page 6.2-4 for Test Spot
Recommendations).

?i@”
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Since hair | pically
follicles that are not directly in the i%:am s appme nt path M the wkm surmt‘ FQ:’ ti‘m

reason, it is not aé?zsah%e m use the Palomar MediLux™ System for shaping or
sculpting precise hair-bearing areas such as the eyebrows, etc.

To help better visualize the treatment site and quickly look for areas that may have
been missed during treatment, a direct light illumination is helpful.

Treatment of large areas may be somewhat time consuming and tedious. For that
reason, it is strongly recommended that Palomar MediLux users take frequent breaks
or limit the length of each scheduled treatment session in order to minimize eye strain
or fatigue.

Clinical Endpoints

. B A i ayw T e
> MedilLux System

There are no ideal clinical end p ith
fuces perifollicular edema and

because pre- and post-cooling of skir
erythema.

Although the likelihood of tissue damage is low, observe for epidermal damage, such
as blistering or whitening of the skin. If the fluence is too high or improper technique
is used the skin may look wrinkled or whitish/gray in color as if it were touched to a
hot surface, similar to what you would see from a curling iron. If this occurs decrease
preset power setting fluence and insure firm constant pressure of the handpiece
against the skin. If blistering is encountered, the fluence should be decreased until this
reaction is no longer present. If blistering occurs at even the lowest pulse width and
fluence, that person should be excluded from treatment.
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Benign Pigmented Lesions

Benign pigmented lesions vary in size from a few millimeters to more than 1 cm
across.

The area should be cleansed thoroughly before test spot administration and treatment
Decide on the treatment approach:

—  Treat the entire area of skin containing lesions (Caution: Suntan or solar

skin in the shape of the treatment window), or
—  Treat the lesions only
If the entire area of the skin containing lesions is to be treated be sure the selected
fluence does not exceed the recommendations for test spots on page 6.2-4 for
surrounding non-pigmented skin
f the lesions are to be treated individually

fo—

C
provided by Palomar. Moisten
the opening in the mask with the lesion and bring the treatment windo

contact with the skin.

Do not cool the skin during pigmented lesion treatment. If treatment lense becomes
warm during extended use, cooling the skin may become necessary.

For best results button #5 is recommended for dark brown/black lentigines and button
#6 for all others.

Immediately after treatment the lesions may turn darker in color. The area
surrounding the lesion may turn red. The lesion may elevate and appear swollen.
These are all expected outcomes and resolve in 7-10 days.
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Omperator’s Manual

Post-Treatment Instructions

L

Hair Removal:
Using ice, CoolRoller, cold packs and/or a steroid cream immediately after treatment
has been found to minimize erythema and edema, and to provide comfort to the
consumer.
Provide the consumer with both verbal and written instructions including, but not
limited to:
Mild sunburn-like sensation is expected. This usually lasts 2-24 hours but can persist
up to 72 hours.
Apply cold gel packs or cool wet cloths to the treatment areas for 15 minutes every 2-
4 hours until symptoms subside.
Bathe or shower as usual. Treated areas may be temperature sensitive. Cool showers
or baths will offer relief.
Avoid aggressive scrubbing and use of %f()ii&ﬁ%% scrub brushes and loofa sponges
until the treatment area has returned to its pretreatin

Avoid sun exposure (o eds and self-
tanning creams. Use a SPI Sun
avoidance will decrease E;i{eimﬂod of a?m color cildnﬁe*

Appearance of hair growth or stubble will continue for 7- 30 days post-treatment.
This is not new hair growth, but the treated hairs being expunged/ purged from the
skin.

Hairs that were in the resting phase at the time of treatment may enter the active
phase in | to 6 months depending on the body area.

Follow-up treatment may be performed within 1-2 weeks of new hair growth.
Avoid, swimming, hot tubs/Jacuzzis, and excessive exercise do not apply any
cosmetics to treated area for 7 days after treatment or until redness resolves.

If blisters occur, apply antibiotic ointment to the areas 2 times a day until healed.
Do not pick or remove scabs or crusting; this will help decrease the chance of
infection and scarring.

A non-steroidal anfi-inflammatory such as acetaminophen will help reduce
discomfort. Take according to manufacturer’s recommendations.

Bﬂmgiz ngmeﬁf d }J{?’,%@?Z’%

A

A mild sunburn- 4 hours but can i ers:8t

hich usuall

ses, prolonged redness or b lzamm” may occur

up o’ HU
resolves i 2-3 days. In some ca
The lesion may initially look raised and/or darker with a reddened perimeter. Appiy
cool/ice compresses to treatment areas for 10-15 minutes every hour for the next 4
hours, as needed.

The treated area can be gently cleansed and topical bactericidal ointment may be
applied if needed.

The lesion will gradually turn darker over the next 24-48 hours. It may turn ¢
brown or even black

The lesion will progress to scabs/crusting and will start flaking off in 7-14 days.
Do not pick, scratch or removes scabs. This will prevent u nwmz%ﬁ side effects.

i
1arK
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e The lesion is usually healed in 21-30 days. It will continue to fade over the next 6-8
weeks.
e Until redness has completely resolved avoid all of the following:
e Applying cosmetics on or near treated areas
¢ Swimming, especially in pools with chemical/chlorine
e Hot tubs and Jacuzzis
e Activities that cause excessive perspiration
Avoid sun exposure to treated areas. Apply a sunscreen with SPF 30 or greater daily
to sun-exposed skin between treatments and 4-6 weeks after treatment.

@

Side Effects /Risks

Perforn zmv tests spots at different preset fluence/pulse width settings and properly
luating the tissue’s response prior to initiating treatment will help determine the

proper treatment setting for each f comy

unwanted side effects.

Possible side effects or complica

System include, but are no

e,

(A%

¢ Blisters may sometimes occur. If a blister should form, it is important to recognize
that it is generally intra-epidermal and will usually heal without scarring. Blisters
should be treated conservatively with gentle cleansing and application of a topical

i antibiotic ointment until they have completely healed. If blistering is encountered,

the fluence/pulse width settings should be adjusted until this reaction is no longer
produced. Be sure to maintain firm contact with the skin’s surface before pulsing the

MediLux.

e Pigmentary changes such as lightening or darkening of the skin may occur. In some
consumers it may not be visible for 2 — 4 days after treatment. Most skin color
changes will resolve within 3-12 months.

e Discomfort during treatment sometimes occurs. Good pre-cooling used immediately

prior to treatment aids in minimizing consumer discomfort.

followine treatment. this usuatly resolves in £-72 hours

24 ¥ |

e Scarring. Scarring is very rare. Blisters may occur during or sometime after
; are intra-epidermal in nature and usually heal without scarring.

freatment. I he bi

NOTE: These side effects/complications have been rated as both transient and minor and

appear to resolve spontaneously within sev etai weeks or ﬂﬂﬂ{?ﬁ after treatment.
f ed pre-treatmen

cide affa )
side effe

"

e

L o e 4 - -
i = G cts are rare and can E;s it

10850
and post-treatment protocols and usin

Common side effects include temporary redness and mild "sunburn” like effects that may
last a few hours to 3-4 days or longer. Pigment changes (light or dark spots on the skin)
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lasting 1-6 months or longer may occur. In addition, freckles may lighten and/or
temporarily or permanently disappear in treated areas. During treatment of pigmented
lesions in hair bearing areas, there is a likelihood of hair removal in those areas treated.
Other potential risks include blistering, crusting, itching, pain, bruising, skin blanching,
burns, infection, scabbing, scarring, swelling, and failure to achieve the desired result.
Intense light can cause eye injury and protective eyewear must be worn during treatment.
Serious complications are rare, but possible.

Be sure to observe all precautions described in Chapter 2: Safety, of this
manual, and Chapter 5 system operation.

Chapter 6 PN '1100:0008 6.2 rev B 6.2-11
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Chapter 6.2 - LuxY HandPiece

LuxY handpiece is recommended for treatment of benign pigmented lesions and hair
removal in consumers with skin type I-1V.

Prior to treatment you must have the consumer read and sign the Informed Consent Form,
exclusion criteria and pre and post treatment instructions. (See samples in chapter 6.1)

Consumer Selection

The practitioner must carefully screen all potential candidates for treatment. Screening
includes, but is not limited to:

ma»

Physical assessment to establish ha

color and skin type:

k3

deterr s sk :
treatment setting aeiectz@m and to avmd peremmi rhcr mal da’"na ve of zthe epidermis.

e Verify the consumer has had no unprotected sun exposure, that the consumer wore
protective clothing or used a SPF-30 or higher sunscreen in the areas to be treated
for the past 4 weeks. Suntan constitutes increased concentration of melanin in the
skin and will get lighter from the treatment. See page 6.2-5 for Test Spot
Recommendations.

e The Fitzpatrick Scale for skin typing or a modified Fitzpatrick Scale is most often
used for skin type classification. The MediLux System with the LuxY handpiece is
safe for use in skin types I-IV. The Skin type worksheet page 6.1-9 Chapter 6
should be used to assist in skin type determination

Prior to initiation of treatment all pigmented lesions must be correctly identified by
a physician to be benign and be recommended for laser or lamp-based device
freafment.

It 1s verv important to have an accurate diagnosis of the brown spots considered for
treatment prior to actual treatment. Inaccurate diagnosis and inadvertent treatment of
a skin cancer may lead to a delay in the consumer receiving proper medical care.

e The mechanism of pigmented lesion removal by the MediLux System is based
upon selective destruction of melanocytes and melanosome-containing
epidermal keratinocytes. Their destruction is associated with some crusting
and epidermal damage, which resclves within a one-t %%@ week period.

Chapter 6 P/N 1160-0008 6.2 rev B 6.2:-1




Medical History

After a consumer has met necessary criteria for treatment a pertinent medical history
should be obtained to satisfy any exclusion criteria.

Consumer exclusion criteria to light therapy includes but is not limited to:

L

&

Unprotected sun es;pe;ssr% or use of tanning beds or creams. If consumer has
had unprotected sun exposure in the areas to be treated in the last 4 weeks you must
determine appropriate treatment method using the test spot tables and wait 24 hours
before treating. Protected sun exposure means wearing of protective clothing or use
of a SPF # 30 or greater sunscreen.

Pregnancy- there is no evidence at this time of fetal harm from a light-based
system, the results of the treatment may be erratic/unreliable due to fluctuations in

hormonal %‘v’e%g and L%ximg =5 in physiological conditions.

f?(‘;s%it:‘it, E‘i”iéaxaﬁ freat Lhese copsumers |

their disease process that may respond to mudlu}i treatment.

Use of mechanical epilation -less than 6 weeks prior to treatment for hair removal.
This includes plucking, waxing, tweezing, electrolysis or sugaring

Allergies — Confirm with consumer any allergies to medications, latex, foods or
other substances.

History of seizures —Flashing lights have been known to trigger a seizure.
Medications- both prescription and non-prescription. Be sure to include herbal and
natural remedies as some may cause photosensitivity. Consumer should not be
taking Accutane, anti-coagulants or St. John’s wort.

History of keloid and hypertrophic scar formation - although scarring is rare,
picking or pulling off of scabs or crusting can result in scarring. For this reason it is
recommended to exclude from the treatment consumers with known tendency to
form keloid or hypertrophic scars

Active infections/Immunosuppression - Active infecti
immunosuppression compromise the healing ability ¢ ?" the bad}; Reschedule the
consumer when infectior is cieared
Open lesions - ¢
Herpes I or I - within the treatment area, consumer shwum wmuii their Primary
Care Provider for medical evaluation and possible prophylaxis prior to treatment.
Tretinoin (Retin-A®, Renova®): although tretinoin use in the area to be treated is
not absolutely contraindicated, it is however, known to make skin more sensitive
and prone to exfoliation. Consumer is advised to discontinue use of tretinoin aﬁé
other ﬂ;k%n f;xfeiiat%ﬁcf @f‘(}fiuc‘{@ ;”2 wpek@ before zmd qiuzé”w the course of treatme

LLLLLLL

= done o ‘ntact

smé@ré}f ing structure of é’ixs %km w wﬁ”% may cause unrelial
increase skin sensitivity to light.

%e Eq,%%ﬁ%‘{& §£ ;’fm;/ also
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s Palomar MediLux™ System is designed for treatment of intact skin only

e Take special precautions when treating near the eye area. Do not use any MediLux
handpiece within the limits of bony orbital area Always use eye protection, for
%'Gaz‘seif and the consumer, during treatments.

e Should bleeding occur during treatment, discontinue use immediately and

clean/disinfect the handpiece, per manual Chapter 2.

Warning:
During hair removal precedure avoid treating over da
tattoos to avoid skin damage and color change.

=
v

v pigmented lesions and

Every consumer must %zgm { to determine the
appropriate treatment setti Cest spots should be
performed in an area with %m pigment similar to th 'ﬁ&%iiﬂﬁi%’é area.

Do not use any cooling (CoolSpray, CoolRoller, ice, gei paek@‘, etc.) or topical

anesthetics when performing test spots.

Warning:

Prior to performing follow-up treatments verify that sun exposure or skin tanning
conditions have not changed since the last treatment. If consumer experienced sun
exposure or skin tanning re-administer test spots!

Test spots on dark skin must be administered a minimum of 24 hours prior to
treatment.

¢ Performing test spots at recommended preset fluence/pulse width settings, and
properly evaluating the tissue’s response prior to initiating treatment will help to
determine the proper treatment parameters for each site and reduce the risk of
complications and undesirable side effects.

e Treatment pazameiefﬁ should be b wcd on test spots appropriate to both the treatment

site and

%

nt should be determined by a trained operator based on the

£
Ji

e Parameters of
results of the te

¢ PhotoEpilation: A fast and comfortable hair removal treatment method. This
treatment method will provide long term to permanent reduction of hair.

e PhotoWaxing: A high speed and virtually pain free alternative to waxing. This
method of treatment will temporarily delay new hair growth from one to three months
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Hair Removal and Benign Pigmented Lesions

Warning:

Prior to performing follow-up treatments verify that sun exposure or skin
tanning conditions have not changed since the last treatment. If consumer
experienced sun exposure, skin tanning, tanning beds, tanning creams or
self-tanner re-administer test spots!

T
tio

Inform the consumer {o:

L]

Discontinue sun tanning and the use of tanning beds and self-tanning creams 4
weeks before and throughout the treatment course. This will reduce the chance of
skin color changes, and development of new lesions.

Always use a SPF-30 or greater sunscreen on all exposed treatment areas and re-
apply every 2 hours f%zmuwhomi the day.

Wear protective, light-occl

Discontinue use of exfoliating cr
products 2 weeks prior to and du

P 4
o nals ana ©

s such a

1 other skin exfoliating

nent cours

Refrain from tweezing, waxing, sugaring, electrolysis or other ctpz‘iciﬁz@n methods
for at least 4 weeks prior to treatment and for the duration of treatments.

Shave or trim excess hair during the course of treatment.

ring the mmw treat

Operator considerations:

The area should be cleansed thoroughly before test spot administration and
treatment
The treatment area should be shaved or closel
subsequent treatments.
Treatment areas prone to herpes outbreaks should not be treated until the
consumer has been evaluated by his/her Primary Care Provider and has received a
course of pre-treatment prophylactic antiviral therapy.
Some consumers may require a topical anesthetic.

