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OpTIMEDICAL,)

THIS MANUAL IS COPYRIGHTED WITH ALL RIGHTS RESERVED. UNDER THE
COPYRIGHT LAWS, THIS MANUAL MAY NOT BE COPIED IN WHOLE OR IN PART OR
REFPRODUCED IN ANY OTHER MEDIA WITHOUT THE EXPRESS WRITTEN
PERMISSION OF OFPTIMEDICA CORPORATION, PERMITTED COPIES MUST CARRY
THE SAME PROPRIETARY AND COPYRIGHT NOTICES AS WERE AFFIXED TO THE
ORIGINAL UNDER THE LAW, COPYING INCLUDES TRANSLATION INTO ANOTHER

LANGUAGE.

PLEASE NOTE THAT WHILE EVERY EFFORT HAS BEEN MADE TO ENSURE THAT
THE DATA GIVEN IN THIS DOCUMENT IS ACCURATE, THE INFORMATION, FIGURES,
ILLUSTRATIONS, TABLES, SPECIFICATIONS, AND SCHEMATICS CONTAINED HEREIN
ARE SUBJECT TO CHANGE WITHOUT NOTICE.

OPTIMEDICA®, OPTIMEDICA Loco™, AND PASCAL®. ARE TRADEMARKS OR
REGISTERED TRADEMARKS OF OFTIMEDICA CORPORATION.

-FOR SERVICE ASSISTANCE AND TO ORDER REPLACEMENT PARTS, CONTACT
OPTIMEDICA SERVICE AT THE FOLLOWING NATIONWIDE TELEPHONE NUMBERS:
+1(888) 850, 1223 or +1(408) 850.8600, '
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- DiISCLAIMER

CALIBRATION IS A SERVICE PROCEDURE TO BE DONE ONLY BY OFTIMEDICA
CERTIFIED SERVICE ENGINEERS OR CUSTOMERS WHO HAVE TAKEN AND PASSED
AN OPTIMEDRICA SERVICE CERTIFICATION TRAINING COURSE ON THE PascAL
SYSTEM. ADJUSTMENT BY ANYONE OTHER THAN A TRAINED OPTIMEDICA
CERTIFIED ENGINEER OR CERTIFIED CUSTOMER VOIDS ANY EXISTING
MANUFACTURER'S WARRANTY ON THE INSTRUMENT.

SYMBOL DEFINITIONS
PLEASE READ THIS MANUAL AND FOLLOW ITS INSTRUCTIONS CAREFULLY. THE

woRrDS WARNING, CAUTION, PRECAUTION, aND NOTE CARRY SPECIAL
MEANINGS AND SHOULD BE CAREFULLY REVIEWED.

THE PERSONAL SAFETY OF THE PATIENT OR PHYSICIAN
WARNING MAY BE INVOLVED. DISREGARDING THIS INFORMATION
COULD RESULT IN INJURY TO THE PATIENT OR
PHYSICIAN.
pE
ACAUT!ON DISREGARDING THIS INFORMATION MAY RESULT IN

INSTRUMENT FAILURE OR INSTRUMENT DAMAGE.

iii PRECAUTION POSSIBLE INSTRUMENT FAILURE, INSTRUMENT DAMAGE,
: OR UNINTENDED OUTCOME MAY OCCUR WHEN
DISREGARDING THIS INFORMATION.

AN EXCLAMATION MARK WITHIN A TRIANGLE IS INTENDED

TO ALERT THE USER TO THE PRESENCE OF IMPORTANT
OPERATING AND MAINTENANCE INSTRUCTIONS IN THE
LITERATURE ACCOMPANYING THE PRODUCT,

NOTE THE wWORD NOTE IS TO EMPHASIZE IMPORTANT
INFORMATION TO THE USER.

PASCAL® PHOTOCOQAGULATOR Page 7 OF |22
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\ THIS SYMBOL INDICATES THAT THE WASTE OF ELECTRICAL
AND ELECTRONIC EQUIPMENT MUST NOT BE DISPOSED AS
UNSORTED MUNICIPAL WASTE AND MUST BE COLLECTED
SEPARATELY. PLEASE CONTACT THE MANUFACTURER OR
/ . OTHER AUTHORIZED DISPOSAL COMPANY TO
DECOMMISSION YOUR EQUIPMENT.,

WEEE ANNEX IV Symbal

WARNING

TO AVOID POTENTIAL INJURY TO THE USER AND THE PATIENT AND/OR DAMAGE
TC THIS DEVICE, THE USER MUST!

READ THIS OPERATING MANUAL THOROUGHLY AND BE FAMILIAR WITH ITS
CONTENTS PRIOR TO USING THIS EQUIPMENT.

BE A QUALIFIED PHYSICIAN, HAVING COMPLETE KNOWLEDGE OF THE USE OF
THIS DEVICE.

TEST THIS DEVICE PRIOR TO A PROCEDURE.
Vs

ATTEMPT NO INTERNAL REPAIRS OR ADJUSTMENTS NOT SPECIFICALLY DETAILED
IN THIS OPERATOR MANUAL..

DISCONNECT PASCAL FROM THE ELECTRICAL OUTLET WHEN INSPECTING THE
FUSES. ‘

OPTIMEDICA ACCEPTS FULL RESPONSIBILITY FOR SAFETY, RELIABILITY, AND
PERFORMANCE OF THE DEVICE ONLY IF:

SERVICE, READJUSTMENTS, MODIFICATIONS, AND/OR REFAIRS ARE PERFORMED
EXCLUSIVELY BY OPTIMEDICA.

THE ELECTRICAL INSTALLATION OF THE TREATMENT ROOM COMPLIES WITH THE
APPLICABLE IEC, CEC, aND NEC REQUIREMENTS,

THE WARRANTY IS VOID IF ANY OF THESE WARNINGS ARE DISREGARDED.
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OFTIMEDICA RESERVES THE RIGHT TO MAKE IMPROVEMENTS IN THE DEVICE(S)
HEREIN. DEVICE(S), THEREFORE, MAY NOT AGREE IN DETAIL WITH THE
PUBLISHED DESIGN OR SPECIFICATIONS. ALL SPECIFICATIONS ARE SUBJECT TO
CHANGE WITHOUT NOTICE. PLEASE CONTACT OFPTIMEDICA OR YOUR LOCAL
OFTIMEDICA SALES REPRESENTATIVE FOR INFORMATION ON CHANGES AND NEW

PRODUCTS.

