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FDA DECLARATION

Pivotal Health Solutions, Inc. confirms that the APOLLO AP2-PT Desktop Laser unit and probes
as specified in this operating manual meet and fully comply with the following Federal guidelines:

21CFR1002.10
21CFR1040.10
21 CFR 1040.11

Furthermore, the APOLLO unit does not cause radio interference with other equipment and
complies with Federal guidelines on Radio Interference as defined in IEC60601-1-2:2001.

+7

Curtis Turchin, MA,DC
Managing Member

Pivotal HealthSolutions, Inc.
January 2011

Indications of use:

The Apollo IR Heat Lamp System is intended to emit energy in the infrared spectrum to provide
topical heating for the purpose of elevating tissue temperature for the temporary relief of minor
muscle and joint pain and stiffness, minor arthritis pain, or muscle spasm, the temporary increase
inlocalbloodcirculationand/ or promotingrelaxationof muscle.
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APOLLO PACKAGE CONTENTS

Maximum POWER System:
APOLLOAP2-PT Portable Control Unit
APOLLO 3000-C Laser Cluster Probe

Standard Accessories:

6foot ProbeCable

AC Power Adapter ight and Laser Therapy
Battery Charger/ Alternate Battery m= CLINICAL PROCEDURES

Safety Goggles(x2)

Leatherette Carrying Case

Lightand Laser Therapy: Clinical Procedures
or Veterinary Laser Therapy

Optional Accessories:
APOLLO AP2-500-S LaserProbe
APOLLOPT-FINETIP Fine Tip Light Guide (Acu-tip)
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INTRODUCTION

The APOLLOAP2-PT PortableLaserTherapy System:

Apollo, the Greek God of Sun and Healing, brought warmth and life to
Earth. Now the Apollo Engineering Team has harnessed these powerful
forcestocreatestate-of-the-artlasertherapydevicesatapopular
price. The systemis FDA cleared as an “Infrared Heating Device”.

The AP2 Portable Laser Unit is a redesigned and enhanced version

of the original APOLLO unit, withadvanced programmable features,

an LCD display and a built in optical power meter.

Fast, Effective Treatment: With the APOLLO Portable you can
experience the future of laser therapy today. Only Apollo brings you
power, performance and portabilityinsuchacompact, sleek design.

The APOLLOisalsoa easy touse therapeutic laser. Just turnthekey,
wait 4 seconds, press the probe switch and experience the performance
of apowerful cold lasers. No complicated settings or adjustments..

Improved Patient Outcomes: The APOLLO harnesses

laser technology. Using Apollo's perfect marriage of power and
wavelength, you are assured of fast, comfortable treatments,
exceptional clinical resultsand animpressive bottomline.

APOLLO PORTABLE LASER CONTROL UNIT



OUTWARD APPEARANCE APOLLO Portable Laser Control Unit

The APOLLOAP2-PT Portable Control Unit

The APOLLO AP2-PT Portable Control Unit is housed in an anodized,
extruded-aluminum case. The LCD display, LED’s and switches are
located on the top panel. The Laser Probe connector & key switchare
locatedon the front; the Remote Interlockand DCinlet are locatedon
the back panel. APOLLO Laser Probes are precision-machined from
aerospace-grade, then anodized for enhanced protection.

The Product/Manufacturer ID labeland Certificationlabel are located on
the bottom panel of the APOLLO case. Warning labels are located on the
front panel of the APOLLO case and on the Laser Probe.

RERDY 2%0mid
Sel Time Om 20z

Weight and measurements are described in Technical Parameters.
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OUTWARD APPEARANCE APOLLO Portable Laser Control Unit

The APOLLOAP2-PT Portable LaserTherapy System:

Back Panel

7= 18VDC 1.5A MAX

Complies with 21 CFR 1040.10 and 1040.11
except for deviations pursuant fo
Laser Notics No. 50, dated 27 May 2001

CONFORMS TO UL STD 60601-1;
CERTIFIED TO CSA STD C22.2.601.1

APOLLO PORTABLE LASER CONTROL UNIT



INDICATIONS AND CONTRAINDICATIONS

drug will trigger a response, however we suggest “at risk”
patients or patients with a history of such reactions be “patch
tested” for the minimum recommended treatment time.
Reaction to Treatment: Sensations such as localized feelings of
warmth, tingling, or an increase or decrease in symptoms may
be reported within the 24-hour period immediately following
treatment. Sensations such as nausea or dizziness may be

Intended Use: The Apollo IR Heat Lamp System is intended to

emit energy in the infrared spectrum to provide topical heating

for the purpose of elevating tissue temperature for the temporary o
relief of minor muscle and joint pain and stiffness, minor arthritis

pain, or muscle spasm, the temporary increase in local blood

circulation and/or promoting relaxation of muscle.

Contraindications:

Direct Irradiation of the eyes: Class 3b and 4 lasers are
potentially harmful to the eyes. Laser safety goggles must be
worn by both patient and practitioner.

Pregnancy: Although there are no studies showing any
dangerous side effects, we advise avoiding the user of laser
during pregnancy.

Carcinoma: Do not use the laser over known primary or
secondary tumors.

Thyroid: Do not use directly over the thyroid gland.
Infections: The laser is not intended to treat viral or bacterial
infections. The probe should not be used in contact with
bodily fluids (such as open wounds). Alternatively, treatment
through a disposable protective barrier, such as Smith and
Nephew OpSite Transparent Dressing, may be applied before
treatment then discarded.

Immune Suppressant Drugs: Although there are no studies
showing any dangerous side effects we advise avoiding use of
the laser since it can stimulate the immune system.

experienced in response to laser therapy. In patients with
severe treatment reactions the Laser treatment should be
discontinued.

Topical Lotions: Lip balms, creams, lotions, etc. can contain
chemicals that attract light and can cause smoking or burns.
Always clean skin thoroughly before laser treatment.

Tattoos, Pigmented Tissues, and Sensitive Regions: Dark
pigments, tattoos, marker-pen inks, melanin, and other natural
or man-made pigments may absorb light. Use caution when
treating over a dark tattoo as the patient may feel a sensation
of heat. Sensitive areas with dense hair follicle distribution,
such as the hairline, upper neck, top lip, etc. may also cause
discomfort or a sensation of heat, especially on individuals
with darker-colored hair.

Pins, Metal Plates, Plastics, and Pacemakers are not
contraindicated. The laser may be safely used over metal
implants, plastics, and stiches and on patients with a
pacemaker.
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SAFETY INFORMATION AND PRECAUTIONS

Do not connect non-Apollo probes or accessories. The use of non-
Apollo components is potentially dangerous and will void the warranty.