LuxY handpiece Fluence chart

1

y clipped before the first and any

Button | Fluence ,§'s‘c§§§ i Pulse width |
Label | L (ms)
Photo Epilation™ Setting
o ' 3 _i0C
2 4 60
3 15 40
4 17 20
5 18 20
6 20 20
Photowaxing™ Settings
a ; ] t0
b 9 10
c 10 10
Table 6.2-2 Button Settings
#The effective fluence may be higher due to photon recycling, the wavelength range and the spot size.
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Performing Test Spots:

=

e The treatment
spots.

e Do not use any cooling (CoolSpray, CoolRolle
anesthetics when performing test spots

e The area should be cleansed thoroughly before

e Apply Palomar Lotion to treatment arca uf%%ﬁg gauze.

e To perform test spots, place a provided pre-punched paper mask on the sapphire lens
(treatment window). The use of a mask limits exposing a large area for testing. Be
cerfain that the hole in the mask is where you intend to place the test spot on the skin.

e  Start test spots with the lowest setting listed in Eb@ tzﬁbi@: 6.2.1 (A&B) corresponding
to the consumers skin type and increase slowly after checking for skin side effects. If
there %<; evidence of darkening, blistering, deep rec % , Of strong pain
lower the setting, and re-tes

ment {with the n

yremeyty
o

area should be shaved or closely clipped prior to administering test
1, ice, gel packs, etc.) or topical

spot administration and treatment.

ening of the skin,

s,“'u\} €.

for adverse skin reaction

Table 6.2.1 A. UN TA’WEB Skm b;:?e@ ’E‘est Recommendations:LuxY

Skin Type |Starting settings for test spots| Maximum setting for | Evaluate Test Spot
In the following order test spots
LIL I ¢, 1,2,3 6 30 min
v a, b, ¢, 1,2,3 4 24 to 48 hours
v Treatment not recommended Not applicable
Vi Treatment not recommended Not applicable
Table 6.2.1 B. = TANNED Skin Spot Test Recommendations: LuxY
Skin Type |Starting settings for test spots| Maximum setting for | Evaluate Test Spot }
in the following order test spots 1
I, I, I a b, e 1 b, 2 24 to 48 hours
Iv a 1 24 to 48 hours®
V Treatment not recommended | Not &p@ié&&h%%
Vi Treatment not recommended

The recommended maximum setting for treatment of any tanned consumer is 2;,

*In rare instances darkening of skin can be delayed up to 72 hours after test spots

Note:

%

administered.

Chapter 6 P/N 1100-00086.21ev B
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Treatment Instructions
Heair Removal:

Check documentation of test spot treatment parameters.

Check for recent sun or tanning exposure, and re-administer test spots, if necessary.

Trim the area to be treated with a hair clipper, if necessary.

If topical anesthetic is used apply after the hair is clipped, it should be

prior to treatment.

s Apply Palomar Lotion to treatment area. Use gauze or the CoolRoller to spread the
lotion over the treatment site immediately prior to administering treatment.

¢ Apply CoolRoller over 2 x 8 inches, 4 x 4 inches or smaller area for 5-10 seconds or

use the ice/gel pack for 2-3 min.

Handpiece can also be cooled with the CoolSpray (see “Instructions for Cooling

Handpiece” page 6.1-9).

& & @ @

L

NOTE: Prolonged application of CoolRoller or cold packs may provide greater comfort
but could reduce treatment efficacy due to overcooling. If consumer experiences

discomfort, re-apply CoolRoller.

¢ Regularly clean the lens surface of the handpiece (every 20-30 pulses) using Palomar
wipes or other soft moist cloth.
e Follow Chapter 5 for system operation.

NOTE: The system settings depend on skin type, hair color and test spot skin z‘eipm‘;‘;e
It is recommended that the pulses be overlapped (25-30%) to ensure that effective energ

is delivered to the treatment site. The risk of injury to the skin from overlapping puiges is
minimal. Use the imprint of the treatment window on the skin as a guide in lining up
subsequent pulses.

e To assure delivery of the light energy to the proper depth apply light pressure to
compress the skin and to force the blood out of the skin during treatment. This
improves light transmission and enhances delivery of light to the hair foilicles.

3

1s necessary to lower the temperature in the epidernmus and provide

partial an “*»*‘E’zmma éﬁfwﬁi‘ns reason . .S myj
by

a;};! ed over the treatment site immediate

erat ve that the CoolRoller or e pack 1

e
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nstant pressure of the handpiece against the skin is essential

f ects.

R%Ommeﬂdaiieﬁs}.
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: at angles within the skin, it is possible to affect
follicles that are not directly in the beam’s apparent path at the skin surface. For this
reason, it is not advisable to use the Palomar MediLux™ System for shaping or
sculpting precise hair-bearing areas such as the eyebrows, etc.

Since hair follicles typically grow

To help better visualize the treatment site and quickly look for areas that may have

been missed during treatment, a direct light illumination is helpful.

Treatment of large areas may be somewhat time consuming and tedious. For that
reason, it is strongly recommended that Palomar MediLux users take frequent breaks
or limit the length of each scheduled treatment session in order to minimize eye strain
or fatigue.

Clinical Endpoints

There are no ideal clinical end points in hair removal with the MediLux System
because pre- and post-cooling of skin significantly reduces perifollicular edema and
erythema.

Although the likelihood of tissue damage is low, observe for epidermal damage, such
as blistering or whitening of the skin. If the fluence is too high or improper technique
is used the skin may look wrinkled or whitish/gray in color as if it were touched to a
hot surface, similar to what you would see from a curling iron. If this occurs decrease
preset power setting fluence and insure firm constant pressure of the handpiece
against the skin. If blistering is encountered, the fluence should be decreased until this
reaction is no longer present. If blistering occurs at even the lowest pulse width and
fluence, that person should be excluded from treatment.
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Benign Pigmented Lesions

e Benign pigmented lesions vary in size from a few millimeters to more than 1 cm
across.
e The area should be cleansed thoroughly before test spot administration and treatment
e Decide on the treatment approach:
Treat the entire area of skin containing lesions (Caution: Suntan or solar
bronzing will be affected by the treatment and may result in lighter patches of
skin in the shape of the treatment window), or
— Treat the lesions only
s If the entire area of the skin containing lesions is to be treated be sure the selected
fluence does not exceed the recommendations for test spots on page 6.2-4 for
surrounding non-pigmented skin
s If the lesions are to be treated individu: zi%
provided by ?a%ema; Moisten gat
the opening in the mask with the lesion and bri
contact with fhv skin.
¢ Do not cool the skin during pigmented lesion treatment. If treatment lense becomes
warm during extended use, cooling the skin may become necessary.
e For best results button #5 is recommended for dark brown/black lentigines and button
#6 for all others.
e Immediately after treatment the lesions may turn darker in color. The area
surrounding the lesion may turn red. The lesion may elevate and appear swollen
These are all expected outcomes and resolve in 7-10 days.
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Post-Treatment Instructions

L

&

Hair Removal:

Using ice, CoolRoller, cold packs and/or a steroid cream immediately after treatment
has been found to minimize erythema and edema, and to provide comfort to the
consumer.
Provide the consumer with both verbal and written instructions including, but not
Inmted to:

Viild sunburn-like sensation is expected.
L? to 72 hours.
Apply cold gel packs or cool wet cloths to the treatment areas for 15 minutes every 2-
4 hours until symptoms subside.
Rathe or shower as usual. Treated areas may be temperature sensitive. Cool showers
or baths will offer relief.
Av G;é aggressive scrubbing and use of exfoliants, scrub br {M%‘E es and loofa sponges
U t%%s treatment area has returned to 3
tanning creams. Use a ::Z?g* 30 s n eXpo
avoidance will decrease ilkenhaod of skin mim cha nge&
Appearance of hair growth or stubble will continue for 7- 30 days post-treatment.
This is not new hair growth, but the treated hairs being expunged/ purged from the
skin.
Hairs that were in the resting phase at the time of treatment may enter the active
phase in 1 to 6 months depending on the body area.
Follow-up treatment may be performed within 1-2 weeks of new hair growth.
Avoid, swimming, hot tubs/Jacuzzis, and excessive exercise do not apply any
cosmetics to treated area for 7 days after treatment or until redness resolves.
If blisters occur, apply antibiotic ointment to the areas 2 times a day until healed.
Do not pick or remove scabs or crusting; this will help decrease the chance of
infection and scarring.
A non- izerméa} anti- mﬁamma‘imy such as acetaminophen will heép reduce

discomfort. Take according to manufacturer’s recommendations

-

o
»w

s usually lasts 2-24 hours but can persist

(”f“"

@

g@?z{)ﬁf@f%f Lesions:

. This usually last 2-24 hours %}w Lan pers;st

A miid sunburn-like se

ap to 72 hours M 1d swe.lng :mg%/f“w redness may accompany ¢ M» which usualry
resolves in 2-3 days. In some cases, prolonged redness or blistering may occur
The lesion may initially look raised and/or darker with a reddened perimeter. Ar)p v
cool/ice compresses to treatment areas for 10-15 minutes every hour for the next 4
hours, as nee{ieé

The treated area can be gently cleansed and topical bactericidal ointment may be
applied if needed.
The lesion will gradually turn darker ove

brown or even black

The lesion will progress to scabs/crusting and will start flaking off in 7-14 days.
Do not pick, scratch or removes scabs. This will prevent unwanted side effects.

m
i
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e The lesion is usually healed in 21-30 days. It will continue to fade over the next 6-8
weeks.
e Until redness has completely resolved avoid all of the following:
e Applying cosmetics on or near treated areas
e Swimming, especially in pools with chemical/chlorine
¢ Hot tubs and Jacuzzis
e Activities that cause excessive perspiration
e Avoid sun exposure to treated areas. Apply a sunscreen with SPF 30 or greater daily
to sun-exposed skin between treatments and 4-6 weeks after treatment.

Side Effects /Risks

>erforming tests spots at different preset i%wﬂmq ilse width %@‘{iéﬁg@ and p;oﬂez ty
evaluating the tissue’s I
proper treatment setting Ew each ws and reduce ﬁ%é Vf%%% @%‘ Qé;%@%@ﬁ%@ﬁg éﬁ%’zé
unwar %;ﬂ@ side effects.

side effe
Svsfes*ﬁ iclude, but are

v the Pa -y o T4
e Ul i%%i, %}&:E(}fiz&% %&LJ??@QX

hmﬁed 0

c-'»

e Blisters may sometimes occur. If a blister should form, it is important to recognize
that it is generally intra-epidermal and will usually heal without scarring. Blisters
should be treated conservatively with gentle cleansing and application of a topical
antibiotic ointment until they have completely healed. If blistering is encountered,

/ b the fluence/pulse width settings should be adjusted until this reaction is no longer

produced. Be sure to maintain firm contact with the skin’s surface before pulsing the
MediLux.

e Pigmentary changes such as lightening or darkening of the skin may occur. In some
consumers it may not be visible for 2 — 4 days after treatment. Most skin color
changes will resolve within 3-12 months.

e Discomfort during treatment sometimes occurs. Good pre-cooling used immediately
prior to treatment aids in minimizing consumer discomfort.

) hmmx

e ‘amm‘mg Scarring is very rare. Blisters may occur during or sometime after
‘he > intra-epidermal in nature and usually heal without scarring.

NOTE: These side sf ci%fcampiiﬂatian have been rated as both transient and minor and
appear to resolve spon m;«,h’ within several weeks or mémi%& after treatment.

¢ &3 ‘553&?% are rare and can tv mi ¢ pre-treatment

b

“?% :}ﬂ%ﬂ” '

Common side effects include temporary redness and mild "sunburn" like effects that may
last a few hours to 3-4 days or longer. Pigment changes (light or dark spots on the skin)
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temporarily or permanently disappear in treated areas. During treatment of pigmented
lesions in hair bearing areas, there is a likelihood of hair removal in those areas treated.
Other potential risks include blistering, crusting, itching, pain, bruising, skin blanching,
burns, infection, scabbing, scarring, swelling, and failure to achieve the desired result.
Intense light can cause eye injury and protective eyewear must be worn during treatment.
Serious complications are rare, but possible.

Be sure to observe all precautions described in Chapter 2: Safety, of this
manual, and Chapter 5 system operation.

g\
5
b
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Chapter 6.3 LuxR HandPiece

LuxR handpiece is recommended for hair removal in consumers with skin type I-VL

Prior to treatment have the consumer read and sign the Informed Consent Form, exclusion
criteria and pre and post treatment instructions. (See samples in chapter 6.1)

Consumer Selection

The practitioner must carefully screen all potential candidates for treatment. Screening
includes, but is not limited to:

¢ it is important i«
determine the consumer ¢
treatment setting selections and to avoid potential thermal d

e Verify the consumer has had no unprotected sun exposure in the areas to be treated,
this means the consumer wore protective clothing or used a SPF#30 or higher
sunscreen for the past 4 weeks. Suntan constitutes increased concentration of melanin
in the skin and will get lighter from the treatment. See Chapter 6.3-5 for Test Spot
Recommendations.

e The Fitzpatrick Scale for skin typing or a modified Fitzpatrick Scale is most often
used for skin type classification. The MediLux System with the LuxR handpiece is
safe for use in skin types I-VI. The Skin type worksheet on page 6.1-9 should be

YCIOFC dit

ent tO nsure proper
k E

armage of the epidermis.

used to assist in skin type determination.
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Medical History

After a consumer hw; met necessary criteria for treatment a pertinent medical history
should be obtained to satisfy any exclusion criteria.

Consumer exclusion criteria to light therapy includes but is not limited to:

&

Unprotected sun exposure or use of tanning beds or creams. If the consumer has
had unprotected sun exposure in the areas to be treated in the last 4 weeks you must
determine appropriate treatment method using the test spot tables and wait 24 hours
before treating. Protected sun exposure means wearing of protective clothing or use
of a SPF # 30 or greater sunscreen.

Pregnancy- there is no evidence at this time of fetal harm from a light-based system.
the results of the treatment may be erratic/unreliable due to fluctuations in hormonal
levels and changes in ph&sm{w cal conditions.

Menstrual dysfunction
hyperandrogenism should
possible medical treatment. These consumers tend to have hrsutism secondary to
their disease process that may respond to medical treatment.

Use of mechanical epilation -less than 6 weeks prior to treatment for hair removal.
This includes plucking, waxing, tweezing, electrolysis or sugaring.

Allergies — Confirm with consumer any allergies to medications, latex, foods or other
substances.

History of seizures —Flashing lights have been known to trigger a seizure.
Medications- both prescription and non-prescription. Be sure to include herbal and
natural remedies as some may cause photosensitivity. Consumer should not be taking
Accutane, anti-coagulants or St. John’s wort. For patients taking a photosensitizing
medication perform test spots 24 hours before treatment..

History of keloid and hypertrophic scar formation - although scarring is rare,
picking or pulling off of scabs or crusting can result in scarring. For this reason it is
recommended to exclude from the treatment consumers with known tendency to form
keloid or hypertrophic scars

Active infections/Immunosuppression - Active infections and immunosuppression
compromise the healing ahilitv of the body. Reschedule the consumer wher infection

lrrirycnr .
OF Known o have

(r:iu Qw

an endocrinologist for evaluation and

is cleared.

Open lesions - teaimen. showu vty be done on ntace, heaithy skin.

Herpes I m* 2% ithin the treatment area, consumer should consult therr Primary

- dical evaluation and possible pr nphy axis prior to treatment.

161 n-A®, Renova®): although tretinoin use in the area to be treated is 1

Jhmlum yntraindicated, it 1s however, known to make skin more ser nsitive and

prone o exfoliation. Consumer is better advised to discontinue use of tretinoin and
other skin exfoliating products 2 weeks before and during the course of treatment.

&

Oral isotretinoin/Accutane - within the preceding 6 months. Accutane changes the
underlying structure of the skin, which may cause unreliable results. It might also
increase skin sensitivity to light.
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Warnings

e Palomar MediLux™ System is designed for treatment of intact skin only

¢ Take special precautions when treating near the eye area. Do not use inside the bony
orbital area. Always use eye protection, for yourself and the consumer, during
treatments.

e Should bleeding occur during treatment, discontinue use immediately and
clean/disinfect the handpiece, per manual Chapter 2.

Warning:
During hair removal E}F{}igé%&f% aveoid treating over darkly pigmented lesions and
tattoos to aveid skin damage and color change.

Every consumer must have fest spots j {

appropriate treatment setting and to evaluate tissue resj ﬁ%?ﬁ%@, Test spots g%ﬁs;ﬁ%é be
performed in an area with skin ngmmi similar to that of the treatment area.