WARNING

AWARNING

>

AWARNING

CAUTION

FEDERAL Law (UNITED STATEs OF AMERICA)
RESTRICTS THIS DEVICE TO USE BY OR ON ORDER OF
A PHYSICIAN,

WHEN PASCAL IS INTERCONNECTED WITH OTHER
MEDICAL ELECTRICAL ECQUIPMENT, LEAKAGE
CURRENTS MAY BE ADDITIVE. ENSURE ALL SYSTEMS
ARE INSTALLED ACCORDING TC THE REQUIREMENTS
oF |[EC 60680 [-I1-1.

USE EXTREME CARE REGARDING CABLE ASSEMBLY
TO/FROM THE DISPLAY ASSEMBLY TO/FROM THE SLIT
LaAMP ASSEMBLY. CA}@)I,:,!E_'ASSEMBLY CONSISTS OF
WIRING AND FIBER OPTICS CABLES. DO NOT PULL OR
STRESS CABLE ASSEMBLY. DO NOT SET ITEMS ON
OR UNDER CABLE ASSEMBLY. DAMAGE TO THE FIBER
OPTIC CABLES MAY CAUSE UNINTENDED EXPOSURE.

USE OF CONTROLS OR ADJUSTMENTS OR
FPERFORMANCE OF PROCEDURES OTHER THAN THOSE
SPECIFIED HEREIN MAY RESULT IN HAZARDOUS
RADIATION EXPOSURE.

WHEN NOT IN USE, LASER EQUIPMENT SHOULD BE
PROTECTED AGAINST UNQUALIFIED USE BY REMOVING
THE KEY FROM THE KEY SWITCH.

PascaL® PHOTOCOAGULATOR
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PAscAL PHOTOCOAGULATOR DESCRIPTION

THE PAscaL RETINAL PHOTOCOAGULATOR IS A FULLY INTEGRATED LASER
PHOTOCOAGULATION SYSTEM. PASCAL IS AN ACRONYM FOR PATTERN SCAN
LASER. THE SYSTEM MAY BE USED FOR ALL STANDARD SINGLE SHOT
PHOTOCOAGULATION METHODS AND, IN ADDITION, IS EQUIPPED WITH
PROPRIETARY LASER SCANNING PATTERNS THAT PERMIT FASTER
PHOTOCOAGULATION. THE PascAL RETINAL PHOTOCOAGULATOR CONSISTS OF
THE FOLLOWING FUNCTIONAL UNITS:

== =

*[l ¢ S1IT LAMP WITH INTEGRATED PROPRIETARY PATTERN GENERATION SYSTEM

F==f

¢ WHEELCHAIR ACCESSIBLE TABLE
532 NM LASER PHOTOCOAGULATOR CONSOLE

TOUCH-SCREEN COMTROL PANEL

|
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INDICATED USE

et

THE PASCAL PHOTOCOAGULATOR IS INTENDED FOR USE IN THE TREATMENT OF
OCULAR PATHOLOGY. PASCAL IS INDICATED FOR USE IN FPHOTOCOAGULATION
OF BOTH POSTERICR AND ANTERIOR SEGMENTS INCLUDING:

RETINAL, PHOTOCOAGULATION, PAN-RETINAL, FOCAL AND MACULAR GRID
PHOTOCOAGULATION FOR VASCULAR AND STRUCTURAL ABNORMALITIES OF THE
RETINA AND CHOROID INCLUDING:

PROLIFERATIVE AND NON-PROLIFERATIVE DIABETIC RETINOPATHY
. CHOROIDAL NEOVASCULARIZATION

BRANCH AND CENTRAL. RETINAL VEIN OCCLUSION

AGE-RELATED MACULAR DEGENERATION

LATTICE DEGENERATION

RETINAL TEARS AND DETACHMENTS

IN ADDITION, THE PASCAL METHOD CAN BE USED TO PERFORM:

; IRIDOTOMY
IRIDECTOMY
TRABECULOPLASTY IN ANGLE CLOSURE AND/GFPEN ANGLE GLAUCOMA.

PASCAL APPLICATIONS INCLUDE:

PAN RETINAL PHOTOCOAGULATION

MACULAR GRID LASER TREATMENT

RETINAL TEARS

RETINAL DETACHMENT

FOCAL TREATMENT OF JUXTAFOVEAL CHOROIDAL NEOVASCULARIZATION

PascaL® PHOTOCOAGULATOR PAGE |4 oF | 22
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WARNING

THE PAscaL PHOTOCCAGULATOR GENERATES A HIGHLY CONCENTRATED BEAM
OF LASER LIGHT, WHICH MAY CAUSE INJURY IF IMPROPERLY USED. THIS ENTIRE
MANUAL. SHOULD BE CAREFULLY READ AND UNDERSTOOD BEFORE OPERATION.
PRIOR TO TREATMENT IT 1S RECOMMENDED THAT USERS FAMILIARIZE
THEMSELVES WITH THE SYSTEM CONTROLS. |IF YOU HAVE QUESTIONS
REGARDING YOUR LASER SYSTEM, LASER SLIT LAMP, OR PATTERN GENERATOR
DELIVERY SYSTEM, PLEASE CONTACT OFTIMEDICA AT + | (408} 850.8600.

CAUTIONS,

FEDERAL LAW (UNITED STATES OF AMERICA) RESTRICTS THIS DEVICE TO SALE
BY OR ON THE ORDER OF A PHYSICIAN. OFTIMEDICA MEDICAL DEVICES ARE
SOLELY FOR USE BY PHYSICIANS TRAINED IN THE OPERATION OF LASER
PHOTOCOAGULATORS AND ASSOCIATED DELIVERY DEVICES.

USE OF CONTROLS, ADJUSTMENTS, OR PERFORMANCE OF PROCEDURES OTHER
THAN THOSE SPECIFIED IN THIS OPERATOR MANUAL MAY RESULT IN HAZARDOUS
LASER RADIATION EXPOSURE.

s
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CONTROL PANEL AND DISPLAYS

LASER EMISSION
ICON ~ PoOwER CONTROLS

PASCAL

- PHOTOGCASULATOR,

STaTUS CONTROL
STANDBY / READY

COUNTER RESET
BUTTON

___SpPoT SIZzE
CONTROLS

AIM BEAM —| e ExrosURE TIME
CONTROLS 2| B CONTROLS

FIXATION BEAM
I~ BUTTON

PATTERN DENSITY
CONTROLS

TITRATE BUTTON

l §7'_|'rg?t7:qe_q!—§y i‘ pefault Physician :'c‘

P
F © Fave

rites i

TREATMENT SUMMARY DEFAULT PHYSICIAN /;E;gvbnrrss BuUTTON SHUT DOWN
BUTTON BUTTON : BUTTON

PATTERN DISPLAY
BUTTON

THE Maln CONTROL PANEL 1S LOCATED ON THE SLIT LAMP TABLE, AND TILT OF
THE DISPLAY CAN BE POSITIONED AT A DESIRED ANGLE. THE KEY SWITCH AND
EMERGENCY OFF SWITCH ARE LOCATED ON THE RIGHT-HAND SIDE OF THE
TABLE. THE MAIN CONTROL PANEL. IS A LIQUID CRYSTAL pispLaY (LCD) WITH
TOUCH-SCREEN GONTROLS FOR THE SELECTION OF SYSTEM PARAMETERS,
SUCH AS AiM BEAM INTENSITY, POWER, EXPOSURE TIME, SYSTEM STATUS AND
SHUT DOWN, AT ALL TIMES THE SYSTEM STATUS - STANDBY, READY, OR
TREAT - IS DISPLAYED.