Do not alter the unit or attempt self-repairs. Do not open the control

unit (except for battery replacement with an Apollo supplied
replacement battery) or disassemble the probe. Contact Pivotal Health
Solutions to obtain authorized service center information.

Remote Interlock: A remote interlock connector is available on the
back panel of the Apollo for attachment of this optional safety circuit.
If the safety circuit is installed the Apollo will not operate when the
circuit is broken (i.e. the door is open).

Safety Accessories: The Apollo is a Class 3B and 4 laser product.
Appropriate eyewear is supplied with the Apollo device and additional
eyewear is available from your Apollo dealer.

Safety Warnings:

Read the user manual carefully before using the laser.

This equipment is to be used only under the prescription and
supervision of a licensed practitioner.

Remove key when not in use to prevent unauthorized access.
Use only the AC adapter provided. Replace if damaged only with
Apollo dealer or service center provided parts.

Apollo should be used only in appropriate work environment. Do
not use where there is danger of explosion or water damage.

Use Apollo on a solid, horizontal surface.

Do not place Apollo in proximity of devices that emit strong
electric, magnetic, or electro-magnetic fields (motors,
transformers, x-rays, etc.) which can cause interference.

Do not place in direct sunlight.

Do not use the Apollo if mechanical or water damage is apparent.

The Apollo should be checked periodically (recommended
monthly) for loose cable, loose connections, damaged cords and
cables, damaged diodes, and damaged display functions. Contact
Pivotal Health Solutions for repair instructions.

Do not irradiate sensitive areas such as eyes, head, thyroid gland
or other endocrine glands. Do not use over cancer or pre-
cancerous tumors, with patients on immune suppressant drugs, or
if patient is pregnant.

The probe should not contact potentially infectious bodily fluids
(such as open wounds). Treatment for such areas may be done
with use of Smith & Nephew OpSite Transparent Dressing, or an
equivalent protective barrier.

Patients should be monitored for skin changes over the course of
laser treatments and changes in skin should be evaluated and
treatment protocols adjusted or discontinued as appropriate.
Wear appropriate safety eyewear during treatment.

Do not use the Apollo is areas that contain flammable gases
and/or explosive compounds.

Display appropriate warning signs outside the immediate laser
work area.

Do not disconnect the probe or turn the unit off while irradiating.
Handle probes with care. Probes are not water (or oil) resistant.
The user is responsible for compliance with State and/or Federal
laws that apply to the ownership or user of the Apollo device.
The Apollo emits a class 3B or 4 laser beam. During therapy
with the Apollo you must follow all instructions in this manual.
The manufacturer will not accept responsibility for damage due
to improper use of the instrument.

Not for use in an oxygen-rich environment.

During use, storage, and transport of APOLLO, no toxic
radiation is emitted.
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MAINTENANCE, ROUTINE MAINTENANCE AND UNIT CARE

With appropriate care and maintenance your Apollo should provide
years of reliable operation. However, as the Apollo ages laser
components may require service to maintain optimal operating
condition.

Replacement of laser diodes can be your most expensive
maintenance item and care of the power system and probe should
increase the life of the diodes and decrease your overall
maintenance expenses.

Unit Care:

e  Storage and Use: It is recommended to use and store the
device in a dry, dust-free location. This device should never
be placed in water. Do not use the device if there is any
visible damage, especially to the power adapter.

e Refer to the SERVICE AND CLEANING section for complete
cleaning and disinfection instructions.

o Do not store power cords or probe cables tightly wound.
Permanent bends may develop and weaken or damage the
cord and cable wires. Damaged wires decrease the stability
of electrical signals and laser diode damage may result.

¢  Replace damaged power supply units and probe cables.
Power fluctuations from use of damaged cords or cables may
decrease the life of the laser diodes.

e Surge Protector: Use of a surge protector can decrease the
risk of damage from mains power fluctuations.

e  Protect probe from contact with oil, water, and other liquids
that could damage the laser diodes.

¢ Avoid buildup of hair on probe, damage can result.

Routine Maintenance:

Cleaning/Disinfection: Periodic cleaning and disinfection may be
needed. Full details are in the SERVICE AND CLEANING section of
this manual. The user is responsible for providing and using cleaning
and disinfecting materials.

Inspection: Inspect device monthly for loose cables, loose
connections, damaged cords and cables, display issues, or other
damage. Contact Pivotal Health Solutions if issues are found.
Battery maintenance: See the “Battery Care and Use” section for
full details on battery use and maintenance.

Battery replacement: Typical batteries last 18-24 months. If you
are getting less life review the sections on the battery or call
Pivotal Health Solutions to discuss if your process can be optimized.
Calibration: Laser diodes age with use and power output may
change slightly over time. Routine (annual is recommended)
calibration of your unit and will keep your probe output at the
expected output and will also help identify any potential service
issues early. Pivotal Health Solutions has rental laser units
available for use during calibration and/or service. Call Pivotal
Health Solutions for availability of a rental.

Maintenance:

The user may replace the battery pack with an Apollo authorized
battery pack. See the section in this manual on “Replacing the
Battery” for instructions.

There is no other user maintenance. Do not attempt other repairs
or disassemble the probe.

If the unit goes to ‘fault’ during use of the unit (except when the
Emergency Stop button was pressed) contact Pivotal Health
Solutions for instructions on obtaining authorized diagnosis of the
fault and/or repair.

APOLLO PORTABLE LASER CONTROL UNIT
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APOLLO QUICK-START GUIDE

READ THE OPERATING MANUAL
A BEFOREUSINGTHE APOLLOLASER
CLASS3B &4 LASEREMISSIONISHAZARDOUS

TO THE EYE SAFETY GOGGLES MUST BE WORN BY
THE PATIENT & OPERATOR AT ALL TIMES DURING TREATMENT

Key Switch: When the key is in the ‘0’ position, the laser is ‘safe’,
i.e., it cannot be operated.

Whenthekeyisinthe ‘|’ position, the laseris ‘readyfor use’,
and must be treated with cautionto preventeyeinjury.

Ensure the key is in the ‘0’ position
beforefollowingtheinstructions below.

LaserRadiation

A g

LASER RADIATION
AVOID EYE OR SKIN EXPOSURE TO
DIRECT OR SCATTERED RADIATION
CLASS 38 & 4 LASER PRODUCT

Assembly: The APOLLO s shipped withthe battery partially charged.
Youmay use the unit immediately. The alternate battery should be
charged for 30 hours on the stand alone charger before its first use.