Do not use any cooling (CoolSpray, CoolRoller, ice, gel packs, etc.) or topical
anesthetics when performing test spots.

Warning:

Prior to performing follow-up treatments verify that sun exposure or skin tanning
conditions have not changed since the last treatment. If consumer experienced sun
exposure or skin tanning re-administer test spots!

Test spots on dark skin must be administered a minimum of 24 hours prior to
treatment.

e Performing test spots at recommended preset fluence/pulse width settings, and
properly evaluating the tissue’s response prior to initiating treatment will help to
determine the proper treatment parameters for each site and reduce the risk of
complications and undesirable side effects.

r removal sh

opriate tu

. o P ci1fa amel cbrem
oth EE} gémam site and skip

s Parameters of treatment should be determined by a trained operator based on the
results of the test sy

e PhotoEpilation: A fast and comfortable hair removal treatment method. This
treatment method will provide long term to permanent reduction of hair

¢ PhotoWaxing: A high speed and virtually pain free alternative to waxing. This
treatment method will delay new hair growth from one to three months.
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Pre-Treatment Instructions

Warning:
Prior to performing follow-up treatments verify that sun exposure or skin
tanning conditions have not changed since the last treatment. If consumer
experienced sun exposure, skin tanning, tanning beds, tanning creams or self-
tanner re-administer test spots!

Advise the consumer fo:

2

Discontinue use of sun-tanning bed and self-tanning cream 4 weeks before and
throughout the treatment course is recommended. This will reduce the chance of skin
color changes.

Always use a SPF#30 or greater sunscreen on all exposed treatment areas. reapply
every 2 hours throughout the day.

Wear protective, light-occluding hats and clothing.

Discontinue use of exfoliantin
products 2 weeks prior (¢

o ‘4,”,&" A e,
1 as Retin-A and oth

foliating
§

waxing, sugaring, elect
treatment and for the d
Shave or trim excess hair during the course of treatment.

uration of Ui‘d*ﬁlf!‘i%

Operator considerations:
The treatment area should be shaved or closely clipped before the first and any
subsequent treatments.
Treatment areas prone to herpes outbreaks should not be treated until the consumer
has been evaluated by his/her Primary Care Provider and has received a course of pre-
treatment prophylactic antiviral therapy.
Some consumers may require a topical anesthetic.

LuxR Handpiece Fluence Chart

Fiuﬁﬁwe“
{ Es”cm )

(ms)

I % 10 | 100

B | 0 60
R G _ 40

4 il ‘ 20 '

5 13 20

6 (5 20

Photowaxing™ Settings

a ’

b

-

% - .
“The effective fluence may be

Chapter 6 P/N 1100-0608 6 3 rev A 6.3-4




Performing Test Spots:

e The treatment area should be shaved or closely clipped prior to administering test
spots.

e Do not use any cooling (CoolSpray, CoolRoller, ice, gel packs, etc.) or topical
anesthetics when performing test spots

e The area should be cleansed thoroughly before test spc

e Apply Palomar Lotion to treatment area using gauze.

e To perform test spots, place a provided pre-punched paper mask on the sapphire lens
(treatment window). The use of a mask limits exposing a large area for testing. Be
certain that the hole in the mask is where you intend to place the test spot on the skin.

e Start spot tests with the lowest setting listed in the Table 6.3.1 (A & B) corresponding
with the consumers skin type and increase slowly after checking for skin side effects.
If there is evidence of darkening, blistering. deep reddening of the skin, or strong pain

lower the setting, and re-test.

PR TR 5 B L,
€04 101

S T T S 2T
> PCITONNea di 5Cil

ot Frarith srrach eorrimireed) e
e Treatment (with mask removed) nx

agavers

Table 6.3.1 A.
UN-TANNED Skin Test Spot Recommendations for LuxR:

TRl

e by test spots.

Skin Type |Starting settings for test spots | Maximum setting for | Evaluate Test Spot
in the following order test spot

I I, B ¢, 4,5 6 30 min

v e, 1,2,3 6 24-48 hrs

vV b, 3,4 e, 5 24-48 hrs

VI a, b, 3 c, 4 24-48 hrs*

Table 6.3.1 B.
TANNED (Sun-exposed) Skin Test Spot Recommendations for LuxR:

Skin Type |Starting settings for test spots | Maximum setting for | Evaluate Test Spot
in the following order test spot
IIL I ¢, 4,5 | 6 24-48 hrs
v ¢,1,2,3 i 6 ' 24-48 hrs*
v b, 3,4 ¢, 5 | 24-48 hrs
VI 3,a,b, ¢ g 4 24-48 hrs*

Note:
The recommended maximum setting for treatment of any tanned consumer is 6.
*In rare instances darkening of skin can be delayed up to 72 hours after test spots are
administered.
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Treatment Instructions Hair Removal:

Check documentation of test spot treatment parameters.

Check for recent or tanning exposure, re-administer test spots if necessary.
Trim the area to be treated with a hmt a,hm)e , if necessary.

If topical anesthetic is used apply after the hair is clipped, it should be washed off
prior to treatment.

#® & @& @

e The area should be cleansed 1’%301‘(&;3{%1%% b@fm‘e test spot administration and treatment

e Apply Palomar Lotion to treatment area. Use the CoolRoller or gauzes to spread the
lotion over the treatment site.

e Apply CoolRoller over 2 x 8 inches, 4 x 4 inches or smaller area for 5-10 seconds or
use the ice/gel pack for 2-3 min.

e Handpiece can also be cooled with the Palomar CoolSpr
Cooling Handpiece™ page 6.1-9).

M (gee “Instructions for

NOTE: Prolo
but couid reduce
discomfort, re-apg

e Regularly clean the lens surface of the handpiece (every 20-30 pulses) using Palomar
wipes or other soft moist cloth.

e Follow Chapter 5 for system operation.

NOTE: The system settings depend on skin type, hair color and test spot skin response.
It is recommended that the pulses be overlapped (25-30%) to ensure that effective energy
is delivered to the treatment site. The risk of injury to the skin from overlapping pulses is
minimal. Use the imprint of the treatment window on the skin as a guide in lining up
subsequent pulses.

e To assure delivery of the light energy to the proper depth apply light pressure to
compress skin and to force the blood out of the skin during treatment. This improves

light transmission and enhances delivery of light to the hair follicles.

in {E}t epidermis and provide

NOTE: Skin cooling is necessary to lower the temperature
¥ he CaolRaoller or ce g}azx,gx S

partial anesthes a For dhs =

y sty emat o o vyl sten
appiieg ver e reat 18 m L SISO, IS v

e Maintenance of firm, constant pressure of the handpiece against the skin is essential
to minimizing adverse effects.

Caution: If treatment window becomes warm and causes consumer discomfort, use
Palomar CoolSpray™ cryogen spray directly on the window (see instructions) or
hold it against ice or ice pack for 30 - 60 seconds.. W 5%% treating dark or tanned
skin vou may need to cool the treatment window every 5 - 10 sl %«a

w

ZE‘?‘ e‘@
wa
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£

Since hair follicles typically grow at mglm within the skin, it is possible to affect
follicles that are not dire ctly in the beam’s apparent path at the skin surface. For this
reason, it is not advisable to use the Palomar MediL.ux™ System for shaping or
sculpting precise hair-bearing areas such as the eyebrows, etc.

To help better visualize the treatment site and quickly look for
been mi d during treatment, a direct light illumination is helpful.

areas tha { may nave

Treatment of large areas may be somewhat time consuming and tedious. For that
reason, it is strongly recommended that Palomar MediLux users take frequent breaks
or limit the length of each scheduled treatment session in order to minimize eye strain
or fatigue.

Clinical Endpoints

There are no ideal
because pre- and post-cooling
erythema.

' reduces perifollicular e&uzm and

o~
2
ot
¥
=
a3
[

Although the likelihood of tissue damage is low, observe for epidermal damage, such
as blistering or whitening of the skin. If the fluence is too high or improper
technique is used the skin may look wrinkled or gray in color as if it were touched to
a hot surface, similar to what you would see from a curling iron. If this occurs
decrease preset power setting fluence and insure firm, constant pressure of the
handpiece against the skin If blistering is encountered, the fluence should be
decreased until this reaction is no longer present. If blistering occurs at even the
lowest pulse width and fluence, that person should be excluded from treatment.
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Post-Treatment Instructions Hair Removal

e Using ice, CoolRoller, cold packs and/or a steroid cream immediately after treatment
has been found to minimize erythema and edema, and to provide comfort to the
consumer.

e Provide the consumer with both verbal and written instructions including, but not
limited to:

e Mild sunburn-like sensation is expected. This usually last 2-24 hours but can persist
up to 72 hours.

e Apply cold gel packs or cool wet cloths to treatment areas for 15 minutes every 2-4
hours until symptoms subside.

e Bathe or shower as usual. Treated areas may be temperature sensitive. Cool showers
or baths will offer relief.

e
h

A wrrisd o e 3
e Avoid sun exposu

fanning creame lee SE_30) sunsc s
tanning créams. usc 4 =34 suUn o

[CIN )]

avoidance will decrease likelihood of skin color changes

e Appearance of hair growth or stubble will continue for 7- 30 days post-treatment.
This is not new hair growth, but the treated hairs being expunged/ purged from the
skin.

e Hairs that were in the resting phase at the time of treatment may enter the active
phase in | to 6 months depending on the body area.

e Follow-up treatment may be performed 1-2 weeks of new hair growth.

e Avoid shaving, waxing, swimming, hot tub/jacuzzi, and excessive exercise do not
apply any cosmetics to treated are for 7 days after treatment or until redness resolves.
If blisters occur, apply antibiotic ointment to the area 2 times a day until healed.

e Do not pick or remove scabs or crusting, this will help decrease the chance of
infection or scarring.

e A non-steroidal anti-inflammatory such as acetaminophen will help reduce
discomfort. Take according to manufacturer’s recommendations.
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Side Effects /Risks

Performing tests spots at different preset fluence/pulse width settings and properly
evaluating the tissue’s response prior to initiating treatment will help determine the
proper treatment setting for each site and reduce the risk of complications and
unwanted side effects.

Possible side effects or complications that may arise from use of the Palomar MediLux™
System may include, but are not limited to:

Blisters may sometimes occur. If a blister should form, it is important to recognize that
it is generally intra-epidermal and will usually heal without &a%zu’ringz, Bié%@“«; should be

treated conservatively with gentle Cimmnﬁz and app
ointment until they have completely
fluence/pulse 1%?{%{?; settings should
Be sure to maintam firm c¢ i

@

Pigmentary changes, such as lightening or darkening of the skin , may occur. In
some consumers it may not be visible for 2 — 4 days after treatment. Most color
changes will resolve within 3-12 months.

e Discomfort during treatment sometimes occurs. Good pre-cooling used immediately
prior to treatment aids in minimizing consumer discomfort.

3

e Prolonged redness and swelling. Redness and swelling may occur immediately
following treatmentthis usually resolves in few hours or a couple of days.

e Scarring. Scarring is very rare. Blisters may occur during or sometime after
treatment. They are intra-epidermal in nature and usually heal without scarring.

NOTE: These side efié:c{cfaompﬂcamem have been rated as both transient and minor and
appear to resolve spontaneously
These side effects are rare and can E‘?ﬁ mzmm;ze{% by i’b%ia“;wmg; as;{ah%%s;ime:% pre-treatiment
and post-treatment protoce -§ and hnigques

Common side effects include temporary redness and mitd "sunburn” like effects that may
last a few hours to 3-4 daw or longer. Pigment changes (light or dark spots on the skin)
lasting 1-6 months or longer may occur. In addition, freckles may lighten and/or
temporarily or perme %z disappear in treated areas.

Other potential risks include blistering, crusting, itching, pain, bruising, skin blanching,
burns, infection, scabbing, scarring, swelling, and failure to achieve the desired result.
Intense light can cause eye injury and protective eyewear must be worn during treatment.
Serious complications are rare, but possible.

Be sure to observe all precautions described in Chapter 2: Safety, of this manual, and
Chapter 5 system operation.
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Chapter 6.4 LuxG Hand-Piece

LuxG hand-piece is recommended for treatment of benign pigmented lesions and vascular
lesions (e.g., telangiectasia, rosacea, port-wine stain, hemangioma, etc.) in consumers with
skin type -1V only.

Prior to treatment you must have the consumer read and sign the Informed Consent Form,
exclusion criteria and pre and post treatment instructions (See samples in chapter 6.1)

It is required to use Palomar Spray ™ when treating with the LuxG
hand-piece.

Consumer Selection
The practitioner must carefully screen all potential candidates 1

treatment.
Physical assessment fo establish skin type and nature of pigmented lesion:

e The light is absorbed in hemoglobin, melanin and other chromophores. Therefore it is
important to assess the content of the melanin in the normal epidermis determine the
consumer’s skin type and in the benign pigmented lesion to insure proper treatment
setting selections and to avoid unnecessary damage of the epidermis.

e Verify the consumer has had no unprotected sun exposure, that is the consumer wore
protective clothing or used a SPF-30 or greater sunscreen in the areas to be treated for
the past 4 weeks. Suntan constitutes increased concentration of melanin in the skin and
will get lighter from the treatment.

¢ The Fitzpatrick Scale for skin typing or a modified Fitzpatrick Scale is most often used
for skin type classification. The Medilux System with the LuxG hand-piece is safe for
use in skin types I-IV. The Skin type worksheet on page 6.1-9 should be used to assist
in skin type determination.

Prior to inifiation of any treatment, the pigmented lesions in question should be
correctly identified by a physician to be benign and be recommended for laser or
lamp-based device treatment.

It is very important to have an accurate diagnosis of the brown spots considered f‘f}r

treatment prior to actual treatment. Inaccurate diagnosis and inadvertent treatment of a
skin cancer may lead to the delay in the consumer receiving proper medical care.

e The mechanism of removal of benign pigmented lesions by the MediLux Syst
based upon selective destruction of melanocytes and melanosome-containing
epidermal keratinocytes. Their destruction is associated with some crusting and
epidermal damage, which usually resolves within a 2 to 4 week period.

e The mechanism of removal of facial vascular lesions by the MediLux System is based
on selective coagulation of abnormal vessels. Use of any topical anesthetic cream is
not recommended for treatment of vascular lesions because it may cause
vasoconstriction (blanching of blood vessels) and minimize effectiveness of treatment.
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Medical History

After a consumer has met necessary criteria for treatment a pertinent medical history
should be obtained to satisfy any exclusion criteria.

Consumer exclusion criteria to light therapy includes but is not limited to:

¢ Unprotected sun exposure or use of tanning beds or creams. If the consumer has
had unprotected sun exposure in the areas to be treated in the last 4 weeks you must
determine appropriate treatment method by performing test spots before treating.
Protected sun exposure means wearing of protective clothing or use of a SPF # 30 or
greater sunscreen.

e Pregnancy- there is no evidence at this time of tetal harm from a light-based system,
the results of the treatment may be erratic/unreliable due to fluctuations in hormonal
levels and changes n physio 110N

e A §%3? gzgs — Confirm with consumer ar

ations, latex, foods or other

® H}smx‘y {)f seizures —Flashing lights have been known to trigger a seizure.

e Medications- both prescription and non-prescription. Be sure to include herbal and
natural remedies as some may cause photosensitivity. Consumer should not be taking
Accutane, anti-coagulants or St. John’s wort. For patients taking a photosensitizing
medication perform test spots 24 hours before treatment

e History of keloid and hypertrophic scar formation - although scarring is rare,
picking or pulling off of scabs or crusting can result in scarring. For this reason it is
recommended to exclude from the treatment consumers with known tendency to form
keloid or hypertrophic scars

e Active infections/Immunosuppression - Active infections and immunosuppression
compromise the healing ability of the body. Reschedule the consumer when infection is
cleared.

e (Open lesions - treatment should only be done on intact, healthy skin.