THE POSITION OF THE SLIT LAMP MICROSCOPE IS5 CONTROLLED BY A
MECHANICAL JOYSTICK. THE SIZE OF THE PATTERN MAY BE ADJUSTED
DEPENDING ON PHYSICIAN PREFERENCE. THERE ARE SOME LIMITATIONS FOR
SAFETY. THE LASER EMISSION IS ULTIMATELY CONTROLLED BY THE FOOTSWITCH
DEPRESSION. ' '

PasCALY PHOTOCOAGULATOR PAGE |16 OF 122
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( CAUTIONS
@ THE LASER EMISSION ICON IS DISPLAYED TO WARN THE USER THAT THE SYSTEM
IS CAPABLE OF EMITTING LASER ENERGY, APPROPRIATE PRECAUTIONS, SUCH
’gﬁ AS WEARING APPROPRIATE EYE WEAR IN THE ROOM, SHOULD BE TAKEN.
E IF THE SCREEN AFPPEARS BLANK DO NOT USE THE SYSTEM. IF IT REMAINS
& BLANK FOR MORE THAN 30 SECONDS TURN THE SYSTEM OFF WITH THE KEY,

WAIT OVER ONE MINUTE AND THEN RESTART THE SYSTEM.

J PascaL® PHOTOCOAGULATOR PAGE | 7 oF 122
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SYSTEM START AND SHUT DOWN
SYSTEM START

INSERT THE KEY IN THE KEY SWITCH; TURN TO THE START POSITION, AND
RELEASE, ’

A SYSTEM SELF-TEST AND START-UP ROUTINE BEGINS, AT THE BEGINNING OF
START-UP, THE SOFTWARE REVISION IS DISPLAYED AND THEN THE TEXT START
UP APPEARS IN THE STATUS DISFLAY. THE LASER EMISSION INDICATOR IS
ILLUMINATED AT START-UP. WHEN THE START-UP iS COMPLETE, THE SYSTEM
-EMITS AUDIBLE TONES, AND THEN THE SYSTEM ENTERS STANDBY MODE.,

CAUTION

IF THE SCREEN APPEARS BLANK DO NOT USE THE SYSTEM. IF IT REMAINS
BLANK FOR MORE THAN 30 SECONDS TURN THE SYSTEM OFF WITH THE KEY,
WAIT OVER ONE MINUTE AND THEN RESTART THE SYSTEM.,

PascaL® PHOTOCOAGULATOR ) - Page 18 oF 122
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SysTEM SHUT DOWN

IF THE SYSTEM IS IN READY MODE, SELECT THE STATUS BUTTON LOCATED ON
THE CONTROL PANEL DISPLAY TO PLACE THE SYSTEM IN STANDBY MODE AS
INDICATED BY THE STANDBY STATUS INDICATOR.

SELECT THE SHUT DOWN BUTTON AND WAIT FOR THE SCREEN TO GO BLANK.

PASCAL -

PHOTOCOAGULATOR

A

Favorites i

TURN THE KEY TO THE OFF POSITION, AND REMOVE IT TO PREVENT
UNAUTHORIZED USE OF THE LASER SYSTEM.

F’ASCAL® PHOTOCOAGULATOR PaceE I1©D oF |22
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IF NECESSARY, ALL THE INTERNAL CIRCUITS MAY BE DE-ENERGIZED BY PLACING
THE SYSTEM CIRCUIT BREAKER OR THE MAIN WALL POWER CIRCUIT BREAKER IN
THE OFF POSITION.

CIRCUIT BREAKER
"ON" Position

PASCALY PHOTOCOAGULATOR ) PaGce 20 oF |22
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EMERGENCY SHUT DOwWN

IN AN EMERGENCY SITUATION, THE SYSTEM CAN BE SHUT DOWN RAPIDLY B8Y
PRESSING THE EMERGENCY STOP BUTTON LOCATED ON THE RIGHT HAND SIDE
OF THE LASER CONSOLE NEXT TO THE KEY SWITCH.

IF THE POWER CORD IS STILL CONNECTED TO THE ELECTRICAL SOURCE, SOME
INTERNAL CIRCUITS REMAIN ENERGIZED. 1O DE-ENERGIZE ALL THE INTERNAL
CIRCUITS, PLACE THE DEVICE CIRCUIT BREAKER IN THE OFF POSITION, AND
REMOVE THE POWER CORD FROM THE WALL.

CAUTION

IF THE SYSTEM IS UNRESPONSIVE TURN THE SYSTEM OFF BY PRESSING THE
s EMERGENCY STOP SWITCH, WAIT OVER ONE MINUTE AND THEN RESTART THE
@ ' SYSTEM USING THE KEY SWITCH.

i .
E PascaL® PHOTOCOAGULATOR PAGE 21 oF 122
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SuT LAMP AND PATTERN GENERATOR DELIVERY SYSTEM OPERATING
INSTRUCTIONS

SuT LaMP SETUP

THE SLIT LAMP IS OFTIMIZED FOR USE AS A LASER DELIVERY SYSTEM
SPECIFICALLY FOR LASER TREATMENT OF THE POSTERICR SEGMENT OF THE
EYE. THE LENS SYSTEM PRODUCES HIGH-RESOLUTION COLOR COMPENSATED
IMAGES THAT ENABLES THE OBSERVATION O# FINE DETAILS WITHIN THE EYE.
THE SLIT PROJECTOR MAY BE ADJUSTED WITH EITHER THE RIGHT OR LEFT
HAND DURING TREATMENT OR OBSERVATION.