Carefully unpack the APOLLO Control Unit and place on a sturdy

and levelsurface, orin the optional carry bag. Placeinacool, dry
environmentout of direct sunlight. Do not place APOLLO in proximity

of devicesthatemitstrongelectric, magnetic, or electro-magnetic fields
(motors, transformers, etc.). The electromagnetic interference fromsuch
devices could cause damage to the APOLLO Laser Unit.

Carefully connect the Probe Cable to the Control Unit and Probe. Align
thepinsontheProbeCableConnectorswiththesocketsonthe Probe
and Control Unit (thereisasmall orientationlugon the Probe Cable
ConnectorthatfitsintoacorrespondinggapintheProbeandControl
Unit Sockets) and press firmly until the plug is fully seated in the socket.

Do nottwist the plug as this may damage the pins.

APOLLO PORTABLE LASER CONTROL UNIT
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SWITCHING ON

Battery Operation: When battery power is low the yellow “Battery
Low” LED on the Apollo unit will illuminate indicating it is necessary to
switchtoanalternate battery thathasbeenfullycharged. The depleted
battery that has been removed from the Apollo Unit should be charged

on the stand alone charger so that it is ready for use.

NOTE: For maximum battery performance, charge the alternate
batteryfor 30 hoursonthestandalone chargerbeforefirstuse.

D.C. Current ONLY
ReadManualBeforeUse

N\

(et
“ INTERLOCK

Safety Interlock

Polarity: Center Positive

Switching On: Turnthe keyinaclockwisedirectiontothe ‘|’ position.
The green ‘Power On’ LED willilluminate and the LCD display will come
on. After a 4-second delay the LCD display will change from “Standby”
to “READY” and a beep will be heard. The LCD display will also show
the power rating of the probe that is connected in the top right of the
display window.

The unitis now ready for use. Pressing the “Treatment Time” switch
willchange the treatment timeif required. NOTE: pressingthe treatment
timeswitchwill put the Laser Unitbackin the standby mode. After4
seconds of the treatment time switch not being pressed, the Laser

Unit will beep and revert to the “READY” mode.

APOLLO PORTABLE LASER CONTROL UNIT
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TREATMENT

Starting Treatment: Place the patient on atreatment table, chair or
stool in a stable position. They can be sitting, prone, supine or side-
lying. The patient and clinician should be wearing safety goggles.

The control unit should be on a flat sturdy surface and positioned close
to the patient. Hold the probe in one hand with your thumb positioned
overthe probeswitch. Alwaysbesuretohavetheroundedglasslens
of the probe head flat against the area of the patient tobe treated.
The glass lens should be in direct contact with the patient’s skin.

Press the Probe switch to begin emission. The yellow “Emitting” LED
will illuminate while emission is in progress. Three short beeps will be
heardasawarning that emissionis about tostart. Press the probe
switchagaintostop treatment.

Stopping Treatment: The output may be stopped at any time during
treatment by pressing the Probe switch. Emission will cease, and the
LCD display will stop counting down and two short beeps will be heard.
Pressing the Probe switch again will cause treatment to re-start and the
treatment time will continue counting down from where it was stopped.
NOTE: pressing the “Treatment Time” switch after treatment was
stopped, willre-set the treatment timeto the original set time.

Emission may also be stoppedimmediately by pressing the red
‘Emergency Stop’ switch. This puts the unitintoa “Fault” condition
and the key switch will need to be switched off and then back on to
resetthe Laser Unit.

Probe Power Measurement: The probe power output can be
measuredduringtreatmentbyaimingthelaseroutputatthe “Probe
Test”window. The powerisdisplayedontheLCD display in
milliwatts (mW). NOTE: for the Cluster Probe each individual laser
output has to be measured. See ADVANCED OPERATION - Probe
Power Measurement for furtherinstructions.

When treatment is complete, return the key to the ‘0’ position.

A

LASER RADIATION
AVOID EYE OR SKIN EXPOSURE TO
DIRECT OR SCATTERED RADIATION
CLASS 38 & 4 LASER PRODUCT

APOLLO PORTABLE LASER CONTROL UNIT
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BATTERY CHARGINGAND CARE:

Battery Performance: Whenever wall power is available the AP2- PT
portable laser should be plugged in during treatments to preserve the
battery. Insituations wherewall poweris notavailable, the AP2-PT
portable laser hasaNiMH battery that will provide enough power to
operate the unit unplugged for approximately 60 treatment minutes
(thirty2-minute treatments) dependingon probe wattage. Anadditional
battery and external charger are provided with the unit so that a fully
charged battery can be available when the battery in use is depleted.
When the 'low battery' LED on the control unitilluminates the batteryin
use needs charging. It is recommended the stand alone charger be used
to charge batteries off-line so that a fully charged battery can be ready
whenneeded. Additional batteriesand chargersmay be purchased
through Pivotal Health Solutions.

The Apollo Control Unit also has a built-in battery charger intended
for overnight charging, or whenever the Control unit is not in use for
anextendedperiodof time.

Charging Setup: Charging a battery installed in the Apollo Unit
requires the supplied AC power adapter to be connected to the DCinlet
on the Laser Control Unit. The power adapters on the Control Unit and
External chargerwill operate fromany electrical outlet supplying voltage
from 100 to 240V AC, 50 or 60Hz.

CAUTION: The power adapter provided withyour Unitisamedical
grade power adapter and the only type that is approved for use with the

APOLLO Portable Laser Control Unit
APOLLO Portable Laser Unit. Do not use a non-Apollo provided
portable power adapter. Doingsocould compromise the
electrical safety of the product and cause an electricshock hazard. It
could also damage the laser diodes.

Charging Methods:

1) Built-in Charger:
The control unit has a built-in charger that will charge a fully depleted
battery to full capacity in 18 hours. To use the built-in charger the unit
must be plugged in and the key in the ‘off’ position. The ‘Charging’ light
will illuminate when charging. The built-in charger can be used with the
unit unattended, such as overnight, since the key is removed and
authorized use cannot occur.

1) Stand-Alone Charger:
The standalone charger will chargea fully depleted battery to
capacity in 18 hours. The charging LED on the power adapteris
red while charging, and will turn green when the battery s fully
charged.

Note: Before first use, charge the alternate battery for 30 hours using
thestandalone charger.

Instructions for changing the battery are provided on page 29.