¢ Herpes I or II - within the treatment area, consumer should consult their Primary Care
Provider for mefhcai evaluation and possible prophylaxis prior to treatment.

o Tretinoin (Retin-A®, geﬂm a®\: aith wuﬁh frefnom use 'n tha area fo he treated 1s not

absolutelv contraind o €8

to exfoliation Consumer 1s hmc advised to discontinue use of tretinomn tmd other skin
exfoliating products 2 weeks before and during the course of treatment.

¢ Oral isotretino z-;;ﬁ%w% itane - within the preceding 6 months. Accutane changes the
underlying struct »f the skin, which may cause unreliable results. It may also
increase skin sensit tivity to light.

H
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Warnings

e Palomar MediLux™ System is designed for treatment of intact skin only.

e Take special precautions when treating near the eye area. Do not use any MediLux
handpiece within the limits of bony orbital area Always use eye protection, for yourself
and the consumer, during treatments.

e Should bleeding occur during treatment, discontinue use immediately and

clean/disinfect the hand-piece, per manual Chapter 2.

Prior to performing follow-up treatments verify that sun exposure or skin tanning
conditions have not changed since the last treatment. If consumer experienced sun
exposure or tanning delay follow-up treatment for a few weeks.

During treatments the LuxG handpiece will likely remove hair. Qééﬁ%?ﬁﬁ%@%‘% %‘%@ﬁ;miei be
cautioned of the possibility of coincidental hair loss when treating
scular lesions in hair %%éiﬁﬁg areas.
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Pre-Treatment Instructions

Warning:

Prior to performing follow-up treatments verify that sun exposure or skin tanning
conditions have not changed since the last treatment. If consumer experienced sun
exposure, skin tanning, tanning beds, tanning creams or self-tanner re-administer test
spots!

Inform the consumer to:
¢ Discontinue sun tanning, use of sun-tanning beds and self-tanning cream 4 weeks
before and throughout the treatment course is recommended. This will reduce the
chance of skin color changes and development of new lesions.
e Always use a SPF-30 or greater sunscreen on all exposed treatment areas, liberally
re-apply throughout the day.
& ‘v‘vmr gmi’ec?;“e light-occluding |

Operator considerations:

¢ The area should be cleansed thoroughly before test spot administration and treatment

e Treatment areas prone to herpes outbreaks should not be treated until the consumer has
been evaluated by his/her Primary Care Provider and has received a course of pre-
treatment prophylactic antiviral therapy.

e Topical anesthetics are not recommended for treatment of vascular lesions because of
potential vasoconstriction that renders treatment less effective.

¢ Test spots should be performed immediately prior to treatment.

LuxG Hanf}pzece Fiueﬁee Char’i

Settings

! f 19 i 100
3 20 40
4 21 20
5 26 20
33 20
a 11 10

14 10
c 16 10

Table 6.4-1 Bution Settings

*The effective fluence may be higher due to photon recycling, the wavelength r:
the spot size range.

‘”? Q
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jav]
]
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Performing Test Spots:
Benign Pigmented Lesions:

Treatment of benign pigmented lesions cannot be accomplished without producing
some epidermal damage. Accordingly, test spots must be administered near the treatment
site using buttons #4, 5 or 6, starting with button #4. The desired result (clinical end point)
from the test spot and treatment should be the darkening of the pigmented lesion with
minimal or no reaction in the normal skin. It is recommended to wait 30-45 minutes after
administering test spots before assessing the epidermal response and effectiveness of the
setting.
e The area should be cleansed thoroughly before test spot administration and treatment
e Apply Palomar Lotion to the test area using gauze.
e Pre-cool hand-piece according to the “Instructions for Cooling Hand-Piece with the

Palomar CoolSpray ™ (Chapter 6.1-10).
e Administer test spots beginning with lowest fluence and move up. If at any point

1 [

P S o £ | NN
im mediae, severe sKi

s

discontinue testing because . ular
dermatological condition. If this occurs at %}utzsm #% this consumer should be excluded
from testing and treatment.

u"n e 9o
4 L}E Fr CAZERG

m

£

Vascular Lesions:

Treatment of vascular lesions cannot be accomplished without producing some
epidermal damage. Accordingly, test spots using buttons # 4, 5, and 6 must be
administered near the treatment site. The desired result (clinical end point) from the test
spots should be the visible closure of the vessel with minimal reaction in the normal skin.
In treating vascular lesions one must exercise special care not to apply pressure to the
treatment site for fear of blanching vessels. Topical anesthetic cream for the treatment of
vascular lesions is not recommended because it tends to blanch the vessels.

e The area should be cleansed thoroughly before test spot administration and treatment
&  Apply P&ié‘f&ar L{mm to the area using gauze pads

Palomar &sg}é@g}my e {(323;1;}59;’ 6 1-10)

e Test spots are performed primarily to evaluate the effectiveness of selected setting in
treating vascular condition. The desired result (end point) from the test spot treatment
should be the visible closure of vessel.

e Administer test s beginning with lower fluence and move up. If at any point
immediate, s;e*«zﬁfe Skm reaction is observed — blis stering, graying, ablation, etc., —

discontinue testing because the fluence is too high for this particular skin typ
dermatological condition. If this occurs at button #4 this consumer should t
for testing and treatment.
It is recommended to wait 15-20 minutes after administering test spot before assessing the
epidermal response and effectiveness of setting.
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Treatment Instructions

Treatment of benign pigmented lesions and vascular lesions cannot be accomplished

without producing some epidermal damage. Best results in treating pigmented lesions

are achieved with buttons #4,5,6 and vascular pathology with buttons 5, 6. Check and

follow documentation of the test spot parameters.

¢ To minimize epidermal damage and consumer discomfort the hand- f}%a{ et
cooled with cryogen spray prior to performing treatment (see Chap e
Instructions for Use of Palomar CoolSpray ™).

e The margin of safety is significantly reduced when treating with the hand-piece at room

ternperature.
MNote: Treatment window must he clean and free from debris and lotion for effective

cooling with cryogen spray.

g

Treatment of benign ’}zgf“a_’{z lesions can , ,
some eygésfmag damage. Acco /, treat at the lowest setting be
The desired result (clinical end pmm} fzom treatment should be the dm‘kcnmg Gf the
pigmented lesion with minimal or no reaction in the normal skin.

Lesions may vary in size from a few millimeters to more than 1 cm across.

e Decide on the treatment approach whether to:

— Treat the entire area of skin containing the lesions Caution: suntan or solar
bronzing will also be affected by the treatment and may result in lighter patches of
skin in the shape of the treatment window.

— or Treat the lesions only

e If the entire area of the skin containing the lesions is going to be treated make sure the
selected fluence is safe for surrounding non-pigmented skin.

e If the lesions will be treated individually use the Palomar supplied test spot masks. You

may need to modify the opening to slightly larger than the size of the lesion and apply it

to the treatment window

1 1 oy, 3%
e Theareas uuié be Jpafz {ﬁ(‘}’{sdﬁiﬁ‘; before treatment

31{35*{{?” i,;izipiﬁf’ 6 -9

e Check documentation of the test spot parameters If at any point immecdhate severe skin
reaction is observed — blistering, graying, ablation, etc., — discontinue treatment
because the fluence is too high for this particular skin type and dermatological

condition.
¢ Bring treatment window in contact with the skin applying gentle pressure and begin
treatment.

Immediately after the treatment,
selasma. In other cases (with I

@

"ﬁ}

y: 3

Nithin 2-3 minutes, usually there m‘iﬁ% tor rate E‘G@ﬁﬁ& a ‘vwﬁd% lesions,
suggesting a selective effect on f@gal areas of darker skin.
e Some cases and/or conditions may require multiple treatments.

@
e
-
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Vascular Lesions:

Treatment of vascular lesions cannot be accomplished without producing some
epidermal damage. Accordingly, treat at the lowest setting based on the test spots. The

desired result (clinical end point) from the treatment should be the visible closure of the
vessel with minimal reaction in the normal skin. In treating vascular lesions exercise
special care not to apply pressure to the treatment site for fear of blanching vessels. Topical
anesthetic cream for the treatment of vascular lesions is not recommended because it tends
to blanch the vessels. Treatment of vessels typically requires high fluences. Most
frequently treatment will be performed at highest settings: buttons #5 & 6.

e The area should be cleansed thoroughly before treatment

¢ Apply Palomar Lotion fo the area using CoolRoller or gauze pads.

e Pre-cool hand-piece according with the “Instructions for Use of Palomar
CoolSpray ™ (Chapter 6.1-9).

e Bring treatment window in contact with the skin withou

any pressure and

begin freatment.

e Vessels undergo immediate graying or blanching. In some cases, only a slight purplish
change is noted. Vessels either fully or partially resolve in about 10-14 days; areas of
diffuse flushing gradually fade leaving skin with normal appearance.

e Some cases and/or conditions may require multiple treatments.

e If at any point immediate severe skin reaction is observed — blistering, graying,
ablation, etc., — discontinue testing because the fluence is too high for this particular
skin type and dermatological condition. If this occurs at button #4 this consumer should
be excluded from treatment.
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Post-Treatment Instructions

L

Benign Pigmented Lesions
A mild sunburn-like sensation is expected. This usually last 2-24 hours but can persist
up to 72 hours. Mild swelling and/or redness may accompany this, which usually
resolves in 2-3 days. In some cases, prolonged redness or blistering may occur.
The lesion may initially look raised and/or darker with a reddened perimeter. Apply
cool/ice compresses to treatment areas for 10-15 minutes every hour for the next 4
hours, as needed, to reduce discomfort and heat sensation.
The treated area can be gently cleansed and topical bactericidal ointment can be applied
if needed.

The lesion will gradually turn darker over the next 24-48 hours. It may turn dark brown
or even ‘f‘—iack

E} not g}lai‘ 5£r3§rc§§ Or remo
ih: lesion is usually %c%icf‘% in ',Z?.,zm-f“ (
weeks. “
Until redness has completely resolved avoid all of the following:
Applying cosmetics on or near treated areas
Swimming, especially in pools with chemical/chlorine
Hot tubs and Jacuzzis
e Activities that cause excessive perspiration
Avoid sun exposure to treated areas. Apply a sunscreen with SPF 30 or greater daily to
sun-exposed skin between treatments and 4-6 weeks after treatment.

® ® @

Vascular Lesions:
A mild sunburn-like sensation is expected. This usually last 2-24 hours but can persist
up to 72 hours. Mild swelling and/or redness may accompany this, which usually
resolves in 2-3 days. In some cases, prolonged redness or blistering may occur.
Apply cool/ice compresses to treatment areas for 10-15 minutes every hour for the next
4 hours, as needed, to reduce discomfort and heat sensation.
The treated area can be gently cleansed and topical bactericidal ointment can be applied
if needed.

T e
e Ve
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sl E

"
J

(;;

purplish ﬁvhem% is noted.  Vessels either fully or partialty resolve in abour 10-14 d&};
areas of diffuse flushing gradually fade leaving skin with normal appearance.
Repeat treatments 1r

e performed every 7-10 days if skin has fully recovered.
Do not pick, scratch or removes scabs. This will prevent unwanted side ef

fects.

Until redness has completely resolved avoid all of the following:

¢ Applying cosmetics on treated areas

¢ Swimming, especially in pools with chemical/chlorine

e Hot tubs and Jacuzzis

e Activities that cause excessive perspiration
e Avoid sun exposure fo treated areas.
e Apply a sunscreen with SPF 30 or greater daily to sun-exposed skin.

s 1
v be

Chapter 6 P/N 1100-0008 6.4 rev B 6.4-8




e Operator’s Manual

Side Effects/Risks

Performing tests spots at different preset fluence/pulse width settings and properly
evaluating the tissue’s response prior to initiating treatment will help determine the
proper treatment setfting for each site and reduce the risk of complications and
unwanted side effects.

Possible side effects or complications that may arise from use of the Palomar MediLux™
System may include, but are not limited to:

¢ Blisters may sometimes occur. If a blister should form, it is important to recognize
that it is generally intra-epidermal and will usually heal without scarring. Blisters
should be treated conservatively with gentle cleansing and application of a topical
antibiotic ointment until they have completely healed. If blistering is encountered, the
fluence/pulse width settings should be adjusted until this reaction is no longer
produced.

¢ Pigmentary changes, such as lightening or darkening of the skin may occur. In some
consumers it may not be visible ) * ment and most color changes
will resolve within 3-12 months.

e Discomfort during treatment sometimes occurs. Good pre-cooling used immediately
prior to treatment aids in minimizing consumer discomfort.

e Prolonged redness and swelling. Redness and swelling may occur immediately
following treatment. This resolves in few hours or a couple of days.

e Scarring. Scarring is very rare. Blisters may occur during or sometime after treatment.
They are intra-epidermal in nature, usually heal without scarring.

¢ NOTE: These complications have been rated as both transient and minor and
appear to resolve spontaneously within several weeks or months after treatment.
These side effects are rare and can be minimized by following established pre-
treatment and post-treatment protocols and using proper techniques.

Common side effects include temporary redness and mild "sunburn” like effects that may
last a few hours to 3-4 days or longer. Pigment changes (light or dark spots on the skin)
lasting 1-6 months or longer may occur. In addition, freckles may lighten and/or
temporarily or permanently disappear in treated areas During treatment of pigmented

i those areas treated.

lesions i hatr bearing areas, there s a by s those area
Other potentia: v1sks nciude bustert ng. pain bruising. skir blanching,
burns, infection, scabbing, scarring, w,limm. &nd im ure to achieve the desired result.
Intense light can cause eye injury and protective eyewear must be worn during treatment.

Serious complications are rare, but possible.

».»;

Be sure to observe all precautions described in Chapter 2: Safety, of this
manual, and Chapter 5 system operation.

Chapter 6 P/N 1100-0008 6.4 rev B 6.4:9




serator’s Manual

Chapter 6.5 LuxRs HandPiece

LuxRs handpiece is recommended for hair removal and permanent hair reduction in consumers
with skin type I-VL. For consumers with skin types V-VI, it is recommended that settings are
limited to buttons 1,2.3 (and 4 with caution). The Lux Rs handpiece is designed to make hair
removal from smaller body areas such as: axilla,face bikini, etc. especially convenient and easier

Prior to treatment you must have the consumer read and sign the Informed Consent Form,
exclusion criteria and pre and post treatment instructions. (See samples in Chapter 6.1)

It is required to use Palomar CoolSpray ™ when performing treatment with
the LuxRs handpiece.

Consumer Selection

The practitioner must carefully screen all potential candidates for treatment. Screening includes
but is not limited to:

Physical assessment to establish hair color and skin type:

o The light is absorbed in hemoglobin, melanin and normal chromophores. Therefore it is
important to assess the content of the melanin in the epidermis determine the consumer’s
skin type and hair before any treatment to insure proper treatment setting selections and to
avoid potential thermal damage of the epidermis.

e Verify the consumer has had no unprotected sun exposure, that is the consumer wore
protective clothing or used a SPF-30 or higher sunscreen in the areas to be treated for the
past 4 weeks. Suntan constitutes increased concentration of melanin in the skin and will
get lighter from the treatment. See Chapter 6.5-5 Test Spot Recommendations.

e The Fitzpatrick Scale for skin typing or a modifie

ed Fitzpatrick Scale is most often used for
skin type classification. The MediLux System with the LuxRs handpiece is safe for use in
skin types I-vi. The Skin type worksheet on page ¢

A -4 should be used to assist in skin

. o d iy 1 P
ype geferminal:on
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Medical History

After a consumer has met necessary criteria for treatment a pertinent medical history should be
obtained to satisfy any exclusion criteria.

Relative consumer exclusion criteria to light therapy include but is not limited to:

@

Unprotected sun exposure or use of tannin ?’é eds or creams. I the consumer has had
unprotected sun exposure in the areas to be trcam@ in the last 4 weeks you must determine
appropriate treatment method using the test spot tables and wait 24 hours before treating.
Protected sun exposure means wearing of protective clothing or use of a SPF # 30 or
greater sunscreen.