IN ORDER TO MATCH THE IN-FOCUS VIEW OF THE RETINA WITH THE LASER BEAM
FOCUS (PARFOCALITY), THE SLIT LAMP MUST BE ADJUSTED PROPERLY. THE
SLIT LAMP OPTICS, THE F’HYSJCIANIS INDIVIDUAL REFRACTIVE CORRECTION AND
ACCOMMODATION, CONTACT LENS OPTICS, AND THE LASER BEAM FOCUS
WORKING DISTANCE MUST ALL BE CONSIDERED WHEN USING THE SLIT LAMP AS
A LASER DELIVERY SYSTEM. FAILURE TO ESTABLISH PARFOCALITY MEANS THAT
THE VIEWER'S FOCUS IS NOT IN THE SAME PLANE. AS THE LASER BEAM FOCUS,
THIS WILL RESULT IN THE LASER BEAM SPOT SIZE AND INTENSITY PROFILE
BEING OTHER THAN INTENDED.

Pascal® PHOTOCOAGULATOR PAaGE 22 OF | 22
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SuT LaMP SETUP PROCEDURE

I. ENSURE THAT THE LASER SYSTEM IS TURNED ON.

2. INSERT THE FOCUS POST INTQ THE FIVOT HOLE OF THE SLIT LAMP
ILLUMINATION ASSEMBLY AND SET THE FIXATION SCREW.

w

TURN ON THE SLiT LAMP ILLUMINATION AND ADJUST THE INTENSITY.

4. SET THE MAGNIFICATION TO THE HIGHEST SETTING AND ADJUST THE
PUPILLARY DISTANCE OF THE EYEFIECES,

4]

DeFOCUS THE EYEPIECES BEYOND “"-+5” OR MORE.

. 6. ADJUST THE FOCUS SLOWLY FROM “-" TO "—" UNTIL THE IMAGE
@ APPEARS IN FOCUS. TO ELIMINATE NATURAL ACCOMMODATION OF THE
EYE, DO NOT ADJUST FROM “—" 1O “4 7,

MAKE A NOTE OF THE DIOPTER SETTING AND REPEAT STEPS 4 AND S5
TWO MORE TIMES AND AVERAGE YOUR READINGS.

~J

8. REPEAT STEPS 4-6 FOR OTHER EYE.
9. MAKE A NOTE OF YOUR SETTINGS FOR FUTURE USE. -

10, LOOSEN THE FIXATION SCREW OF THE FOCUS POST AND REMOVE POST
FROM THE FIVOT HOLE. ’

[ |, IT 15 A GOOD HABIT TO VERIFY THAT THE EYEPIECES ARE ADJUSTED TO
YOUR SETTING BEFORE EACH USE OF PASCAL, ESPECIALLY IN A MULTI
USER PRACTICE. -

Y e

Focus PosT

SuT LAMP LOCKING
THUMB SCREW

NOTE: THERE S AN IDENTICAL SUT LAMP
LOCKING THUMB SCREW ON THE
OPPGSITE SIDE OF SLIT LAMP

'EASCAL(@ PHOTOCOAGULATOR PaGge 23 oF {22
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BINOCULARS

ST
ADJUSTMENT

CHIN-REST

" ADJUSTMENT
MlCROMANmUL.ATon o

Jovsnick v,

fLLUMINATION
INYENSITY
ADJUSTMENT

Sy
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FPROCEDURE

| . POSITION THE PATIENT AT THE SLIT LAMP.

2. SELECT THE TREATMENT PARAMETERS ON THE TOUCH SCREEN CONTROL
PANEL..

3, POSITION THE CONTACT LENS ON THE PATIENTS CORNEA, TILTING THE
CONTACT LENS AND/OR POSITIONING THE ILLUMINATION SLIGHTLY OFF-
AX|S HELPS TO MINIMIZE GLARE FROM THE LLUMINATION LAMP,

4. PLACE THE LASER IN READY MODE.

5. POSITION THE AIMING BEAM ON THE TARGET RETINAL TISSUE WITH THE
JOYSTICK AND ADJUST FOCUS BY PUSHING THE JOYSTICK TOWARD OR
AWAY FROM THE PATIENT,

6. DEPRESS THE FOOTSWITCH TO DELIVER THE TREATMENT BEAM.

'CAUTION

REGARDLESS OF BEAM DELIVERY MODE, LASER BEAM DELIVERY WILL BE
INTERRUPTED {F THE FOOTSWITCH IS RELEASED BEFORE THE ENTIRE PATTERN
OR PULSE IS CONCLUDED,

e
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DELIWVERY SYSTEMS

ACHROMATIZATION

PASCAL LASER DELIVERY 1S ACHROMATIC OVER THE RANGE OF 500—700 NM,
THUS PRODUCING IDENTICAL SPOTS FOR BOTH THE TREATMENT AND AIMING

BEAMS.

LAsER FILTER

THERE 15 A LASER FILTER PERMANENTLY MOUNTED IN THE SYSTEM. THIS IS TO
PROTECT THE PHYSICIAN FROM EXFPOSURE TO THE TREATMENT LASER BEAM.
THE FILTER SELEClTIVELY BLOCKS BACK REFLECTION OF THE TREATMENT BEAM.
THE BHYSICIAN MAY SEE SOME MINOR FLUQORESCING LIGHT WHEN TREATING
PATIENTS; THIS 1S THE AUTO-FLUORESCENCE OF THE RETINA, AND IS NOT

HARMFUL.

Vaa
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CONTACT LENS COMPATIBILITY

WARNING

Do NOT useE ANY CONTACT LENS WITH A LASER SPOT MAGNIFICATION OF (LESS
THAN) < 0.94.

FPASCAL WILL WORK WITH ALL STANDARD OPHTHALMIC LASER LENSES, SUCH
AS THE FOLLOWING:

NOTE

M = SPOT SizE MAGNIFICATION

OCULAR, MAINSTER STANDARD (M= ] .05x)

OCULAR, FUNDUS LASER (M= 1.08x)

OcCULAR, KARICHOFF LASER (M= 1].08x)

OcuLar, THREE MIRROR UNIVERSAL (M= | .08%)
OCULAR, MAINSTER WIDE FiELD (M= ] ,50x%)

OCULAR, MAINSTER ULTRA FIELD (M-1.90x)

OCULAR, MAINSTER [ 65 PRP (M=2.00x) _
RODENSTOCK SCHLEGEL PANFUNDOSCOPE (M™% .50x)
VOLK, G-3 GONIOFUNDUS (M=0.94x) ‘
VOLK, AREA CENTRALIS (M= 1 .04x)

VOLK, TRANS EQUATOR (M= | ,44x)

VOLK, SUPERQUAD | 60 (M=1.92x)

VOLK, QUADRA-SPHERIC (M=2.01X)

OR EQUIVALENTS.