APOLLO PORTABLE LASER CONTROL UNIT
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BATTERY CHARGINGAND CARE:

For most situations, the user will charge both batteries
overnight utilizing both the built in charger, and the
standalone charger. This allows both batteries to be fully
charged and ready for use the next day. The standalone
charger can then be used to charge depleted batteries off line
and alternate to the unit as needed. To prevent shortening
battery life, do not leave a battery charging for more than 2
days.

Charging Guidelines:

Infrequently Used Batteries: The batteries are meant to be
used regularly. Infrequently used batteries may decrease their
response to charging, may decrease treatment time provided
and may lead to more frequent battery replacement.

Battery Low LED:

The “Battery Low” LED will illuminate when the battery voltage is
low and at the point where laser output will start to reduce. When
probe output decreases by 20% the “Fault” LED also illuminates and
the anthe laser is put into fault condition, preventing further use.
(This safety feature is a regulatory requirement and prevents
ineffective treatment due to low output.)

APOLLO Portable Laser Control Unit

Both the External and built-in chargers utilize a Slow (trickle) charge which
applies a low current to the NiMH battery over an extended period of time.
This protects the battery cells from damage and ensures extended battery
life. The Slow charge current means the battery can be left on for up to 2
days in this trickle charge mode without damaging the battery. Leaving the
battery on charge for longer than this on a regular basis could shorten the
battery life, and is not recommended. A battery does not need to be
completely depleted before charging and does not need to be fully charged
before use.

However, it is recommended for maximum battery life that the External
charger and additional battery be utilized to fully charge batteries
off-line so that they can be inserted into the unit to replace a worn out or
undercharged battery. The Apollo Unit's built-in charger should be used
primarily for overnight charging with the key in the off position.

Battery Life:

Appropriately charged, used, and maintained batteries can be expected to
provide consistent power for 18-24 months. User replaceable battery packs
are available. Contact Pivotal Health Solutions or your dealer. Do not use
non-Apollo batteries in the laser.

APOLLO PORTABLE LASER CONTROL UNIT
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ADVANCED OPERATION

Treatment Timer: Seven treatment times of 10 seconds, 20 seconds,
30seconds, 45seconds, 1 minute, 1 minute 30secondsand2 minutes
areavailable. Toselect a specific time, press the treatment time switch
when a probe is connected. NOTE: pressing and holding the treatment
time switch will scroll through the times. The switch can be released
when the desired treatment timeis displayed. Whenthe probeiis
switchedonthe treatmenttimewillcountdown. Treatmentcanbe
stopped and re-started at any time by pressing the probe switch.
Pressing the Treatment Time switch, when the probe has been switched
off mid treatment, will re-set the timer to the programmed time.
Pressing the treatment time switch again will select another time.

Laser Probe Warning Beep: When the laser probe is on, the emission
indicator flashesand the LCD display shows “LASERON”. Asanextra
safetyfeature,awarning beepissoundedevery 10seconds. Thiscan
bechangedifrequired, tooneof thefollowingsettings: abeepevery
second, abeep every 10 seconds (default), a beep every 30 seconds,
ornobeepatall.

APOLLO Portable Laser Control Unit
Tochange the settings proceed as follows: remove the probe and switch
thelaserunitoff. Switchthelaserunitbackonwhileholdingdownthe
emergency stop switch. Keep the switch depressed for two seconds or
untilthe secondbeepisheard. Thiswill “toggle” the probe warning
beep to the next setting. Repeat the procedure, if required, until the
desiredsetting has beenreached. NOTE: Laser Probe Warning Beep
selection is stored in EEPROM memory in the microcontroller, therefore
the setting is remembered when the laser unit is switched off.

LaserReadyDelay: A4seconddelayisincorporatedintothelaser
unit as a safety precaution, to stop sudden unexpected laser output,
which could cause a hazard. Whena probe is pluggedinto the laser
unitthe displayshows “Standby” and operationof thelaser probeis
inhibited. After 4 seconds the display changes to “READY” and a beep
is heard, at this point the laser is ready for use and can be switched on
by pressing the probe switch. As a further safety precaution, when the
probe switchis depressed, 3 short beeps are soundedas awarning
beforethelaseroutputisenabled. Thereisalsoa half second delay
before laser emission. When switching the probe off, two short
beepsare sounded.

APOLLO PORTABLE LASER CONTROL UNIT
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ADVANCED OPERATION

Probe Power Measurement: The APOLLO laser unit features a built in
laser power meter. This is useful for verifying that laser output is
functioning normally. Tomeasure power output, switch the probe on
and aim the probe at the “Probe Test” window. The probe needs to be
touching the window for accurate results. Thedisplayreverts to
“OutputTestMode” and the emissionindicatorisflashingat twiceits
normalrate during this test. The power reading is displayed in the
top right of the display. Move the laser probe up, down leftandright
for the highest reading. The power reading should be the probe power
rating +/-20%. NOTE: On cluster probes you cannot measure all four laser
diodes at once and it is very difficult to measure individual diodes. Cluster
probe readings should be considered approximate. For cluster probe output
measurement, the four diodes are located equally around the
perimeter of the probe so adjust the probe positionfor the highest
reading for each diode. NOTE: Treatment Time countdownis
stoppedwhileinthe “Output TestMode”. NOTE: The “Output Test
Mode” is only activated when the “Probe Test” photodiode seesapower
of greaterthan 10mW. Therefore, if youaimaprobeat the “Probe
Test” window and the Laser Unit does not change to “Output Test
Mode”, thenyou can presume that the laser probe

is producing less than 10mW of output.

APOLLO Portable Laser Control Unit
RemoteInterlock Connection: Aremoteinterlock connectoris
provided for practitioners who desire to install a door interlock
system. The connectionis designed to be connected to adoorswitchin
the treatment room. A normally closed magnetic or micro switch can
be used, which should be wired so the connection is closed when the
door is closed. This door switch should then be terminated with a %
inch audio jack plug (such as Amphenol part number ACPM-GB) which can be
pluggedinto the remote interlock connector. Should the door be
opened when the laser probe is emitting, the laser probe will
automatically be switched off and the laser unit will be put into a fault
condition. NOTE: if the door isopened when the laser probeis not
emitting, thenthe normal operationof the laser unit isunaffected.

Emergency Stop Switch: The Emergency Stop switch is designed for
use in an emergency when the laser output needs to be shut off
immediately. Pressing the emergency stop switchduring treatment

will put the laser unit into fault condition and disable the laser output.
NOTE: pressing the emergency stop switch has no effect unless the
laser probeison.