Pregnancy- there is no evidence at this time of fetal harm from a light-based system. the
results of the treatment may be erratic/unreliable {% 1e to fluctuations in hormonal levels
and changes in physiologic
Menstrual dysfunction — (

known to have

hyperandrogenism should be re 1 to an endc : saluation and possible
medical treatment. These consumers tend to hcm hmuf;mn secondary to their disease
process that may respond to medical treatment.

Use of mechanical epilation -less than 6 weeks prior to treatment for hair removal. This
includes plucking, waxing, tweezing, electrolysis or sugaring.

Allergies — Confirm with consumer any allergies to medications, latex, foods or other
substances.

History of seizures —Flashing lights have been known to trigger a seizure.

Medications- both prescription and non-prescription. Be sure to include herbal and
natural remedies as some may cause photosensitivity. Consumer should not be taking
Accutane, anti-coagulants or St. John’s wort. For patients taking a photosensitizing
medication perform test spots 24 hours before treatment.

History of keloid and hypertrophic scar formation - although scarring 1s rare, picking
or pulling off of scabs or crusting can result in scarring. For this reason it is recommended
to exclude from the treatment consumers with known tendency to form keloid or
hypertrophic scars

Active infections/Immunosup

‘1:3

suppress o

COmMprom ise the
cleared.

Open lesions - treatment should only be done on intact, healthy skin

Herpes I or II - within the treatment area, consumer should consult their Primary Care

Provider for medical evaluation and possible prophylaxis prior to treatment.

Tretinoin (Retin-A®, Renova®): although tretinoin use in the area to be treated is not

absolutely contraindicated, it is however, known to make skin more sensitive and prone to

exfoliation. Consumer is better advised to discontinue use of tretinoin and other skin

exfoliating products 2 weeks before and for the entire course of treatment.

Oral isotretinoin/Accutane - within the preceding 6 months. Accutane changes the

underlying structure of the skin, which may cause unreliable results. It may also increase

skin sensitivity to light.
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Warnings

e Palomar MediLux™ System is designed for treatment of intact skin only
Take special precautions when treating near the eye area. Do not use any MedilLux
handpiece within the limits of bony orbital area Always use eye protection, for yourself and
the consumer, during treatments.

e Should bleeding occur during treatment, discontinue use immediately and clean/disinfect the
handpiece, per manual Chapter 2.

Warning:
During hair removal procedure avoid treating over darkly pigmented lesions and tattoos
toe avoid skin damage and color change.

Every consumer should have test spots performed prior to treatment fto determine the
appropriate treatment setting and to evaluate tissue response. Test spots should be
performed in an area with skin pigment similar to that of the treatment area.

Do not use any cooling (CoolRoller, CoolSpray ice, gel packs, etc.) or topical anesthetics
when performing test spots.

Warning:

Prior to performing follow-up treatments verify that sun exposure or skin tanning
conditions have not changed since the last treatment. If consumer experienced sun
exposure or skin tanning re-administer test spots!

Test spots on dark skin must be administered a minimum of 24 hours prior to treatment.

Performing test spots at recommended preset fluence/pulse width settings, and properly
evaluating the tissue’s response prior to initiating treatment will help to determine the proper
treatment parameters for each site and reduce the risk of complications and undesirable side
effects.

Treatment parameters should be based on test spots appropriate to both the treatment site and

skin type of the consumer t¢ be &1

Parameters of treatment should be determined by a trained operator based on the results of the
test spots.
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Pre-Treatment Instructions
Warning:

e Prior to performing follow-up treatments verify that sun exposure or skin tanning
conditions have not changed since the last treatment. If consumer experienced sun
exposure, skin tanning, tanning beds, tanning creams or self-tanner re-administer
test spots!

Advise the consumer to:

¢ Discontinue use of sun-tanning bed and self-tanning cream 4 weeks before and
throughout the treatment course is recommended. This will reduce the chance of skin
color changes.

e Always use a SPF-30 or greater sunscreen on all exposed treatment areas, liberally
reapply throughout the iia.}f.
Wear protective, light-occluding hats and clothing.

e Discontinue use of exfolianting creams such as Retin-A and other skin exfoliating
s &

products 2 weeks prior to treatn

the entire treatment course.

e Refrain from tweezing, m‘zz;: St sis or other epilation methods for at
least 4 weeks prior to treatment and for the duration of treatments.
e Shave or trim excess hair during the course of treatment.

Operator Considerations:

e The area should be cleansed thoroughly before test spot administration and treatment

e The treatment area should be shaved or closely clipped before the first and any
subsequent treatments.

e Treatment areas prone to herpes outbreaks should not be treated until the consumer has
been evaluated by his/her Primary Care Provider and has received a course of pre-
treatment prophylactic antiviral therapy.

e Some consumers may require a topical anesthetic.

LuxRs Handpiece Fluence Chart

| Button | Fluence | Pulscwidth |
| babel | Wm0

] N 17 ? ( ‘
5 3 17 40
4 19 20

5 25 20

6 30 20

a 10 10

b 14 10
! 16 10

[able 6.5-2 Button Settings

B

3
*The effective fluence may be higher due to photon recycling, the wavelength range and the
spot size range.
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Performing Test Spots:

e Do not use any cooling (CoolRoller, CoolSpray, ice, gel packs, etc.) or topical anesthetics
when performing test spots.

The treatment area should be shaved or closely clipped prior to administering test spots.

The area should be cleansed thoroughly before test spot administration and treatment

The area should be free of makeup, ointment or hair clippings prior to treatment.

Apply Palomar Lotion to treatment area using gauze.

To perform test spots, place a provided pre-punched paper mask on the sapphire lens

(treatment window) directly on the treatment window. The use of a mask limits exposing a

large area for testing. Be certain that the hole in the mask is where you intend to place the

test spot on the skin.

e Start spot tests with the lowest setting listed in the Table 6.5.1 (A&B) corresponding to the

consumers skin type and increase slowly after checking for %% n side effects. If there is
evidence of darkening, blistering, deep reddening of the skin, or strong pain reduce the

ting, and re-test.

® & @ @ @

for

C}N

& Treatment (with mask removed) m med at settings below the threshol

adverse skin reactions as determine by test %pm‘s

Table 6.5.1 A. UN-TANNED Skin Test Spot Recommendations for LuxRs:

Skin Type |Starting settings for test spots | Maximum setting for | Evaluate Test Spot
in the following order test spot
L II I a,4,b,5 ¢ 6 30 min
v 3,a2,4,b ¢, 5 24-48 hrs
\4 1,2,3,a b, 4 24-48 hrs
p% | 1,2,3,a b, 4 24-48 hrs*

Table 6.5.1 B.
TANNED (Sun-exposed) Skin Test Spot Recommendations for LuxRs:

Skin Type |Starting settings for test spots | Maximum setting for | Evaluate Test Spot
in the following order ; test spot
I, 15 10 a.4.b.5,¢ 6 24-48 hrs
v a,4, b 5 24-4% hrs*
\Y 1,2,3,a b, 4 24-48 hrs
Vi 1,2, 3 a, 4 24-48 hrs*
Note:
The recommended maximum setting for treatment of any tanned consumer is 6.
In rare instances darkening of skin can be delayed up to 72 hours after fest spots are
administered.
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¢ To minimize epidermal damage and consumer discomfort the handpiece must be pre-cooled
with cryogen spray prior to performing test spots or treatment (see Chapter 6.1-9 for
Instructions for Use of Palomar CoolSpray ™).

e The handpiece is equipped with a temperature sensor that is located on both sides of the
distal end near the treatment window. Ata temperature ¢ bove 207 C the sensors display a
“bull’s eye” GREEN dot with a GREEN concentric ring (Fig. 6.1-6). When temperature of
the crystal in the handpiece drops below 20 C {E’z Sensor turns 502 ID GREEN (Fig. 6.1-7
When sensor displays the “bull’s eye” — it is time to re-cool the handpiece.

e It takes about 20 of I-second sprays of CoolSpray to lower the LuxRs treatment window to
20° C. Tt lasts for 20-30 consecutive shots before the handpiece needs re-cooling.

e [f there is a significant delay between »i“mfv 2-3 min) check color of the sensor and, if
necessary, re-cool before resuming tre:

s The margin of safety is signi

fe §"ﬂ‘ WWerature.

\,,/

a handmece that 15 at room

Check documentation of tes

Check for recent sun or taﬂnmg exposure.

Trim the area to be treated with a hair clipper, if necessary.

If topical anesthetic is used apply after the hair is clipped, it should be washed off prior to

treatment.

e Apply Palomar Lotion to treatment area using CoolRoller or gauze pads to spread the lotion
over the treatment area immediately prior to administering treatment.

e Apply CoolSpray chilled treatment window to the skin

e When treating darker skin types and/or using higher fluence settings it is necessary to cool

the treatment window more frequently, about every ‘;{}Qé} shots with Palomar CoolSpray

(see “Instruction for Cooling HandPiece” in the section 6.1 of this Chapter)

@ & @ @

NOTE: Prolonged application of CoolRoller or cold packs may provide greater comfort but
could reduce treatment efficacy due to overcooling. If consumer experiences discomfort, re-
cool the treatment window with CoolSprav and apply CoolRoller to skin for additional cooling.

¢ puses usTy laser wipes or

sepilavie i ~ o [ g e,
e Regularly clean the iens surface he handpiece everv 2 -

" svsterr aperation

NOTE: ings depend on skin type, hair color and test spot skin response. It is
recomme ﬁéb; that smy pulses be overlapped (25-30%) to ensure that effective energy I
delivered to the treatment site. The risk of injury to the skin from overlapping pulses is
minimal. Use the imprint of the treatment window on the skin as a guide in lining up
subsequent pulses.

e To assure delivery of the light energy to Iy light pressure to compress
skin and to force the b%@@d out of ﬁze skin ﬁm‘iﬁg treatment. This improves light

transmission and enhances delivery of light to the hair follicles.
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 to lower the temperature in the epidermis and provide partial
anesthesia. For this reason, it is imperative that the treatment window is chilled with CoolSpray
immediately prior to the MediLux treatment.

e Maintenance of firm, constant pressure of the handpiece against the skin is essential to
minimizing adverse effects.

e Since hair follicles typically grow at angles within the skin, it is possible to affect follicles
that are not directly in the beam’s apparent path at the skin surface. For this reason, it is
not advisable to use the Palomar MediLux™ System for shaping or sculpting precise
hair-bearing areas such as the eyebrows, etc.

s To help better visualize the treatment site and quic
missed during treatment, a direct light illamination is

e Treatment of large areas may be somewhat time consuming and tedious. For that reason, it
is strongly recommended that Palomar MediLux™ users take frequent breaks or limit the
length of each scheduled treatment session in order to minimize eye strain or fatigue.

Clinical Endpoints

There are no ideal clinical end points in hair removal with the MediLux System because
pre- and post-cooling of skin significantly reduces perifollicular edema and erythema.

Although the likelihood of tissue damage is low, observe for epidermal damage, such as
blistering, or whitening of the skin, if the fluence is too high the skin may look wrinkled or
whitish/gray in color as if it were touched to a hot surface, similar to what you would see
from a curling iron. If this occurs decrease preset power setting fluence. If blistering is
encountered, the fluence should be decreased until this reaction is no longer present. If
blistering occurs at even the lowest pulse width and fluence, that person should be excluded
from treatment
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Post-Treatment Instructions Hair Removal

e Using ice, CoolRoller, cold packs and/or a steroid cream immediately after treatment has
been found to minimize erythema and edema, and to provide comfort to the consumer.

e Provide the consumer with both verbal and written instructions including, but not limited to:

e Mild sunburn-like sensation is expected. This usually last 2-24 hours but can persist up to 72
hours.

s Apply cold gel packs or cool wet cloths to treatment areas for 15 minutes every 2-4 hours
until symptoms subside.

e Bathe or shower as usual. Treated areas may be temperature sensitive. Cool showers or
baths will offer relief.

e Avoid aggressive scrubbing and use of exfoliants, scrub brushes and loofa sponges until the
treatment area has remmed to its pretreatment condition

e Avoid sun exposure to treate ; a Sk
unavoidable. Sun avoida

¢ Appearance of hair gros

1ew hair growth, but the treated h X pung

e Hairs that were in the resting pha.@;c: at the Mme of tiedtment may enter th(. active phase in |
to 6 months depending on the body area.

e Follow-up treatment may be performed 2-12 week intervals or within 1-2 weeks of new hair
growth.

e Avoid shaving, waxing, swimming, hot tub/Jacuzzi, do not apply any cosmetics to the
treated area, and excessive exercise for 7 days after treatment or until redness resolves.

e If blistering occurs, apply antibiotic ointment to the area 2 times a day until healed.

s Do not pick or remove scabs or crusting, this will help decrease the chance of infection or
scarring.

e A non-steroidal anti-inflammatory such as acetaminophen will help reduce discomfort. Take
according to manufacturer’s recommendations.
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Performing tests spots at different preset fluence/pulse width settings and properly
evaluating the tissue’s response prior to initiating treatment will help determine the
proper treatment setting for each site and reduce the risk of complications and
unwanted side effects.

Possible side effects or complications that may arise from use of the Palomar MediLux™
System may include, but are not limited to:

® Blisters may sometimes occur. If a blister should form, it is important t©
recognize that it is generally intra-epidermal and will usually heal without
scarring. Blisters should be *rﬂ’*‘iz*fi conservatively with gentle cleansing and
application of a topical antibiotic ointment until é’ézsy have completely healed. If
blistering is encountered, the fluence/pulse width settings should be adj Me(i until
this reaction is no longer | ced. | 1 contact with the
skin’s surface before ;{;ﬁ‘éng the |

d. Be sure {0 mam

¢ Pigmentary changes, such as lightening or darkening of the skin, may occur. In
some consumers it may not be visible for 2 — 4 days after treatment. Most color
changes will resolve within 3-12 months.

e Discomfort during treatment sometimes occurs. Good pre-cooling used immediately
prior to treatment aids in minimizing consumer discomfort.

¢ Prolonged redness and swelling. Redness and swelling may occur immediately
following treatment. This resolves in few hours to a couple of days.

e Scarring. Scarring is very rare. Blisters may occur during or sometime after
treatment, but since they are intra-epidermal in nature, usually heal without scarring.

NOTE: These complications have been rated as both transient and minor and appear to
resolve spontaneously within several weeks or months after treatment.
The%e side effecfs are rare zmd can be minimized by following established pre-treatment

o

last a EC\R mnm to 3- 4 days or longer %mnwi anges ‘§;gh* or CMER wpma on the skins
lasting 1-6 months or .:«zz‘:jez" may occur. In add.zm}m freckles may lighten and/or
temporaril disappear in tmatctd areas. Other potential risks include
blist o, itching, pain, bruising, skin blanching, burns, infection, scabbing,
scarring, W’dimg? am‘ failure to achieve the desired result. Intense light can cause eye
injury and protective eyewear must be worn during treatment. Serious complications are
rare, but possible.

Be sure to observe all precautions described in Chapter 2: Safety, of this
manual, and Chapter 5 system operation.
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Chapter 6.6 LuxB HandPiece

LuxB handpiece is recommended for treatment of benign pigmented lesions and vascular lesions
(e.g., telangiectasia, rosacea, port-wine stain, hemangioma, spider veins etc.) in consumers with
skin type I-III only.

Prior to treatment you must have the consumer read and sign the Informed Consent Form,
exclusion criteria and pre and post treatment instructions.(See samples in Chapter 6.1)

It is required to use Palomar cryogen CoolSpray ™ when treating with the
LuxB handpiece.

Consumer Selection

The practitioner must carefully screen all potential candidates for treatment. Screening includ

I
(”D

po
[

but s not himited o

Physical assessment to establish skin type and nature of pigmented lesion:

e The light is absorbed in hemoglobin, melanin and other normal chromophores. Therefore it is
important to assess the content of the melanin in the normal epidermis determine the
consumer’s skin type and in the benign pigmented lesion to insure proper treatment setting
selections and to avoid unnecessary damage of the epidermis.