THE SPOT SIZE. AT THE RETINAL PLANE IS THE PRODUCT OF THE DEVICE LASER
SPOT SIZE AND M, THE LASER SPOT MAGNIFICATION OF THE CONTACT LENS,

DdXM=Dr

FOR EXAMFLE, A 200 UM LASER SPOT DELIVERED THROUGH A CONTACT LENS
WITH M EQUAL TO | .9X, WOULD YIELD A SPOT GF 380 HM ON THE RETINA.
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CAUTIONS

BE SURE TO KEEP ALL OPTICAL SURFACES SCRATCH FREE, CLEAN AND
SMUDGE FREE. THIS WiLL MINIMIZE LASER BEAM SCATTERING. |F REQUIRED,
CLEAN WITH EITHER COMPRESSED AIR OR A DROP OF CAMERA LENS CLEANING
SOLUTION APPLIED TO LENS TIssUE PAPER. CLEAN THE SURFACE USING A
GENTLE CIRCULAR MOTION.

Do NOT DISINFECT WITH ISOPROPYL ALCOHOL. THIS CAN LEAD TO THE
REMOVAL OF PROTECTIVE AND ANTI-REFLECTION COATINGS,

To DISINFECT THE CONTACT LENS, SEE AND FOLLOW THE MANUFACTURER
INSTRUCTIONS,

|F SCRATCHES ARE VISIBLE ON THE OPTICS, DO NOT USE THE DEVICE AND
CONTACT OPTIMEDICA FOR REPLACEMENT COMPONENTS.
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POSITION THE PATIENT AND EQUIPMENT

POSITION THE PATIENTS AT THE SLIT LAMP BY HAVING THEM SIT COMFORTABLY
BEHIND THE SLIT LAMP TABLE AND PLACE THEIR CHIN ON THE CHINREST AND
FOREHEAD ON THE HEADREST.

SELECT THE STATUS BUTTON TO PLACE THE SYSTEM IN READY MODE.
POSITION THE CONTACT LENS ON THE PATIENTS EYE.

FOCUS THE SLIT LAMP ‘AND OBSERVE THE RED AIMING BEAM ON THE PATIENT'S
RETINA. ESTABLISH PROPER PLACEMENT OF THE LASER BEAM WITH THE
JOYSTICK.,

TO DELIVER LASER ENERGY, DEPRESS THE FOOTSWITCH. EACH FOOTSWITCH
DEPRESSION WILL RESULT IN ONE APPLICATION, UNLESS THE SYSTEM IS IN
REPEAT MODE. TREATMENT MAY BE INTERRUPTED AT ANY POINT BY RELEASING
THE FOOTSWITCH.

Vicacd
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( SELECT LASER TREATMENT PARAMETERS
COUNTER RESET

THE COUNTER DISPLAY RECORDS THE NUMBER OF EXPOSURES DELIVERED TO
THE TARGET TISSUE. TURNING THE SYSTEM POWER OFF RESETS THE COUNTER
TO ZERO,

IF APPROPRIATE, SELECT THE COUNTER RESET BUTTON LOCATED IN THE
UPPER RIGHT CORNER OF THE CONTROL PANEL DISPLAY. THE COUNTER
INDICATOR SHOULD READ “0O.” ENSURE THE FOOTSWITCH IS NOT DEPRESSED
WHEN RESETTING THE COUNTER.

Counter

} Treatment Sumemary 3 5 [< oetautphpsician  E 1 Favorlles ,

s,
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READY / STANDBY Mobs

= ==

T

THE STATUS BUTTON TOGGLES THE SYSTEM BETWEEN READY anD STANDBY
MODES. THE SELECTED MODE IS SHOWN IN THE ADJACENT STATUS DISPLAY.

=1 R

CAUTION

= 1

EXCEPT DURING ACTUAL TREATMENT, THE SYSTEM MUST ALWAYS BE IN
STANDBY MODE. MAINTAINING THE SYSTEM IN STANDBY MODE PREVENTS
ACCIDENTAL EXPOSURE IF THE FOOTSWITCH IS INADVERTENTLY DEPRESSED.

THE FOOTSWITCH HAS BEEN DESIGNED WITH A PROTECTIVE HOUSING, TO
PREVENT INADVERTENT EXPOSURE. THE FOOTSWITCH 1S ENABLED ONLY IN
READY MODE. DEPRESSING THE FOOTSWITCH WILL DELIVER THE TREATMENT
BEAM TO THE TARGET TISSUE. LIKEWISE, THE AIMING BEAM IS ONLY AVAILABLE
IN THE READY Mope. DO NOT DEPRESS THE FOOTSWITCH UNLESS LASER
EXPOSURE 1S INTENDED.

E-

SeELECT THE READY MODE WITH THE STATUS PUSH BUTTON AS ENDICATED BY
THE READY STATUS INDICATOR.

SELECT

Fava rites
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AIMING BEAM INTENSITY

THE AIMING BEAM INTENSITY IS VARIABLE FROM BARELY VISIBLE TO A MAXIMUM
AVERAGE POWER OF | MW. THE LOWEST PRACTICAL SETTING SHOULD ALWAYS .
BE USED. SEE “OCULAR PROTECTION" IN THE SAFETY AND REGULATORY
COMPLIANCE. CHAPTER,

THE AIM BEAM UP/DOWN ARROW INDICATORS ARE LOCATED AT THE LEFT
SECTION OF THE CONTROL PANEL. SELECT THE UP ARROW BUTTON (UP-FACING
ARROW) TO INCREASE THE AIMING INTENSITY UNTIL THE DESIRED BRIGHTNESS |S
SELECTED. ALTERNATIVELY, SELECT THE DOWN ARROW BUTTON (DOWN-FACING
ARROW), TO DECREASE THE AIMING BEAM INTENSITY. THE RELATIVE AIMING
BEAM INTENSITY IS INDICATED ON THE BAR INDICATOR.

g .Treatment Summary..s .
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SPOT SiIZE

SELECTING THE SPOT SIZE INDICATORS LOCATED ON THE CONTROL PANEL AS
SHOWN BELOW,

AVAILABLE SFPOT SIZES ARE: 60 UM, OO UM, 200 UM AND 400 UM,

@ THE SPOT SIZE AS MEASURED AT THE CORNEAL PLANE MAY BE CHANGED BY

HE_'SF’OT SIZE AT THE RETINAL PLANE IS THE PRODUCT OF THE DEVICE LASER
OT SIZE AND M, THE LASER SPOT MAGNIFICATION OF THE CONTACT LENS.
oé___EXAMPLE, A 200 UM LASER SPOT DELIVERED THROUGH A CONTACT LENS
VITH M EQUAL TO | .OX, WOULD YIELD A SPOT OF 380 MM ON THE RETINA.