APOLLO PORTABLE LASER CONTROL UNIT
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ADVANCED OPERATION

Fault Conditions: For product safety and in order to meet the
regulatory requirements, certainsafety featuresarebuiltinto the laser
unittoshutdownanddisabletheoutput. If afaultconditionoccurs,
the laser cannot be used and the output is switched off. The key switch
must be turned off and then back on to re-set the fault condition and
enable normal operation to resume. These fault conditions can also help
to diagnose problems with the APOLLO laser unit. Each type of “Fault”
conditionis subtly differentin order that the cause of the “fault” can

be identified.

The following circumstances will cause a fault condition:

1, Operation of the “Emergency Stop” switch when the laser probe
ison. “FAULT!- Cyclepowertoreset”isshownontheLCDdisplay,
the “Fault” LED is illuminated and a fast warning beep is heard.

Corrective Action—Turn the key switch “Off” and then “On” to reset the system.

2, Operation of the “Remote Interlock Connector” when the laser probe is on.
“FAULT! - Cycle power to reset” is shown on the LCD display, the “Fault” LED
isilluminated and a fast warning beep is heard.

3. Unplugging the laser probe from the laser unit when the laser probe is on.
“FAULT! - Cycle power to reset” is shown on the LCD display.

Corrective Action—Turnthe key switch “Off” and then “On” to reset the system.

APOLLO Portable Laser Control Unit
4, Operating the Laser probe when the battery voltage is so low that laser out-
put power is reduced by more than 20%. “FAULT! - Cycle power to reset” is
shown on the LCD display, the “Fault” LED is illuminated, together with the
“Battery Low” LED.

Corrective Action—Connect the power adapter and then turn the key switch
“Off”and then “On”to reset the system.

5. Operating the Laser unit when the battery voltage is so low that continued
use could discharge the battery below the recommended voltage. The “Fault”
LEDisilluminated, togetherwiththe “Battery Low” LED.

Corrective Action—Changeto the alternate charged battery or use wall power.

APOLLO PORTABLE LASER CONTROL UNIT
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SERVICE AND CLEANING

Use and Storage: It is recommended that you use and/or store your
APOLLOinadry, dust free environment, preferablyin the APOLLO carry
bag. This device should never be placedinwater. DONOT use the
APOLLOf there is any damage visible, especially to the power supply.

Cleaning: Surfaces of the APOLLO should be cleaned using a cloth
moistened with water or a diluted detergent. Never use abrasive clean-
ers, or chemicals that containammonia, acetone, benzene or thinners.
When cleaning do not allow water or liquid to enter the device.

Clean patient contact surfaces (glass lens) before and after each patient
treatment to ensure hygienic safety. Anappropriate disinfectant
should be used to prevent cross infection.

Acceptablecleaningsolutionsinclude: Alcohol, hydrogen peroxide, chlo-
rine bleach (3% concentration), or chlorine mixed one part bleach to 10
parts water. Wipe surface thoroughly using a moistened swab. Do not
submerge.

The probe should not be used in contact with the patient where contam-
ination from bodily fluids or pathogens is likely (such as open wounds).
Alternatively treat though a disposable protective barrier, suchas Smith
& Nephew OpSite Transparent Dressing. This is an adhesive disposable
sterilized film which can be applied to probes before treatment and then
removed and disposed of afterwards

Itisrecommendedthatyou havethe APOLLO serviced,
calibrated and tested for electrical safety by Apollo or
an Apollo-authorized Service Center every 12 months.

Transport: Toavoid damage, transport APOLLO only in its original
packaging. Remove the power adapter, key and probe cable before
packing. Avoidrough handling.

9
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Outside the USA: 011 605-753-0110
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APOLLO PRODUCT WARRANTY

A, LimitedWarranty: PivotalHealth Solutions, Inc. herebywarrantsthat thisProduct shallbe free
frommaterial defectsin materialsand workmanship foramaximum periodof 2 (two) years from
the date of purchase subject to the following condition:
i. Thewarranty on probe cables and accessoriesis limited to a period of
12 (twelve) months from the date of purchase.
ii. Thewarranty onuser replaceable batteriesis limited to OUT OF BOX*failures.
*An Out of Box failureis defined as follows: Immediate failure of the battery to function
properly during its initial use. Improper charging, operation, or other occurrence as defined
in paragraphE, shallterminate the warranty.
Out of Box warranty period: The customer must immediately notify Pivotal Health
Solutions in writing of an Out of Box failure. Any notification received beyond(30) days
of the initial shipment date will not be accepted.
B. Limitationof Remedies: PIVOTALHEALTHSOLUTIONS, INC. and Customer acknowledgeand
agree that the Customer’ssole remedy under this Limited Warranty shall be, at the sole option
of PIVOTALHEALTHSOLUTIONS, INC., the repair or replacement of the Products or any compo-
nents thereof whichare determined by PIVOTALHEALTHSOLUTIONS, INC. tobe
materially defectiveinmaterialor workmanshipor, at the sole optionof PIVOTALHEALTHSOLU-
TIONS, INC., the refund of the purchase price of the Products in question.
PIVOTALHEALTHSOLUTIONS, INC. shallnot be liable for injury to property other thanthe
Products themselves.
C. Disclaimers from Warranty: THIS LIMITED WARRANTY IS GIVEN IN LIEU OF ALL OTHER WAR-
RANTIES, WHETHEREXPRESSORIMPLIED. THEREARENO WARRANTIESTHAT
EXTENDBEYOND THISLIMITEDWARRANTY.
D. ProductsCoveredby ThisWarranty: ThisLimited Warrantyshallextendtothe Productsand
components thereof manufactured, supplied or repaired by PIVOTAL HEALTH
SOLUTIONS, INC..
E. Automatic Terminationof Warranty Obligations: Anyobligationof PIVOTALHEALTH
SOLUTIONS, INC. under this Limited Warranty shall automatically and immediately terminate,
without notice fromor any furtheraction by PIVOTALHEALTH SOLUTIONS, INC. and PIVOTAL
HEALTHSOLUTIONS, INC. shall have no responsibility for damages of any kind as
aresult of the occurrence of any of the following:
i. accident, misuse, abuse or negligent use of the Products or any component thereof;
ii. any repair or alteration of the Products or any component thereof made
outside Pivotal Health Solutions, Inc.’s facility, except by an employee of
PIVOTALHEALTHSOLUTIONS, INC. authorizedtodoso;
iil.improper installation or operation (including both mechanical and electrical) of the
Productsorany component thereof, whichincludesoperationof the Productnotin
accordance with theProduct’s operating manual;
iv. failure to provide normal maintenance for the Products or any component
thereof in accordance with the Product Operating Manual.