¢ Verify the consumer has had no unprotected sun exposure, that is the consumer wore
protective clothing or used a SPF-30 or greater sunscreen in the areas to be treated for the
past 4 weeks. Suntan constitutes increased concentration of melanin in the skin and will get
lighter from the treatment.

e The Fitzpatrick Scale for skin typing or a modified Fitzpatrick Scale is most often used for
skin type classification. The MediLux System with the LuxB handpiece is safe for use in skin
types I-IV. The Skin type worksheet on page 6.1-9 should be used to assist in skin type
determination.

Prior to initiation of any treatment, the pigmented lesions in question must be correctly
identified by a physician to be benign and be recommended for laser or lamp-based device
freatment

ft 1s very zmpoﬁzmz y have an accurate diagnosis of the brown spots considered for
treatment prior to actual treatment. zuu,umtu diagnosis and inadvertent treatment of a skin
cancer may lead to the delay in the consumer receiving proper medical care.

¢ The mechanism of removal of benign pigmented lesions by the MediLux § i
based upon selective destruction of melanocytes and melanosome-containing epidermal
keratinocytes. Their destruction is associated with some crusting and epsés:?mai
damage, which usually resolves within a one-to-two-week period.

¢ The mechanism of removal of vascular lesions by the MedilLux System is based on selective
coagulation of abnormal vessels. Use of topical anesthetic cream is not recommended for
treatment of vascular lesions because it may cause vasoconstriction (blanching of blood
vessels) and minimize effectiveness of freatment.

m\{
\w @
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Medical History

After a consumer has met necessary criteria for treatment a pertinent medical history should be
obtained to satisfy any exclusion criteria.

Consumer exclusion criteria to light therapy includes but is not limited to:

@

Unprotected sun exposure or use of tanning beds or creams. If the consumer has had
unprotected sun exposure in the areas to be treated in the last 4 weeks you must determine
appropriate treatment method by performing test spots before treating and waiting 24 hours
before treating. Protected sun exposure means wearing of protective clothing or use of a SPF
# 30 or greater sunscreen.
Pregnancy- there is no evidence at this time of fetal harm fz‘ »ym a light-based system, ihe
results of the treatment may be erratic/unreliable due to fluctuations in hormonal levels and
changes in physiological conditions

o

n known t rer a seizure.
Medications- both prescription and non- p'mmphm Be sure to mdmm herbal and natural
remedies as some may cause photosensitivity. Consumer should not be taking Accutane, anti-
coagulants or St. John’s wort. For patients taking a photosensitizing medication perform test
spots 24 hours before treatment

History of keloid and hypertrophic scar formation - although scarring is rare, picking or
pulling off of scabs or crusting can result in scarring. For this reason it is recommended to
exclude from the treatment consumers with known tendency to form keloid or hypertrophic
scars

Active infections/Immunosuppression - Active infections and immunosuppression
compromise the healing ability of the body. Reschedule the consumer when infection is
cleared. '

Open lesions - treatment should only be done on intact, healthy skin.

Herpes I or I1 - within the treatment area, consumer should consult their Primary Care
Provider for medical ev:iiua?ifm zmd possible prophylaxis prior to treatment.

Tretinoin (Refin- A%, Renova®): althous gh tretinoin use in the area to be treated is not
absolutelv contramdicated 1t 18 i,i‘%c, ver known tc. make skin more senstitve and prone t

¥oOLASEE

Consume etter ¢ 0 d15Co e of tretinom ¢
exfoliating products Z weeks before and during the course of treatment

Oral isotretinoin/A ’““”iiiﬁ& within the }“)1”@‘(}6“(11!”10‘ 6 months. Accutane changes the
underlying structure of the skin, which may cause unreliable results. It may also increase

skin sensith
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Warnings

e Palomar MediLux™ System is designed for treatment of intact skin only.

e Take special pre wiion@ when treating near the eye area. Do not use any MediLux handpiece
within the limits of bony orbital area Always use eye protection, for yourself and the
consumer, during treatments.

e Should bleeding occur during treatment, discontinue use immediately and clean/disinfect the
handpiece, per manual Chapter 2.

Prior to performing follow-up treatments verify that sun exposure or skin tanning
conditions have not changed since the last treatment. If consumer experienced sun
exposure or tanning delay follow-up treatment for a few weeks.

@ﬁr’ o treatments the LuxB handpiece will likely remove hair. Consumers should be
gémmé of the possibility of coincidental hair loss when treating pigmented or vascalar
lesions in hair bearing areas.

Every consumer must have test spots performed prior to treatment to determine the
appropriate treatment setting and to evaluate tissue response. Test spots should be
performed in an area with skin pigment similar to that of the treatment area.

Warning:

Prior to performing follow-up treatments verify that sun exposure or skin tanning
conditions have not changed since the last treatment. If consumer experienced sun
exposure or skin tanning re-administer test spots!

Test spots on dark skin must be administered a minimum of 24 hours prior to treatment.

e Performing test spots at recommended preset fluence/pulse width settings, and properly
evaluating the tissue’s response prior to initiating treatment will help to determine the proper
treatment parameters for each site and reduce the risk of complications and undesirable side
effects

¥ PR T T | e et e TP TRERE TYET O Yo oo ¥ ! g sy § P
® reatmen pararielers 87 ., . N SASCU T eSS SPOLS app orad boil Jhe aeataen® site and

skin type of the consumer - be treated

e Parameters of
the test spots

eatment should be determined by a trained operator based on the results of
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Pre-Treatment Instructions

Prior

spots!

@

Warning:
to performing follow-up treatments verify that sun exposure or skin tanning

conditions have not changed since the last treatment. If consumer experienced sun
exposure, skin tanning, tanning beds, tanning creams or self-tanner re-administer test

Advise the consumer {o:

Discontinue sun tanning, use of sun-tanning beds and self-tanning cream 4 weeks before
and throughout the treatment course is recommended. This will reduce the chance of skin
color changes and development of new lesions.

Always use a SPF-30 or greater sunscreen on all exposed treatment areas; liberally re-
Lsm}iv throughout the day.
Wear ective. light-oc

ding hats < and g%@f?}i{;(:

Dgscsmmﬁe use of e §ww creams such as Retin-A and other skin exfoliating products
2 weeks prior to treatment.

Operator considerations:

e & ¢

Shave or clip the treatment area if necessary prior to treatment.
The area should be cleansed thoroughly before test spot administration and treatment
Treatment areas prone to herpes outbreaks should not be treated until the consumer has been

evaluated by his/her Primary Care Provider and has received a course of pre-treatment
prophylactic antiviral therapy.

e Topical anesthetics are not recommended for treatment of vascular lesions because of
potential vasoconstriction that renders treatment less effective.

e Test spots should be performed immediately prior to treatment.

LuxB Handpiece Fluence {,hari

i gﬁ@g L theﬁ{:e . ?ﬁis&: Wlﬁﬂ’} v}
 Label en) | ws |
Senmg.&; |
i g 27 | 100
2 27 60 |
3 30 | a0
1 Az 20
5 37 20
6 45 20
a 19 10
b 22 10
c 24 10
Table 6.6-1 Button Settings
*The effective fluence may be higher due to photon recycling, the wavelengt th range and the spot
size range.
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Performing Test Spots:
Benign Pigmented Lesions:

Treatment of benign pigmented lesions cannot be accomplished without producing some

epidermal damage. Accordingly, test spots must be administered near the trec tttm‘-m site using

buttons #4, 5 or 6, starting with button #4. The desired result (clinical end point) 1 the test

spot and treatment should be the darkening of the pigmented lesion with mzmnmz or no reaction

in the normal skin. It is recommended to wait 30-45 mzrzutm after administering test spots before

assessing the epidermal response and effectiveness of the setting.

e The area should be cleansed thoroughly before test spot administration and treatment

e Apply Palomar Lotion to the test area using gauze.

e Pre-cool handpiece according to the “Instructions for Cooling HandPiece with the Palomar
eryogen CoolSpray ™ (Chapter 6.1-9).

e Administer test spots beginning with lowest fluence and move up. If ¢
severe skin reaction is observed — blistering, grayi blation, etc

int immediate,

& fenly
ue esiing

1ge f! e ﬂ nee i 3 H éé{%{?ﬁ. §€

this occurs at button #4 this cons €1 Si i &) i testing and treatment.

i

Vascular Lesions:

Treatment of vascular lesions cannot be accomplished without producing some epidermal
damage. Accordingly, test spots using buttons #5 and 6 must be administered near the treatment
site. The desired result (clinical end point) from the test spots should be the closure of the visible
vessel with minimal reaction in the normal skin. In treating vascular lesions one must exercise
special care not to apply pressure to the treatment site for fear of blanching vessels. Topical
anesthetic cream for the treatment of vascular lesions is not recommended because it tends to
blanch the vessels.

s Shave or clip the treatment area if necessary prior to administering test spots.

e The area should be cleansed thoroughly before test spot administration and treatment

e Applv Palomar Lotion o the area

¢ Pre-cool handpiece
Palomar cvyogen :

e Test spots are performed ;m mari:y to evaiuate the effectiveness of seiected setting 1n treating
vascular condition. The desired result (end point) from the test spot treatment should be the
visible closure or distinct color change of vessel.

e Administer test spots beginning with lower fluence and move up. If at any point ‘é*“zzww@i%zz%&
severe skin reaction is observed — blistering, graying, ablation, etc., — discontinue testing
bec&u% fhe fluence 1s too high for this particular skin type and dermato i‘g cal umdfxzf n.
this occurs at button #5 this consumer should be excluded Ew testing amé tr

It is recommended to wait 15-20 m%ﬁizié‘ﬁ ifter administering test

epidermal response and effectiveness of setting.

ons for

for Tooling HandPiece with the

m
o
=
=
=
&
=
=

s
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Treatment Recommendations (Benign pigmented and vascular lesions)

Treatment of benign pigmented lesions and vascular lesions cannot be accomplished without
producing some epidermal damage. Best results in treating pigmented lesions are achieved with
buttons 4-6 and vascular pathology with buttons 5-6. Test spots must be administered near the
treatment site. The desired result (cnd pmni} rom the test spot treatment should be the
darkening of the pigmented lesion or visible closure or distinct color change of the vessel with
minimal reaction in the normal skin. E{ 18 rmammmém to wait 15-45 minutes after
administering test spots before assessing the epidermal response and effectiveness of the setting.

e To minimize epidermal damage and consumer discomfort the handpiece must be pre-cooled
with cryogen spray prior to performing test spots or treatment (see Chapter 6.1-9 for
Instructions for Use of Palomar cryogen CoolSpray ™),

e The handpiece is equipped with a %uﬂpuawz: sensor that is |
distal end near the treatment wing At roor
dot with a GREEN concentric ring (
handpiece drops below 5° C g ;

e It takes about 10 of 1-second sprays of cryogen to k;wer the LuxB treatment window to 5° C.
It lasts for 5-7 consecutive shots before the handpiece needs re-cooling.

e If there is a significant delay between shots (2-3 min) check color of the sensor and, if
necessary, re-cool before resuming treatment.

e The margin of safety is significantly reduced when treating with the handpiece at room
temperature.

Note: Treatment window must be clean and free from debris and lotion for effective

cooling with cryogen spray.

Benign Pigmented Lesions:

Treatment of benign pigmented lesions cannot be accomplished without producing some
epidermal damage. Accordingly, treat at the lowest setting based on the test spots. The desired
result (clinical end point) from treatment should be the darkening of the pigmented lesion with
minimal or no reaction in the normal skin. It is recommended to wait 30-45 minutes after
administering test SpGiQ beﬂ}re assessing the epidermal response and effectiveness Gf setting

T

The area should be

ind treatment

®

&

Apply Paroruar Lotion w the tes, area.

e Pre-cool handpiece according to the “Instructions for Cooling HandPiece with CoolSpray”™

Cha;}w 6.1-10).

e Adminis eginning with the lowest fluence and move up. If at any point
smzm?ézzz{e:% severe skin reaction is observed — blistering, graying, ablation, etc., — discontinue
testing because the fluence is too high for this particular skin type and dermatological

condition.
i is recommended (o wait 30-45 minutes aft
epidermal response and effectiveness of setting.

ter administe ring

st

e Lesions may vary in size from a few millimeters to more than | cm across.
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e Decide on the %z‘se% ment approach whether to:

— Treat the entire area of skin containing the lesions (Caution: suntan or solar bronzing
will also % §f ected by the treatment and may result in lighter patches of skin in the
shape of the treatment window.

— or Treat the lesions only

e If the entire area of the skin containing the lesions is going to be treated make sure the
selected fluence is safe for surrounding non-pigmented skin.

s If the lesions are to be treated individually use the Palomar test spot mask and apphf directly
over the lesion being sure the lesion is visible through the mask hole. Apply Palomar Lotion
to the area, align the opening in the mask with the lesion and bring the treatment window in
firm contact with the skin. For best results button #4 is recommended for dark brown/black
lentigines and button #5 for all others.

¢ The area should be cleansed thoroughly before

e Apply Palomar Lotion to the area using Cooll

e Pre-cool handpiece accordi ith the I
CoolSpray” (Chapter 6.1-10)

e Bring treatment window in contact with the skin applying gentle pressure and begin

nd treatment

treatment.

e Immediately after the treatment, there is a slight darkening of some lesions and melasma. In
other cases (with lighter lesions), there may be no immediate reaction at all. The area
surrounding the lesion may turn red. The lesion may elevate and appear swollen. These are
all expected outcomes and resolve in 14-21 days.

e Within 2-3 minutes, usually there is mild to moderate redness around the lesions, suggesting
a selective effect on focal areas of darker skin.

e Some cases and/or conditions may require multiple treatments.

Vascular Lesions:

Treatment of vascular lesions cannot be accomplished without producing some epidermal
damage. Accordingly, treat at the lowest setting based on the test spots. The desired result
(clinical end point) ff{}m the treatment should be the visible closure of the vessel with minimal
reaction in the norma' skir. in treat*ng vascular iesions exercise spec-a‘ care nof e apply

> 1o the freatment §.14¢ not

recommended as for the treavmie. o ascwar es rs becawse Ttends t hanchthe esses
Treatment of vessels typicatly requires high fluences. Most frequently treatment wul be
performed at highest settings: buttons # 5 & 6.

e The area should be cleansed thoroughly before test spot administration and treatment
e Apply Palomar Lotion to the area using CoolRo %3 1 or gauze pads.

e Pre-cool handpiece according with the “Instructions for Use of Palomar cryogen

Cool y 77 (Chapter 6.1-10).

e Test spots are performed primarily to evaluate the effectiveness of selected setting in treating
rascular condition. The desired result (end point) from the test spot treatment should be the
visible closure or distinct color change of vessel.

(?}
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y wait 15-20 minutes after ad

emdct r;w? response and effectiveness of setting.

e Pre-cool handpiece according with the “Instructions for Use of Palomar cryogen
CoolSpray ™ (Chapter 6.1-10).

= Bring treatment window in contact with the skin without applying any pressure and begin
treatment.

e Vessels undergo immedi ate graying or blanching. In some cases, only a slight purplish
change is noted. Vessels either fully or partially resolve in about 10-14 days; areas of
diffuse flushing graéu&i%y i"adﬁ Emwmg skin with normal appearance.

e Some cases and/or conditions may require multiple treatments.

e If at any point immediate severe skin reaction is observed — blistering, graying, ablation, efc.,
— discontinue testing because the fluence is too high for this particular skin type and
dermatological condition. If this occurs at button #7

freatment.

this consumer should be excluded from
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Post-Treatment Instructions

»

@

Benign Pigmented Lesions

A mild sunburn-like sensation is expected. This usually last 2-24 hours but can persist up to
72 hours. Mild swelling and/or redness may accompany this, which usually resolves in 2-3
days. In some cases, prolonged redness or blistering may occur.
The lesion may initially look raised and/or darker with a reddened perimeter. Apply cool/ice
compresses to treatment areas for 10-15 minutes every hour for %Eae next 4 hours, as needed.
The treated area can be gently cleansed and topical bactericidal ointment may be applied if
needed.