DdXM = Dr
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WARNING

IT 15 THE RESPONSIBILITY OF THE PHYSICIAN TO VERIFY THAT THE AIMING BEAM
SPOT VISUALIZED THROUGH THE SLIT LAMP 1S CIRCULAR AND NOT CLIPFED. A
NONCIRCULAR AIMING BEAM COULD INDICATE A HARDWARE FAILURE. SHoULD
THIS OCCUR, DISCONTINUE TREATMENT AND CONTACT OFTIMEDICA SERVICE.

CAUTION

IT IS THE RESPONSIBILITY OF THE PHYSICIAN TO VERIFY THAT THE AIMING BEAM
SPOT VISUALIZED THROUGH THE SUT LAMP IS APPROXIMATELY THE EXPECTED
sizE. |IF THE AIM BEAM SIZE OR SATTERN APPEARS INAPPROPRIATE OR
DISTORTED DO NOT PROCEED WiTH TREATMENT. READJUST SLIT LAMP FOCUS.
IF PROBLEM PERSISTS CONTACT OFTIMEDICA SERVICE.
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TREATMENT EXPOSURE TIME

EXPOSURE TIME iS THE DURATION OF THE TREATMENT LASER PULSE. IT IS
MEASURED IN MILLISECONDS (MS). SELECTIONS RANGE FROM | O — [ OO0
MILLISECONDS FOR SINGLE SPOT DELIVERY. SQUARE ARRAY & ARC PATTERN
SELECTIONS ARE 20 OR 30 MILLISECONDS. MACULAR PATTERNS ARE FIXED AT
| O MILLISECONDS. EARLY RELEASE OF THE FOOTSWITCH WILL IMMEDIATELY
TERMINATE THE TREATMENT BEAM,

P P— ll
e

Use THE UP AND DOWN ARROW BUTTONS OF THE EXPOSURE TIME CONTROL
TO SELECT THE DESIRED EXPOSURE TIME. THE SELECTED EXPOSURE TIME
APPEARS IN THE ADJACENT DISPLAY.

T3 =8 i

1

T
i Exposure-

10..

' Treatment Summary 0 5 - DefauttPhysichan
A bV AN
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LASER POWER

PrESS THE POWER UP ARROW LOCATED ON THE TOUCH SCREEN CONTROL
PANEL DISPLAY TO INCREASE THE AVERAGE POWER OF THE LASER BEAM
DELIVERED PER PULSE. SELECT THE DOWN INDICATOR TO DECREASE THE
AVERAGE POWER DELIVERED IN EACH LASER PULSE. THE SELECTED LASER
POWER APPEARS IN THE ADJACENT DISPLAY. |

. CAUTION

IT IS THE RESPONSIBILITY OF THE PHYSICIAN TO SELECT THE APPROPRIATE
LASER POWER AND LOCATION OF TREATMENT. THE LOWEST PRACTICAL SETTING
SHOULD ALWAYS BE USED TO ACHIEVE THE DESIRED CLINICAL OQUTCOME. IN
ORDER TO DETERMINE THE APPROFPRIATE POWER LEVEL TO USE IN THE SCAN
MODE, SINGLE SPOT TEST BURNS SHOULD BE DELIVERED PRIOR TO PATTERN
SCAN PHOTOCOAGULATION, IN ORDER TO TITRATE THE POWER TO THE DESIRED
LEVEL OF BURN."

PrRESS THE TITRATE BUTTON ON THE TOWCH SCREEN CONTROL PANEL TO
SWITCH TO SINGLE SPOT MODE TO FPERFORM TEST BURNS. PRESS THE TITRATE
BUTTON AGAIN TO REVERT TO SCAN MODE.
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THE FOWER CAN ALSO BE ADJUSTED VIA THE POWER CONTROL KNOBS
LOCATED ON THE LEFT AND RIGHT SIDE OF THE SLIT LAMP SCANNER. THE
SELECTED LASER POWER APPEARS IN THE ADJACENT DISPLAY.

o

!

POWER CONTROL KNOBS

POWER ACCURACY: THE DIFFERENCE IN THE ABSOLUTE ACCURACY OF THE
ACTUAL LASER POWER DELIVERED TO THE SLIT LAMP FOCAL PLANE VERSUS
THE LASER POWER DISPLAYED IS LESS THAN 26‘5’70.

THE LASER POWER IS DISPLAYED IN MILLIWATTS, MW (ONE MILLIWATT IS EQUAL
TO | /1 OO0 OF A WATT).

IF THERE IS A MOMENTARY VARIATION IN ACTUAL LASER POWER OF MORE THAN
20% BUT LESS THAN 50% OF THE DISPLAYED POWER, THE SYSTEM WILL
BEEP. |F THE ACTUAL LASER POWER VARIATION IS GREATER THAN 50% OF THE
DISPLAYED POWER, THE SYSTEM WILL AUTOMATICALLY STOP TREATMENT AND
RETURN TO STANDBY AND DISPLAY THE ERROR,
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PAascaL METHOD OF PHOTOCOAGULATION

THE PASCAL METHOD OF PHOTOCOAGULATION ALLOWS DELIVERY OF A
PREDETERMINED PATTERN, BY SCANNING THE PLACEMENT OF THE LASER SPOTS
AND CONTROLLING THE EMISSION OF THE LASER LIGHT.

THE PASCAL. PHOTOCOAGULATOR ENABLES THE PHYSICIAN TO DELIVER
MULTIPLE LASER LESIONS WITH A SINGLE FOOTSWITCH DEPRESSION, BY
AUTOMATING THE EMISSION OF LASER LIGHT WITH AS MUCH AS 56 PULSES
WITHIN HALF A SECOND.

WITH PASCAL THE PATTERN IS SELECTED BY THE PHYSICIAN. THERE ARE NINE
TYPES OF PATTERNS AVAILABIE;

PATTERN TYPES

SINGLE SF'QT
TRIPLE ARC
2%X2 ARRAY
SINGLE. ARC
3X3 ARRAY
MAcuULArR GRID
4xX4 ARRAY
CCTANTS
5x5 ARRAY
F’ASCAL® F'HOTOCOAGULATOH ' ) PAGE 40 oF | 22
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E ) SHOW ALL PATTERNS SCREEN

e SINGLE SPOT — INTENDED FOR ALL STANDARD PHOTOCOAGULATION
PROCEDURES.