v. Alteration or obliteration of any identifying marks.
F. Limitation on Damages (Consequential Damages Excluded): PIVOTAL HEALTH
SOLUTIONS, INC. shall not be responsible for, nor does this Limited Warranty extend to, any con-
sequential or incidental damages or expenses of any kind including, without limitation, injury to
personsor property, loss of use of the Products, lost goodwill, lost resale profits, work stoppage,
impairment of other goods, breach of contract, negligence or such other actions as may be
deemedor alleged tobe the cause of a loss or damage to the Customer
orany other persons.
G. NoOther Warranties, Statements are Opinions: This Limited Warranty is in lieu of all other
expressor implied warranties of PIVOTALHEALTH SOLUTIONS, INC. and PIVOTALHEALTHSOLU-
TIONS, INC. does not assume, nor does it authorize any person to assume
onitsbehalf, anyotherobligationor liability, eitherverballyorinwriting. PIVOTALHEALTH
SOLUTIONS, INC. and Customer agree that any statements and representations made by
PIVOTALHEALTHSOLUTIONS, INC. outside of thisLimited Warrantyare only
PIVOTALHEALTH SOLUTIONS, INC.’sopinion, and are not warranted to be accurate.
PIVOTALHEALTHSOLUTIONS, INC. and Customer further agree that if any statement
by PIVOTALHEALTHSOLUTIONS, INC. in this Limited Warranty or inany agreement or
correspondence, whether oral or written, between PIVOTALHEALTH SOLUTIONS, INC. and
Customeris construedasanaffirmationor promise, it shall neverthelessnot constituteawar-
ranty that the Products or any component thereof will conform to such affirmation or promise.
H. Enforcement of Limited Warranty: The Customer will immediately notify
PIVOTALHEALTHSOLUTIONS, INC. inwriting of any Product or component thereof tobe repaired
orreplacedpursuant toParagraph Ahereof. Customer’swrittennotice shall specify the Product
or component thereof as well as list the facts or reasons supporting or underlying Customer’s
claimforreliefunderthisLimitedWarranty. Allegedly defective Productsor components thereof
shall be returned to PIVOTALHEALTH SOLUTIONS, INC.’sfacility at the sole cost of Customer. In
theeventthat PIVOTALHEALTHSOLUTIONS, INC. elects torepairor replacetheallegedly defec-
tive Product or component thereof, PIVOTALHEALTH SOLUTIONS, INC. shall ship, at PIVOTAL
HEALTH SOLUTIONS, INC.’s expense, said replacement or repaired Product or component to
Customer via the lowest priced transportationavailable to PIVOTALHEALTH SOLUTIONS, INC.;
provided, however, that PIVOTALHEALTHSOLUTIONS, INC. shall be obligated toshipand pay for
deliveries only to the address from which the Product was shipped to PIVOTAL HEALTH SOLU-
TIONS, INC..
L. Strict Construction Rule Waived: The Customer hereby waives the benefit of any rule that dis-
claimers of warranty shall be construed against PIVOTAL HEALTH SOLUTIONS, INC. and agrees
that the disclaimersin thisLimited Warranty and in the Agreement shall be construed liberally
infavor of PIVOTALHEALTHSOLUTIONS, INC..
J. OtherRights: ThisLimitedWarrantygivesthe Customerspecificlegalrights,andthe
Customer may also have other rights which may vary from state/province to state/province.
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TECHNICAL PARAMETERS

The APOLLO Systemcomprisesabattery-operated, hand-held Control Emission Timer: 10sec, 20sec, 30sec, 45sec, 1min, Tmin 30 sec, 2min.
Unit and up to two interchangeable hand-held Laser Probes, only Timer Accuracy: Betterthan +1second
one of which may be connected to the Control Unit at any time. The Standby/Ready: Delay: 4 seconds
desired Probe is connected to the Control Unit via a detachable 6 foot Display: 32 digitlch .
cable. Povyer Meter: 6mm x 6mm Silicon Photodiode
Calibration Accuracy: Better than +15%.

. . . Battery: 10x 1.2V 2500mAH NiMH rechargeablecells
Theinternally rechargeable battery packis charged viaan external Laser Class: Class 3B & 4 Laser Product (probe dependant)
switchmode plugpack, which may also supply operating current Weight: 2.51b
totheControlUnitinthe event that the batteriesare discharged. Dimensions: 9.5Lx5Wx2.2HInches

Compliance Standards: IEC60601-1:2006; IEC60601-1-2:2001; 1EC60825-1:2007
The APOLLO features a programmable treatment timer, and incorporates 21CFR1040.10; 21CFR1040.11
anumberof safetyfeaturesasrequiredforaClass3B&4Laser Max Operating Altitude: 2000 M

device, including a key operated master switch, watchdog circuitry,
4- second standby/ready emission delay and emission warning indicator.

The APOLLO Systemincorporates an optical power meter. This feature
conveniently measureslaser powerinorder toverify the correct

operationof APOLLO probes. OPTICALHAZARD: Laser operators should be aware of the potential hazards

of Lasers, such as optical injury caused by unintended irradiation of the eye. Hazard
reduction, such as the provision of appropriate safety eyewear, removal or covering
of reflective surfacesin the treatment area, and adequate signage

and removal of the key when not in use is the responsibility of the Laser user.

ENVIRONMENTAL This unit should be operated in temperatures between
0°c and 40° c max humidity 90%. This unit should be transported in/ stored in
temperatures between -20°c to 50°c max humidity 90%.