The lesion will gradually turn darker over the next 24-48 hour
even black

The lesion will progress to <:ca%“z%ff::fa‘w;%%mf and wil
Do not pick, scratch or removes scabs. This will prevent :
The lesion is usually It wil over the next 6-8 weeks.

H i} v s
Until redness |

e Applying cosmetics on or near m,diw areas

e Sw1mmm& especially in pools with chemical/chlorine

¢ Hot tubs and Jacuzzis

e Activities that cause excessive perspiration
Avoid sun exposure to treated areas. Apply a sunscreen with SPF 30 or greater daily to sun-
exposed skin between treatments and 4-6 weeks after treatment.

Vascular Lesions:
A mild sunburn-like sensation is expected. This usually last 2-24 hours but can persist up to
72 hours. Mild swelling and/or redness may accompany this, w%nch usually resolves in 2-3
days. In some cases, prolonged redness, blistering or crusting may occur.
Apply cool/ice compresses to treatment areas for 10-15 minutes every hour for the next 4
hsar& as needed.
The treated area can be gently ¢

needed.
The vessess undergo .mme
change is noted  Vesseis
diffuse flushing graduahy mdz_ /,_aww skin with normar appmi ance
Repeat treatments may be performed every 7-10 days if skin condition warrants
Do not pick. scratch or removes scabs. This will prevent unwanted side effects.
Until redness has c<m‘1;‘}i<-3%;<->3\f resolved avoid all of the following:

e Applying cosmetics on or near treated areas

¢ Swimming, especially in pools with chemical/chlorine

ix ;au.ikh.ﬁixw e

¢ Hot tubs and Jacuzzis
Activities that cause excessive perspiration
Avoid sun exposure to treated areas.
Apply a sunscreen with SPF 30 or greater daily to sun-exposed skin.
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Side Effects/Risks

Performing tests spots at different preset fluence/pulse width settings and properly evaluating the
tissue’s response prior to initiating treatment will help determine the proper treatment setting for
each site and reduce the risk of complications and unwanted side effects.

Possible side effects or complications that may arise from use of the Palomar MediLux™ System
may include, but are not limited to:

¢ Blisters may sometimes occur. If a blister should form, it is important to recognize that it is
generally intra-epidermal and will usually heal without scarring. Blisters should be treated
conservatively with gentle cleansing and application of a topical antibiotic ointment if needed
until they have completely healed. If blistering is encountered, the fluence/pulse width
settings should be adjusted until this reaction is no longer produced.

e Pigy "iiﬁiaﬂ- s%aasgg,} @w:?; ‘z‘, i
consumers it may not be

e Discomfort during treatment sometimes occurs. Good pre-cooling used immediately prior to
treatment aids in minimizing consumer discomfort.

e Prolonged redness and swelling. Redness and swelling may occur immediately following
treatment. This resolves in few hours or a couple of days.

e Scarring. Scarring is very rare. Blisters may occur during or sometime after treatment. They
are intra-epidermal in nature, usually heal without scarring.

s NOTE: These complications have been rated as both transient and minor and appear to
resolve spontaneously within several weeks or months after treatment.
These side effects are rare and can be minimized by following established pre-treatment
and post-treatment protocols and using proper techniques.

Common side effects include temporary redness and mild "sunburn” like effects that may last a
few hours to 3-4 d&‘y’s or longer ?1gmtm changes tlight or dark spots on the %m‘ ‘zstmg 1-6
months or .onger v In addinon freckles mav highter andr~r tem S 1T gg;g“

o~

disappear in treated are: e iS4
likelihood of hair removas in those areas treated. Other ;wic ntiai risks include ?rimmman crusting

itching, pain, hzmxm” %%:‘n blanching, hum‘m, infection, scabbing, scarring, swelling, and failure

to achieve the desired result. Intense light can cause eye injury and protective eyewear must be
worn during treatment. Serious complications are rare, but possible.

Be sure to observe all precautions described in Chapter 2: Safety, of this manual,
and ﬁsﬁp%;‘ 5 system operation.
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Chapter 6.7 - LuxV Hand-Piece

LuxV hand-piece is recommended for treatment of benign pigmented lesions and hair removal in
consumers with skin type I-III.

Prior to treatment you must have the consumer read and sign the Informed Consent Form, exclusion
criteria and pre and post treatment instructions. (See samples Chapter 6.1)

It is required to use Palomar cryogen CoolSpray ™ when performing treatment
with the LuxV hand-piece.

CoolRoller, Palomar Lotion and CoolSpray must be used when treating with
buttons a,b,c, 4,5,6.

Consumer Selection

potential candidates for treatment. Screening includes,

%“m is not i%“ﬁé?éé ta:

Physical assessment to establish hair color and skin type:

e The light is absorbed in hemoglobin, melanin and other normal chromophores. Therefore it is
important to assess the content of the melanin in the epidermis determine the consumer’s skin
type and hair before any treatment to ensure proper treatment setting selections and to avoid
potential thermal damage of the epidermis.

e Verify the consumer has had no unprotected sun exposure, that the consumer wore protective
clothing or used a SPF-30 or higher sunscreen in the areas to be treated for the past 4 weeks .
Suntan constitutes increased concentration of melanin in the skin and will get lighter from the
treatment. See page 6.7-5 for Test Spot Recommendations.

e The Fitzpatrick Scale for skin typing or a modified Fitzpatrick Scale is most often used for
skin type classification. The MediLux System with the LuxV hand-piece is safe for use in
skin types I-TII.  The Skin type worksheet page 6.1-9 Chapter 6 should be used to assist in
skin type determination.

ST

Prior to initiation of treatment all pigmented le

741 1ust be ¢ fe;"rﬁ{’?ﬁ ;gfﬂ;ﬁfgf’gif by a
physician to be benign and be /

regiment.

It is very important to have an accurate diagnosis of the brown spots considered for treatment
ment. Inaccurate diagnosis and muiwwztcm treatment of a skin cancer may

E?“i;‘ to actual

lead to a delay in the consumer receiving proper medical care.

e The mechanism of pigmented lesion removal by the MedilLux System is based upon
selective destruction of melanocytes and melanosome-containing epidermal
keratinocytes. Their destruction is associated with some crusting and epidermal
damage, which usually resolves within a one-to-two-week period.

Chapter 6 P/N 1100-0008 6.7 rev A 6.7-1




s Manual

Medical History

After a consumer

-
e
joney
o
p—
-
[e>

has met necessary criteria for treatment a pertinent medical history sho

obtained to satisfy any exclusion criteria.

Consumer exclusion criteria to light therapy includes but is not limited to:

L

Unprotected sun exposure or use of tanning beds or creams. If consumer has ha
unprotected sun exposure in the areas to be treated in the last 4 weeks you must determine
appropriate treatment method using the test spot tables and wait 24 hours prior to treating.
Protecied sun exposure means wearing of protective clothing or use of a SPF # 30 or greater
sunscreen.

‘%&i}ﬁ% in gfm %‘GEGC’}L it ¢
Menstrual

medical treatment. These consumers
process that may respond to medical treatment.

Use of mechanical epilation -less than 6 weeks prior to treatment for hair removal. This
includes plucking, waxing, tweezing, electrolysis or sugaring

Allergies — Confirm with consumer any allergies to medications, latex, foods or other
substances.

History of seizures —Flashing lights have been known to trigger a seizure.

Mediecations- both prescription and non-prescription. Be sure to include herbal and natural
remedies as some may cause photosensitivity. Consumer should not be taking Accutane, anti-
coagulants or St. John’s wort. For patients taking a photosensitizing medication perform test
spots 24 hours before treatment

History of keloid and hypertrophic scar formation - although scarring is rare, picking or
pulling off of scabs or crusting can result in scarring. For this reason it is recommended to
exclude from the treatment consumers with known tendency to form keloid or hypertrophic
scars

i&eiﬂemfestwnsﬁmmum}sz%g}gﬁ*%wm Active *aﬁecﬁéwm and immunosuppression
compromise the hea:ing abuity - f the hody z«? scheduie the consamer wher mfectio™ s
cleared

Open lesions - treatment should onty be done on ntact, healthy skin

Herpes I or II - within the treatment area, consumer should consult their Primary Care

Provider for medical evaluation and possible prophylaxis prior to treatment.

Tretinoin (Retin-A®, Renova®): although tretinoin use in the area to be treated is not

absolutely mmz‘amdzcated it is however, known to make skin more sensitive and prone to
H@ iation. Cs mer is hute; ad\:zmd to discontinue use of tretinoin and other skin

e COUrse rz% fre

Oral zs@ir’ei‘iﬁé}iﬁf %ai&%&ﬁﬁﬁ - within the preceding
underlying structure of the skin, which may cause unreliable results.
skin sensitivity to light.

S e £
g O Mol ;E;m
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Warnings

e Palomar MediLux™ System is designed for treatment of intact skin only

e Take special precautions when treating near the eye area. Do not use any MediLux handpiece
within the limits of bony orbital area Always use eye protection, for yourself and the consumer,
during treatments

e Should bleeding occur during treatment, discontinue use immediately and clean/disinfect the
hand-piece, per manual Chapter 2.

Warning:
During hair removal procedure avoid treating over darkly pigmented lesions and tattoos to
avoid skin damage and color change.

snsumer should ha
%’%‘??E’”i‘%}?i&;{‘ treatment setin o ey
performed in an area with skin g@ag ment sim
Do not use any cooling (CoolSpray, CoolRoller, ice, gei packﬁ, etc.} or &{)mca% anesthetics
when performing test spots.

*f“"%‘

Warning:

Prior to performing follow-up treatments verify that sun exposure or skin tanning conditions
have not changed since the last treatment. If consumer experienced sun exposure or skin
tanning re-administer test spots!

Test spots on dark skin must be administered a minimum of 24 hours prior to treatment.

e Performing test spots at recommended preset fluence/pulse width settings, and properly
evaluating the tissue’s response prior to initiating treatment will help to determine the proper
treatment parameters for each site and reduce the risk of complications and undesirable side
effects.

e Treatment parameters should be based on test spots appropriate to both the treatment site and
skin type »f the consumer t¢ be treated.

e Parameters of treatment shouws be determuned by a trainea vperator based on e resuits of the
test spofts.

comfortable hair removal treatment method. This treatment n

PhotoEpila
ie

provide (mg term to permanent reduction of hair.

I

e alternative to waxing. This method of treatment

FOLLAEOR
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Pre-Treatment Recommendations

Hair Removal and Benign Pigmented Lesions
Warning:

s Prior to performing follow-up treatments verify that sun exposure or skin tanning
conditions have not changed since the last €rea§;mem if consumer experienced sun
exposure, skin tanning, tanning beds, tanning creams or self-tanner re-administer test
spots!

Inform the consumer to:

s Discontinue sun tanning and the use of tanning beds and self-tanning creams 4 weeks
before and throughout the treatment course. This will reduce the chance of skin color
changes, and development of new lesions.

s Always use a SPF-30 or greater sunscreen on all exposed treatment areas and re-apply
every 2 hours throughout the day.

e Wear protective, light-occludi

TN it T1em F It ¢ e crrebe oo Zaiie. A sl il clein evinliating nradnete s}
@ Discontinue use of exfoliating creams such as Kelin-A and other skin e u&)x&di%ﬁ},& Q;ivéuwx i

weeks prior to and during the entir

treatn

e Refrain from tweezing, waxing, sugaring, electrolysis or other epilation methods for at least
4 weeks prior to treatment and for the duration of treatments.

e Shave or trim excess hair during the course of treatment.

Operator considerations:

e The area should be cleansed thoroughly before test spot administration and treatment

e The treatment area should be shaved or closely clipped before the first and any subsequent
treatments.

e Treatment areas prone to herpes outbreaks should not be treated until the consumer has
been evaluated by his/her Primary Care Provider and has received a course of pre-treatment
prophylactic antiviral therapy.

e Some consumers may require a topical anesthetic.

1

LuxV handpiece thmw chart
E Button i Fluence*(J/em™) | Puls se width |

i Label | (ms)
' P m?a Epilation™ %%zzﬂw
i 9 , 100
2 ‘ 66
3 § : 40
4 13 20
5 5 20
6 18 20
Photowaxing™ Settings
a 8 10
b 9 10
C 10 16

Table 6.7-2 Bution Setn %;5
*The effective fluence may be higher due to photon recycling, the wavelength range and the spot
size range.
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Performing Test Spots:

@

™ Syster Operator’s Manual

el

ﬁ

Do not use any cooling (CoolSpray, CoolRoller, ice, gel packs. etc.) or topical anesthetics
when performing test xpO{%

The treatment area should be shaved or closely clipped prior to administering test spots.

The area should be cleansed thoroughly before test spot administration and treatment.

Apply Palomar Lotion to treatment area using gauze.

To perform test spots, place a Palomar test spot paper mask on the sapphire lens (treatment
window). The use of a mask limits exposing a mz ge area for testing. Be certain that the hole in
the mask is where you intend to place the test spot on the skin.

Start spot tests with the lowest %e‘zmw imfsci in the table 6.7.1(A) corre s‘;g@ndmg to the
consumers skin type and increase sl ing for skin side effects. If there is
evidence of darkening. blistering, {}ifssp reddening of the skin. or stro pum lower the setting,
and re-test.

'ty after checki

Treatment (with the mask rem be performed at setti w the threshold for

adverse skin reactions as

Table 6.7.1 A. UN-TANNED Skin Spot Test Recommendations: LuxV

Skin Type |Starting settings for test spots | Maximum setting for | Evaluate Test Spot
In the following order test spots
LI, a, b,¢e1,2,3,4,5 6 30 min
511 a b,c, 1,2,3,4 5 30 min
v Treatment not recommended Not applicable
\ Treatment not recommended Not applicable
Vi Treatment not recommended Not applicable i
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it Instructions

Hair Removal:

¢ Check documentation of test spot treatment parameters.

e Check for recent sun or tanning exposure, and re-administer test spots, if necessary.

e Trim the area to b treated with a hair clipper, if necessary.

e If topical anesthetic is used apply after the hair is clipped, it should be washed off prior to
treatment.

e To minimize epidermal damage and consumer discomfort the hand-piece must be pre-cooled
with cryogen spray prior to treatment (see Chapter 6.1-9 for Instructions for Use of Palomar
cryogen Caengfray ™y
s Use CoolRoller for buttons 1.2,3 and CoolRoller and CoolSpr:

4.5.6
e Ap ; oly ?&%em&r LGEEGE &} ?ﬁ@&ﬁ area. Use gauze or the CoolRoller to spread the lotion over

with buttons a.b.c and

) % & inches, 4 x 4 inches or smaller area

NOTE: Prolonged application of CoolRoller or cold packs may provide greater comfort but could
reduce treatment efficacy due to overcooling. If consumer experiences discomfort, re-apply
CoolRoller.

e Regularly clean the lens surface of the hand-piece (every 20-30 pulses) using Palomar wipes or
other soft moist cloth.
e Follow Chapter 5 for system operation.

NOTE: The system settings depend on skin type, hair color and test spot skin response. Itis
recommended that the pulses be overlapped (25-30%) to ensure that effective energy is delivered
to the treatment site. The risk of injury to the skin from overlapping pulses is minimal. Use the
imprint of the treatment window on the skin as a guide in lining up subsequent pulses.

e To assure delivery of the light energy to the proper depth apply light pressure to compress the

o

skin and tc force the blood out uf the «;E«m during treatment. This improves light transmission

i enh ancey

PRTr=es
S ennances \E‘Q IVETY

NOTE: Sl‘\m cox
zmmthe«;w
treatment §

ssary to lower the temperature in the epidermis and provide partial
1, it is imperative that the CoolRoller or ice pack is applied over the
ly prior to the MedilLux treatment.