B - 0

,A_A.
&

ARRAYS — RANGING FROM A SQUARE 2X2Z TO A BX5 ARRAY. THIS IS
INTENDED FOR HIGHLY EFFICIENT, SCANNING LASER PATTERN DELIVERY
E FOR PAN RETINAL PHOTOCOAGULATION,

¢ MacutLarR GRIDS — A PATTERN CONSISTING OF FIFTY-SIX (56) SPOTS OF
A | OO or 200 UM DIAMETER IN FOUR CONCENTRIC CIRCLES INTENDED
TO SURROUND THE FOVEA, THE INNER CIRCLE DIAMETER 1S GREATER
THAN 2000 UM (THE “SAFETY ZONE”). A BLINKING RED BEAM I3
PROVIDED AS A FIXATION TARGET FOR THE PATIENT. THIS IS INTENDED
FOR HIGHLY EFFICIENT, SCANNING LASER PATTERN DELIVERY FOR
MACULAR GRID PHOTOCOAGULATION. '

PascaL® PHOTOCOAGULATOR PAGE 4| OoF {22
P/N: DC-Q0849, Rev A, | | /2006




A

OpTiMEDICA ()

WHEN THE 'A’ FORMAT OF A GRID PATTERN IS SELECTED IT WILL
ADVANCE TO THE ‘B’ FORMAT AUTOMATICALLY AFTER FIRING. |IF YoOU
START WITH THE ‘B’ FORMAT, IT WILL NOT ADVANCE TO ‘A’ AFTER
FIRING.

. o e .
* (OCTANTS — A PATTERN COMPRISING CUSTOMIZABLE SUBSETS OF THE
MACULAR GRID FATTERN, WITH 7 TO 56 sPOTS N CONCENTRIC ARCS
FOR MACULAR TREATMENTS. _

¢ ARCS — A PATTERN CONSISTING OF A SINGLE OR TRIPLE ARC,
SELECTABLE IN CUSTOMIZABLE ORIENTATIONS WITH ADJUSTABLE RADII,
INTENDED FOR SURROUNDING TEARS OR LOCALIZED REGIONS.,

NOTE

AFTER SELECTION OF THE TRIPLE ARC, THE SELECTION WILL APPEAR IN THE
CENTER OF THE FIELD OF VIEW AND NOT IN THE PERIPHERY.

THE AIMING BEAM DISPLAYS THE PATTERN, ALLOWING THE PHYSICIAN TO PLACE
IT IN THE APPROPRIATE LOCATION,
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OPTIMED!CA@

WITH THE PASCAL F’HOTOCOAGULATOR, THE SCANNED FPOSITIONING OF THE
LASER SPOTS RESULTS IN A DECREASE OF THE OVERALL TREATMENT TIME,

BECAUSE OVER 50 PULSES CAN BE DELIVERED PER Yz SECOND WITH A
SINGLE FOOTSWITCH DEPRESSION,

THE CHOICE OF PATTERN DETERMINES WHICH CONTROL FEATURES ARE
DISPLAYED.

WARNING

WHEN A PATTERN IS SELECTED WITH MULTIPLE SPOTS, USE CAUTION WHEN
OPERATING WITH A MULTIPLE MIRROR CONTACT LENS, DO NOT OVERFILL THE
MIRROR WITH THE PATTERN AND ENSURE THAT YOU HAVE VISUALIZATION OF THE
COMPLETE PATTERN AND THE AREA TO BE TREATED, PRIOR TO LASER
TREATMENT.

NOTE

WITH THE MACULAR GRID PATTERN, THERE IS AN OPTIONAL BLINKING RED SPOT
LOCATED AT THE CENTER OF THE PATTERN. THIS BLINKING RED SPOT IS
PROVIDED AS A PATIENT FIXATION TARGET. THE PATIENT SHOULD BE
INSTRUCTED TO LOOK AT THE BLINKING RED LIGHT TO FIXATE THE FOVEA WHEN
TREATING THE MACULA. IF THE PATIENT CANNOT RESOLVE THE BLINKING
FIXATION LIGHT OR IS CONFUSED BY IT, TURN THE FIXATION LIGHT OFF.

/
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SINGLE SPOT TREATMENT PROCEDURE

i

aBa

1_ Treatment Summary . ¥ Default Physician J‘"'i Favorites '3 1| 2 shutDown 3 T[
R PR S FRE I T RPAR T LR O ALV R oo IR i = s T . ¢

o :
NOTE - : N
WITH SINGLE SPOT SELECTION, THE REPEAT MODE CONTROLS APPEAR ON THE
TOUCH SCREEN PANEL. '

| . SELECT READY MODE. THE AIM BEAM TURNS ON.

2. SELECT THE AIM BEAM INTENSITY.

3. ADJUST THE LASER BEAM SPOT SIZE.

4. SELECT THE APPROPRIATE EXPOSURE TiME.

5. SELECT THE APPROPRIATE LASER POWER.

6. VISUALIZE THE TREATMENT AREA THROUGH THE SLIT LAMP.

~7 DEPRESS THE FOOTSWITCH TO DELIVER THE TREATMENT. LASER BEAM TO

=

i

THE TISSUE.
8. IF THERE IS A PROLONGED PAUSE IN TREATMENT, IT 1S RECOMMENDED

THAT STANDBY MODE BE SELECTED.

[EEID
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( WARNINGS

WHEN THE SYSTEM 1S IN READY STATUS, IF THE AIMING BEAM IS NOT PRESENT,
IS DISTORTED, OR IS INCOMPLETE DO NOT PROCEED WITH TREATMENT. TURN
THE MACHINE OFF AND CONTACT OFTIMEDICA SERVICE.

FARLY RELEASE OF THE FOOTSWITCH WILL TERMINATE THE TREATMENT BEAM
BEFORE THE INDICATED EXPOSURE TIME HAS ELAPSED. THIS WILL ALTER THE
THERAPEUTIC EFFECT. IF THE FULL EXPOSURE TIME IS DESIRED, HOLD THE
FOOTSWITCH DOWN UNTIL THE SELECTED EXPOSURE TIME HAS EXPIRED.

CAUTION

IT 1S THE RESPONSIBILITY OF THE PHYSICIAN TO SELECT THE APPROPRIATE
POWER AND TREATMENT LOCATION, THE LOWEST PRACTICAL SETTING SHOULD
ALWAYS BE USED TO ACHIEVE THE DESIRED CLINICAL OUTCOME.

pei
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REPEAT MODE - AVAILABLE ONLY IN SINGLE SPOT MODE

REPETITIVE EXPOSURES ARE AVAILABLE ONLY FOR SINGLE SPOT MODE.
VARIABLE INTERVAL TIMES MAY BE ACHIEVED USING REPEAT MODE. WHEN
ENABLED AND THE FOOTSWITCH i3 DEF’RE’.SSED; REPETITIVE EXPOSURES WILL
BE DELIVERED TO THE TARGET TISSUE.