AP2-PT Portable Control Unit
Specifications
and Laser warning labels:

VISIBLE AND INVISIBLE LASER RADIATION
AVOID EYE OR SKIN EXPOSURE TO
DIRECT OR SCATTERED RADIATION

CLASS 3B & 4 LASER PRODUCT
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APOLLO LASER PROBE SPECIFICATIONS 7

500mW Probe Specifications and warning labels:

Applicator Type:

Emitter Type:

Emitter Wavelength:

No. of Emitters:

Beam Divergence:

Total Power Output:

Aperture:

Polarization:

Laser Classification:

Spot Size:

1/e* Power Density (Irradiance):
TreatmentTimefor4J/Cm?
Total Energy delivery per minute:
NOHD:

Safety goggle requirement:

VISIBLE AND INVISIBLE LASER RADIATION
AVOID EYE OR SKIN EXPOSURE TO
DIRECT OR SCATTERED RADIATION

500-S
GaAlAs Semiconductor Laser
810nm
1
9°x38°
500mW
9.5mm
Linear
Class 4
1.7x9.5mm, 0.161Cm?
2.68W/Cm* (26,800Wm-2)
1.49 seconds
30 Joules, 160.8 J/Cm2
80Cm
0D4 minimum @ 810nm

MPERTURE

APOLLO Portable Laser Control Unit

APOLLO PORTABLE LASER CONTROL UNIT
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APO LLO LASER PROBE SPECI FICATIONS a APOLLO Portable Laser Control Unit

3000mW Probe Specificationsand warninglabels:

Applicator Type:
Emitter Type:
Emitter Wavelength:
No. of Emitters:
Beam Divergence:

Optical Output Power per emitter:

Total Power Output:

Aperture:

Polarization:

Laser Classification:

Spot Size:

1/e* Power Density (Irradiance):
TreatmentTimefor4J/Cm?
Total Energy delivery per minute:
NOHD:

Safety goggle requirement:

R ———

VISIBLE AND INVISIBLE LASER RADIATION
AVOID EXPOSURE TO
DIRECT OR

CLASS 4 LASER PRODUCT
4 X 750mW 810nm
IEC60825:1:2007

3000-C
GaAlAs Semiconductor Laser
810nm
4
9° x 38°
750mwW
3000mW
25mm
Linear
Class 4
2.7x21mm, 0.567Cm2
1.14W/Cm2 (11,400Wm?)
3.51 seconds
180 Joules, 68.4J/Cm?
120Cm
0D4 minimum @ 810nm

LASER
APERTURE

APOLLO PORTABLE LASER CONTROL UNIT
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APOLLO LASER PROBE

Probe Head

Diodes and Lens

Cable Port

ProbeHandle

Laser Safety Goggle Specifications:

EN207 Classification Continuous D 785-830 L4
Pulsed | 785-830 L5
Pulsed | 800-820L6

CEI 825 Classification 785-830 OD5+

ANSI Classification 785-830 OD5+

NOTE: use of laser safety goggles, other than those supplied or meeting
the above specification, could result in hazardous eye exposure.

APOLLO PORTABLE LASER CONTROL UNIT
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GLOSSARYOFTECHNICALTERMS

1/e*spotsize ......... The size of the spot that contains 1/e’ of the source power. This is approximately 86.5%.

Beam divergence . ...Theangle that the emitted Laser or LED beam deviates from a perfect right angle to the source. Normally shown in degrees in the x and y plane but can also
beshowninradians. (360deg=3.14( ) radians)

Coherent ............ Amonochromatic source that has all emitted wavelengths of light in phase to each other.

Irradiance ........... The ratio of power to area. Also known as power density.

Joule................ The product of power and time. 1 Joule = 1 Watt for 1 second.

LASER............... Anacronym for Light Amplification by Stimulated Emission of Radiation.

Monochromatic...... Substantially the same wavelengthi.e. a narrow spectral width.

MPE ................ Maximum Permissible Exposure, as defined in EN60825. There is an MPE for the eye and for the skin. Only the MPE for the eye is considered a safety issue in
Laser therapy, as the MPE for skin is often exceeded during a typical treatment.

NOHD............... Nominal ocular hazard distance. The distance at which the Laser output is safe to view without safety spectaclesi.e. below the MPE.

OD........coveeven Optical Density. The resistance of an optical filter to pass light. An OD of 1 would reduce power by a factor 10. An OD of 2 would reduce power by a factor of 100.

Polarization.......... Linear polarization occurs when all wavelengths of light emitted from a source are emitted at the same angle to each other. Generally, when no filtering is

mployed, Laser sources are polarized and LED sources are not (orrandomly polarized).

Power............... Theintensity of the source, normally measured in Watts.

Powerdensity ....... Theratioof power toarea. The correct term s Irradiance.

Spotsize ............ Thesize of the spot of light from a Laser or LED source, normally measured at the point of normal treatment.

Spectralwidth ....... The variation in wavelength of a source, normally measured at 50% intensity.

Watt ................ The unit of power. 1 Watt = 1 Ampere x 1 Volt

Wavelength.......... The physical length of one cycle of an electromagnetic wave. For light at near infra red wavelengths this is normally measured in nm (nanometers, meters x 10-°)
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SERVICE TECHNICAL SPECS

TECHNICAL SPECIFICATIONS:

Recycle and dispose of device
properly in accordance with local,
state and federal laws. Over the years,
tons of electronics equipment with
hazardous materials have been thrown away
with standard garbage. Over time, these
materials leech out of the electronic causing
damage tothe environment. It isimportant to
try and properly dispose of retired devices in
order to prevent damage to our environment.

PT
Rated Voltage 100-240V
Rated Frequency 47-63H;
Current 0.8-0.4A
OutPut 18VDC1.67A
Duty Cycle Continuous
Electrical Classification Class II
Electrical Type ﬂ

TypeBF

Equipmentis not suitable forusein
the presence of flammable mixtures.

Warning: No modification of this equipment is allowed.

APOLLO PORTABLE LASER CONTROL UNIT
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SAFETY APPROVALS AND RECOGNITION

Guidance and manufacturer’s declaration—electromagnetic emissions

The Apollois intended for use in the electromagnetic environment specified below. The customer or the user of the Apollo should assure that it is used in such an environment

Emissions test Compliance Electromagneticenvironment - guidance

RF emissions CISPR 11 Group 1 The Apollo uses RF energy only for its internal function. therefore, its RF emissions are very low and are
not likelytocauseanyinterferenceinnearbyelectronicequipment.s

RF emissions CISPR 11 ClassB TheApolloissuitableforuseinall establishmentsother than domestic, and may be usedin domestic
establishments and those directly connected to the public low-voltage power supply network that supplies
buildings used for domestic purposes

Harmonic emissions IEC61000-3-2 Class A per Ed. 3.2
(2009) (European limits)

Voltage fluctuations/ Complies
flicker emissions IEC 61000-3-3

Guidance and manufacturer’s declaration - electromagnetic immunity

The Apollois intended for use in the electromagnetic environment specified below. The customer or the user of the Apollo should assure that it is used in such an environment.