/-«»
v»—-‘
=g
)‘?
f
-
&
-~
»]

onstant pressure of the hand-piece against the skin is essential to

e Since hair follicles typically grow at angles within the skin, it is possible to affect follicles that
are not directly in the beam’s apparent | ﬁdﬁi at the skin surface. For ‘iim reason, it is not
advisable to use the Palomar MediLux™ System for shaping or sculpting precise hair-
bearing areas such as the eyebrows, efc.
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To help better visualize the treatment site and quickly look for areas that may have been

e
missed during Ez‘@zzf%‘mﬁn& a direct light illumination is helpful.
Treatment of large areas may be somewhat time consuming and tedious. Poz' that reason, it is
strongly recommended that Palomar Medilux users take frequent breaks or limit the length of
each scheduled treatment session in order to minimize eye strain or Eai%igié‘.

Clinical Endpoints

There are no ideal clinical end points in hair removal with the MediLux System because pre-
and post-cooling of skin significantly reduces perifollicular edema and erythema.

fermal damage. such as
mique is used the

o a hot surface, similar to

damage is

fow, observe for epic

blistering or whitening o

:

skin may look wrinkle ;
what you would see fi a curling iron. If this occurs decrease preset power seftting fluence
and ensure firm co ‘% hand-piece against th

stant pressure e skin. If blistering is
encountered, the fluence should be decreased until this reaction is no longer present. If
blistering occurs at even the lowest pulse width and fluence, that person should be excluded
from treatment.

Benign Pigmented Lesions

Benign pigmented lesions vary in size from a few millimeters to more than 1 cm across.

The area should be cleansed thoroughly before test spot administration and treatment

Decide on the treatment approach:

— Treat the entire area of skin containing lesions (Caution: Suntan or solar bronzing will be
affected by the treatment and may result in lighter patches of skin in the shape of the
treatment window), or

—  Treat the lesions only

If the entire area of the skin containing lesions 1s te be treated be sure the selected fluence does

urrounding non-pigmented

iafions for fest

not exceed the recomn
skin

If the lesions are to be treated individually place a provided pre punched paper mask shightly
larger é:mn the size of the lesion and apply it to the treatment window or use the plastic mask.
Apply Paloma n to the area, align the opening in the mask with the lesion and bring fh;
treatment umé{ f

O
in firm contact with the skin. For best results button #5 is recommended for
dark brown/black lentigines and button #6 for all i}'{hﬂ‘.‘%. Immediately after treatment me
lesions may turn Gaﬁ«:er in color. The area surrou esion may turn red. The lesion may
vate and appear s\ ‘%“ T

1. These are 10d

-y Iy i
solve im 7
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Post-Treatment Instructions
Hair Removal:

e Using ice, CoolRoller, cold packs and/or a steroid cream immediately after treatment has been
found to minimize erythema and edema, and to provide comfort to the consumer.

e Provide the consumer with both verbal and written instructions including, but not limited to:
Mild sunburn-like sensation is expected. This usually lasts 2-24 hours but can persist up to 72
hours.

e Apply cold gel packs or cool wet cloths to the treatment areas for 15 minutes every 2-4 hours
until symptoms subside.

e Bathe or shower as usual. Treated areas may be temperature sensitive. Cool showers or baths
will offer relief.

e Avoid aggressive scrubbing and use of

xfoliants, scrub brushes and loofa sponges until the

treatment area has ;‘eit}meﬁ to its pretreatment condition

anning beds and self-tanning
Sun avoidance will decrease

for 7- 30 days post-treatment. This 1s not

e Appearance of b&;r growth or stubble will cc
new hair growth, but the treated hairs being expun%d; purged from the skin.

e Hairs that were in the resting phase at the time of treatment may enter the active phase in 1 10 6
months depending on the body area.

e Follow-up treatment may be performed at 2-12 week intervals or within 1-2 weeks of new hair
growth.

e Avoid, swimming, hot tubs/Jacuzzis, do not apply any cosmetics to the treated area and
excessive exercise for 7 days after treatment or until redness resolves.

e If blisters occur, apply antibiotic ointment to the areas 2 times a day until healed.

e Do not pick or remove scabs or crusting; this will help decrease the chance of infection and
scarring.

e A non-steroidal anti-inflammatory such as acetaminophen will help reduce discomfort. Take
according to manufacturer’s recommendations.

Benign Pigmented Lgszmzs*

e A mild sunburn-like sensation is expected. This usually last 2-24 hours but can persist up to 72
hours Mild swelling and/or redness may accompany this which usuallv resolves in 2-3 davs
In some cases proronged redness or biustering may occur

e The iesion may nit.a. 5 00K ra.sed ;mfi/o;" f"'zr’%;/-";* with a rec %{Ee*ws’i permeter Apply <Oy e
i‘e’smpresx s to treatment areas for 1C

e The tre: ifs:{* area can be gently cleansed and mptc ] ham;rmdal ointment may ‘me ag)pize.(; if
needed.

e The lesion will gradually turn darker over the next 24-48 hours. It may turn dark brown or eve
black

he next 6-8 weeks.

e Ap@iymg cOSmetics on Of near tma{ed areas
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e Swimming, pools with chemical/chlorine
e Hot tubs and
e Activities zhaz cause excessive perspiration
e Avoid sun exposure to tre Hcd areas. Apply a sunscreen with SPF 30 or greater daily to sun-
exposed skin between treatments and 4-6 weeks after treatment.

Side Effects /Risks

Performing tests spots at different preset fluence/pulse width settings and g}mpef%v evaluating the
tissue’s response prior to initiating treatment will help determine the proper tment setting for
each site and reduce the risk of complications and unwanted side effects.

Possible side effects or complications that may arise from use of the Palomar MediLux™ System
include, but are not limited to:

® %ii;‘;@erg may sometimes occur.
nira- eﬂzqﬁgm‘iai and wil
YW §§

%i %;r{
§ 5?35‘» reaction

er should form. it is important m re g. ze that it is
[ wi %@ YUt w‘mszh Bli t

e Pigmentary changes such as lightening or darkening of the skin may occur. In some
consumers it may not be visible for 2 — 4 days after treatment. Most skin color changes will
resolve within 3-12 months.

e Discomfort during treatment sometimes occurs. Good pre-cooling used immediately prior to
treatment aids in minimizing consumer discomfort.

¢ Prolonged redness and swelling. Redness and swelling may occur immediately following
treatment, this usually resclves in 2-72 hours.

e Scarring. Scarring is very rare. Blisters may occur during or sometime after treatment. The
blisters are intra-epidermal in nature and usually heal without scarring.

NOTE: These side effects/complications have been rated as both transient and minor and appear to
resolve spontaneous!v within several weeks or months 1‘%‘5{3;‘ z';"saztmem

Y

- ~Ee e B |
se side effects are rare and .ar
< A

treatmen’ protocois ar<t s ng proper

ine

Common aide effects include
few hours tc longe

months or longer may occur. In Ef:*%mn tr*eck!w nmy lwhwm md/m mmpm AHZ'} or _’;u “ 3
dis ﬂ;zif{’" in tree %.:{i areas. Dmmff treatment of pigmented lesions in hair bearing areas, there is a
E E thood {}é hé;z‘ fpm'v"u in ?ha se areas Lgegs?;,d O{ her %iamms risks include b sni ring, crt fsi:m&

O 3-4 avs o

achieve the desired result. Intense iiﬂfﬁé can cause e 3
during treatment. Serious complications are rare, but possible.
Be sure to observe all precautions de;@f?rfégﬁ in Chapter 2: Safety, of this manual,
and Chapter 5 system operation.
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Troubleshooting
Fault levels

Maintenance
Routine Maintenance 7-5
Adding Cooling fluid 7-5
Filter Replacement 7-7
Fuse Replacement 7-8

—1
$ .
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Caution, do not attempt to install or use the system if the handpiece has
been dropped or shows signs of physical damage. Contact Palomar
Medical Service department.

E’{}%}é@ Ehe pi’“{}iéié;?'{g

e present inside the system

Maintenance should only be performed by the operator 30 minutes after
the system is shut down and disconnected from power. Performing
maintenance procedures with the system while it is powered up or before
30 minutes from disconnecting the system may be hazardous to the
operator and destructive to the system.

If system requires Service:

The Medilux system is designed to be depot serviced. Some trouble shooting or repair
may be done in the field. This chapter will describe error levels and symptoms and
possible solutions. In the event that these solutions do not cure the problem, the unit
should be returned to Palomar for repair or replacement. Any service done should be
performed only by a factory-trained technician or engineer.

€18 fu;zgz red. this product s w
shipping charges. For systems returned for repair not covere i by warranty the customer
shall pay for all shipping Lhdi“gﬁ.ﬁ.

All returns must be accompanied by a Return Authorization Number (RMA) contact
Palomar b

phone at 888-543-6700 or 781-993-2315, fax 781-993-2340 or email
ned.com to obtain the RMA number.

Any service performed should be in accordance with this manual or by the specific
direction of the service department. If the laser is under warranty no service other than
normal required maintenance should be performed without express written consent from
Palomar Medical.

(R}
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MediLux System Faults

Indication Fault Condition/progession Action to remedy faulf
No power to the kex switch 1. Turn main power switch on the rear panel to
System not turning | Light next to the key switch not flashing the up (on) position.
orn 2. Verify the system is connected to AC power
and the outlet is operational.
3. Release the emergency stop button by
turning the button clockwise.
4. C hecéa and/for 2”6"9%&(:6 the fuses in the AC in
the > sysiem.
h
.
System not tarming stk to the \‘y.x{ci”{s‘ Ensure Pins
on in the connector are not bent or pushed in.
2. Water leak in handpiece, check for water
Level one fault dripping from the air exhaust in the
See figure 7-1 handpiece.
3. Replace the handpiece.
4. Internal fault, call Palomar Medical Service.
Only bottom row of 1. Coolant level in the reservoir, fill the
lights on (a, b, ¢) reservoir (see page 7-5)
2. Water line to handpiece pinched or not
Level two fauk connected.
3. The water filter in the rear access panel may
need to be replaced and /or installed.
See figure 7-2 4. Al connections to the handpiece connected.
5. Replace the handpiece.
6. Internal fault, call Palomar Medical Service.
Rottom two rows of I. Water line to handpiece pinched or not
lights on connected.
tabcand 456 2 The water filter i the rear access p&nei may
vevel three fault 3. Coolant temperature o *”};;*zéxpésw toc bigh
4. Replace the handpiece
See figure 7-3 5. Internal fault, call Palomar Medical Service
Al three rows of System does not go to default start button (#1) 1. Check to see that holster
lights are on Flashlamp not simmering. inserted against the side of the console.
2. The handpiece needs to be ‘docked’ into the
7-d holster.
3. Replace the handpie
4. Keplace i(éﬁ *3{‘;%& .
5. Internal fault, call Palomar Medical Service.
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Action to remedy fault

H

not come on whern

the footswitch
pressed

- e tner i b he s e e o
Check that the remote
¢

1s installed on the back of the

panel of the console

Replace footswitch.

If the remote interlock is connected to a door,

heck to the door 1s closed
i

i
Internal fault, call

The «
fire when the

handpiece trigger

button depressed

ystem does not

e ready lights must be on to fire the system.

Lok

Handpiece trigger button broken/stuck.
Install a new handpiece, if new handpiece
does not work call Palomar Medical Service.

Internal fault, call Palomar Medical Service.

Chapter7-P/N-1100:0009 1ev A

Figure 7-4 Lamp not simmering




The reservoir level Eig{kfi is located under

e E&iﬂp IS0
uid level is low.

Procedure to add fluid

Remove these screws
to open access panel
for filters and coolant
fill connections

4 The hottie ot 109 m

Chapter 7 P/AN 1100-0009rev A

Sy

ringe with Hose,

g

-
]
[t
=
(e
1
K
T
B
-
oot
[¢]
<
T

amp

Figure 7-6 Medil.ux

and vent hose are

Vent hose with
quick connect

connecior
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the

6. Fill the syringe by inserting the quick connector into the fluid bottle and pulling
i
H

Attach the vent hose with connector
here.

Attach the fill hose with full syringe
here

?guf€7~8 Fill location

7. Attach the syringe to the fill port on the MediLux™ system, place the open end of the
vent hose into the bottle to catch overflow.

8 Depress the plunger on the syringe unti!-

e fill hose from the fill port and refill the syringe.

- ROVIPEE TN o 1 DA o £ e
the vent hose. Close the filter
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Changing the filters:

21

The coolant fluid and the water filter should be changed every 6 months.

The air

The fi Etem

3

- filters should be changed ev

stem off and disconnect the
er the rear access panel to expose t E ﬁi%ez‘s@ and the fill and vent connections.

ery 6 months.

r cord.

3. Using the filter tool remove the water filte T[hés; is the
top in a horizontal position. Discard the filte
4. Install the new filter from the kit

with the flow arro

and coolant fluid can be ordered as a kit: Part number

1320-0025.

solid blue filter mounted

pointi

Air
Filters

6. Discard the old filters.
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Changing the fuses:

I. Remove the power cord from the power cord connection
2. Using a small blade screw driver press the tab on the fuse holder/ voltage indicator,
1t the fuse holde

3. Identify the defective fuse(s) an i .pi ce with the same type (5A 250VAC SB for
YV onstallations)

A

115V installations and 2.5A 7

4. Re-install the fuse holder, connect the power cord. Resume operation of the
VediLux™ system.

Fuse holder
release tab, press

~ with small
jade

% screwdriver

Figure 7-11 Fuse holder

e pae}

Figure 7-10 Fu
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Contacting Palomar Medical Products, Inc. Lol = 11—
In the United States:

Palomar Medical Products, Inc.
82 Cambridge Street
Burlington, MA 01803 USA

(7815 993-2300 Main Telephone Line
(781) 993-2330 Main Facsimile

(781)993-2340 Service Facsi
(781y993-2315
{(800) PAL

Email to service @

simile

System Accessories

To order additional accessories, please contact Palomar at (800) PALOMAR. Palomar
accepts VISA, MasterCard or company purchase order.

International customers contact Palomar for the name and number of your local
representative/distributor.

Palomar Lotion ™ bottle Order P/IN: 1620-0163
Palomar Lotion, case of 9 bottles Order P/N:1620-0162

Palomar LuxWipes Order P/N:52-0101-00
Operator’s Manual Order P/IN 1100-0001

LuxY Handpiece Order P/IN 1120-Y006
LuxG Handpiece Order P/N: 1120-G006
LuxR Handpiece Order P/N: 1120-R006
LuxRs Handpiece Order P/N: 1120-RS06
LuxB Handpiece Order P/IN: 1120-B006
LuxV Handpiece Order P/N: 1120-V006
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Safety Glasses Order P/N: 52-0308-00
EyeShields Order P/N: 52-0309-00
Key Ring Order P/N: 52-0325-00
CoolRoller ™ Applicator Order P/N: 1320-0017

Roller Freezer Order P/N: 52-0296-00

The freezer is not an approved medical device therefore should not be kept or used in the
treatment area.

Cart Order PIN: 2120-0027

Replacement Fuses

R . n
5A Fuse for use on 100-120

-

YN: 62-0000-40

s P e
2T Chrder

3

2.5A Fuse for use on 220-240VAC systems Order P/IN:62-0000-37
Fill Kit Order P/N: 1320-0023

The fill kit is needed to refill the 9%methanol cooling fluid for the handpiece.
Fill Kit components:

Chiller fluid, 9% Methanol, 91% Distilled Water Order P/N: 1812-0002
Vent Tube Assembly. Order P/N: 1820-0031
Fill Syringe Assembly. Order P/N: 1820-0032
Preventative Maintenance Kit Order P/N: 1320-0025
This kit contains the water and air filters.

Air Filter Order P/N: 1326-0023
There are two air filters, they should be replaced every 6 months.

Water Filter Order P/N. 1320-0024
The water filter should be replaced everv 6 months

Filter Tool Ovder P/IN. 1321-0015

ine filter toc . auds snremova. of the tilters
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