IMMUNITY Test IEC 60601 test level Compliance Level Electromagnetic environment - guidance
Electrostatic discharge (ESD)IEC61000-4-2 | +6kVcontact+8kVair +6kVcontact +8kVair Floors should be wood, concrete or ceramic tile. If floors are covered
with synthetic material, the relative humidity should be at least 30%.
Electrical fast transient/burst IEC 61000-4-4 | +2kVforpowersupplylines +2kVforpowersupplylines | Mains power quality should be that of a typical commercial or
+1kVforinput/output lines +1kVforinput/outputlines | hospital environment.
Surge IEC 61000-4-5 +1kV line(s) toline(s) +1kV line(s) toline(s) Mains power quality should be that of a typical commercial or
+2kV line(s) to earth +2kV line(s) toearth hospital environment.
Voltage dips, short interruptionsandvoltage | <5%UT (>95%dipinUT)for | <5%UT (>95%dipinUT) Mains power quality should be that of a typical commercial or hospital
variations on power supply input lines 0,5cycle40%UT (60%dipin | for0,5cycle40%UT (60% | environment. If the userof the Apollo requires continued operation dur-
IEC 61000-4-11 UT)for5cycles70%UT (30% | dipinUT)for5cycles ing powermainsinterruptions, itisrecommendedthat the Apollo be
dipinUT)for25cycles<5%UT | 70%UT (30%dipinUT) powered froman uninterruptible power supply or abattery
(>95%dipinUT)for5s for25cycles<5%UT
(>95%dipinUT)for5s
Powerfrequency (50/60Hz) magneticfield | 3A/m 3A/m Power frequency magnetic fields should be at levels characteristic of
[EC 61000-4-8 atypicallocationinatypical commercial or hospital environment.

NOTE UT IS THE A.C. MAINS VOLTAGE PRIOR TO APPLICATIONOF THETEST LE VEL. 26




SAFETY APPROVALS AND RECOGNITION

Guidance and manufacturer’s declaration — electromagnetic immunity

The Apollois intended for use in the electromagnetic environment specified below. The customer or the user of the Apollo should assure that it is used in such an environment.

IMMUNITY test

IEC 60601 TEST LEVEL

Compliance level

Electromagnetic environment - guidance

Conducted RF [EC 61000-4-6

Radiated RF IEC 61000-4-3

3Vrms 150kHz to 80 MHz

3V/m80MHzto2,5GHz

3V

3V/m

Portable and mobile RF communications equipment should be used no
closer toany part of the Apollo, including cables, than the recommended
separation distance calculatedfrom the equation applicable tothe
frequency of the transmitter.

Recommendedseparationdistance

d=1.17xP 150kHzto80MHz
d=1.17xP 80 MHz to 800 MHz
d=2.33xP 800MHzt02,5GHz

where P is the maximum output power rating of the transmitterin
watts (W) according to the transmitter manufacturerand d is the
recommended separation distance in metres (m).

Fieldstrengths from fixed RF transmitters, as determined by
anelectromagneticsitesurvey, *shouldbe less thanthe
compliance level in each frequency range. °Interference

may occurinthevicinity of equipment markedwiththe ((“))

following symbol:

NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from structures, objects and people

* Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.

2Fieldstrengthsfromfixedtransmitters, suchasbasestationsforradio (cellular/cordless) telephonesand landmobileradios, amateurradio, AMand FMradiobroadcastand TV
broadcast cannot be predicted theoretically with accuracy. Toassess the electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey should be considered.
If the measured field strength in the location in which the Apollo is used exceeds the applicable RF compliance level above, the Apollo should be observed to verify normal operation.

If abnormal performance is observed, additional measures may be necessary, such as re-orienting or relocating the Apollo.

APOLLO PORTABLE LASER CONTROL UNIT
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SAFETY APPROVALS AND RECOGNITION

Recommendedseparationdistances between portable and mobile RF communications equipmentand the Apollo

The Apolloisintended for use in an electromagnetic environment in which radiated RF disturbances are controlled. The customer or the user of the Apollo can help prevent electromag-
netic interference by maintaining aminimum distance between portable and mobile RF communications equipment (transmitters) and the Apollo as recommended below, according to

the maximum output power of the communications equipment.

Rated maximum output Separationdistanceaccordingtofrequency oftransmitter
poweroftransmitterW
150 kHzto 80 MHz 80 MHzto 800 MHz 800MHzto2,5GHz
d=1.17VP d=1.17P d=2.33P
0,01 A17 17 233
0,1 37 37 737
1 1.17 1.17 2.33
10 3.7 3.7 7.37
100 11.7 11.7 23.3

For transmitters rated at amaximum output power not listed above, the recommended separation distance d in meters (m) can be estimated using the equation applicable to the
frequency of the transmitter, where P is the maximum output power rating of the transmitter in watts (W) according to the transmitter manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection fromstructures, objects and people.

APOLLO PORTABLE LASER CONTROL UNIT
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RE P LACI N G TH E BA1TE RY APOLLO Portable Laser Control Unit

Replace thebattery

Disconnect the battery from the unit.

Usingasmall Phillipsscrewdriverreplacethebattery cover.

Usingasmall Phillipsscrewdriverremovethebatterycover.
APOLLO PORTABLE LASER CONTROL UNIT
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© All rights reserved. No part of this manual may be reproduced, saved in a research
centeror transferred by any means including electronic, mechanical, photographicor
otherrecords without previous approval from Pivotal Health Solutions, Inc. (APOLLO).

APOLLO operatesa policy of continuous development. Therefore, it reserves the right
tomake changes and improvements to the Product described in this manual without
prior notice.

The contents of this document are provided "as is . Except as required by applicable
law, no warranties of any kind, either expressed or implied, are made in relation to the
accuracy, reliability or contents of thisdocument. APOLLO reserves the right to revise
this document or withdraw it at any time without prior notice.

Neither APOLLO, its officers, employees or agents, nor the author of this manual, hold
that the application of Laser Therapy will achieve any or all of the benefits referred to
orimpliedin this text or in any other materials prepared by APOLLO. There may be other
dangers or consequences associated with the use of Laser Therapy which are not referred
tointhistext.

While APOLLO has taken all possible care in the design and manufacture of this device,
no responsibility can be taken by APOLLO for the way in which it is used. The purchaser
operates the APOLLO Laser Device at their own risk.

APOLLOwill not acceptany liability for any injury or damagesresulting directly or
indirectly from the use of the APOLLO device, any associated equipment or the information
containedinthismanualorany other materials or advice provided by APOLLO to the
purchaseror any officer, employee, or agent of the purchaser.
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