REPETITION RATE 1S MEASURED IN HERTZ. THE FORMULA IS 1/ T = Hz, WHERE
T 1S TIME IN SECONDS. To FIRE EVERY 1/2 SECOND, 1/0.,55=2Hz.

To SELECT REPETITION RATE, SELECT THE UP ARROW BUTTON LOCATED IN THE
REPETITION RATE SECTION OF THE TOUCH SCREEN CONTROL PANEL. SELECT
THE UP oR DOWN ARROW BUTTONS LOCATED ON THE CONTROL PANEL
pIsPLAY TO SET 1 Hz, 1.5 Hz, 2 Hz, or 3 HZ.

Repeti’tibn Rate |

{._

Repet

»

”
1
}
b
3
&

i I+ Detauft Physichan FAR]5 Faverites
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PATTERN ScaN MODES

Show All Patterns - <

S
ik

A PATTERN MAY BE SELECTED BY TOUCHING THE "SHOw ALL PATTERNS”
BUTTON FOLLOWED BY SELECTION OF THE APPROPRIATE PATTERN ICON.

WARNING

IT IS THE RESPONSIBILITY OF THE PHYSICIAN TO VERIFY THAT THE PATTERN
VISUALIZED THROUGH THE SLIT LAMP IS THE SAME AS THE PATTERN DISPLAYED
ON THE CONTROL PANEL. A DISCREPANCY BETWEEN PATTERNS COULD INDICATE
A HARDWARE FAILURE. SHOULD THIS OCCUR, DISCONTINUE TREATMENT AND
'CONTACT OPTIMEDICA SERVICE.
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PATTERN SPACING

THE SPACING BUTTONS ARE LOCATED TO THE RIGHT OF THE PATTERN DISPLAY.
SELECTING THE APPROPRIATE ICON ENABLES THE SPACING TO BE ADJUSTED TO
THE APPROPRIATE LEVEL. THE CHANGE IN PATTERN SPACING AND RESULTANT
SPOT SPACING MAY BE VISUALIZED BY VIEWING THE AIMING BEAM PATTERN ON
THE TARGET THROUGH THE SLIT LAMP. THE SPOT SPACING IS VARIABLE FROM
0.25 S5POT DIAMETERS TO 3.0 SPOT DIAMETERS. DEPENDING ON THE TYPE
OF PATTERN AND THE SPOT DIAMETER, SPACING SELECTION MAY BE LIMITED.

DEFAULT ‘SPACING' VARIES BY PATTERN SELECTION

PASCAL? PHOTOCOAGULATOR PAGE 48 oF |22
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PATTERN DENSITY

PATTERN DENSITY {OR FILL FACTOR) IS THE MEASUREMENT FOR THE
PERCENTAGE OF AREA DIRECTLY IRRADIATED BY THE LASER GOMPARED WITH
THE TOTAL AREA OF THE PATTERN., {(FOR SQUARE ARRAYS, THE TOTAL AREA OF
THE PATTERN ALSOQ INCLUDES CQNSISTE'NT SPACING BETWEEN ADJACENT
PATTERNS). FOR EXAMPLE, IN A MEDIUM DENSITY 2X2 ARRAY, THE LASER
SPOTS ARE SEPARATED BY ONE SPOT DIAMETER, AND THE PATTERN DENSITY 1S
CALCULATED AS FOLLOWS:

4
i€ : ¥

r
_ area of the 4 spots
Pattern density = = ——rira pattern

= &P
1692
= 20%

44
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AVAILABLE PATTERNS

THE AVAILABLE PATTERNS ARE SUBJECT TO THE LASER SPOT SIZE SELECTED AS
FOLLOWS!: - .

Spot Size
60 100 200 400
microns | micrens | ricrons | rricrons
1x1 0 0 a 8!
2x2 u! 0 0
g 3x3 0 0 g
O 4x4 O 0 g
"{u‘- 5x5 0 O 0
o Circle ! Arc 1] !
Macular Grid: 0
Octant Array 0 I
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PascAL TREATMENT PROCEDURE

l. SELECT READY MODE., THE AIMING BEAM TURNS ON.

i

ADJUST THE AIMING BEAM INTENSITY.
ADJUST THE LASER TREATMENT SPOT SIZE.
SELECT THE EXPOSURE TIME.

SELECT A PATTERN BY PRESSING THE APPROPRIATE PATTERN 1CON
LOCATED IN THE MID-LEFT PORTION OF THE TOUCH SCREEN CONTROL
DISPLAY.

S, ADJUST FROM PATTERN SPACING O.25 SPOT DIAMETERS TO 3.0
h: SFPOT DIAMETERS SPACING BY SELECTING THE APPROFPRIATE SPACING
UP/DOWN INDICATORS LOCATED ON THE TOUCH SCREEN PANEL,

uhoen

o
3

Focus THE SUT LAMP AND OBSERVE THE RED AIMING BEAM IMAGED
ON THE PATIENTS RETINA. VERIFY THAT THE LASER SPOTS ARE
ROUND AND THAT THE PATTERN iS UNDISTORTED. ESTABLISH PROPER
PLACEMENT OF THE LASER BEAM WITH THE SLIT LAMP JOYSTICK.

~

8, PrEss THE TITRATE BUTTON TO ADJUST THE LASER TREATMENT
'POWER FOR THERAPEUTIC EFFECT USING A SINGLE SPOT.
9. PRIOR TO TREATMENT, VERIFY THAT THE POWER AND OTHER

PARAMETERS ARE WITHIN ACCEPTABLE RANGES,

|O. ToO DELIVER LASER ENERGY DEPRESS THE FOOTSWITCH. EACH
FOOTSWITCH DEPRESSION WILL RESULT IN ONE SCANNED PATTERN,
TREATMENT MAY BE INTERRUPTED AT ANY POINT BY RELEASING THE
FOOTSWITCH.

CAUTIONS

[T 1S THE RESPONSIBILITY OF THE PHYSICIAN TO SELECT THE APPROPRIATE
POWER AND TREATMENT LOCATIONS.

FARLY RELEASE OF THE FOOTSWITCH WILL TERMINATE THE TREATMENT BEAM
_BEFQRE THE COMPLETE PATTERN HAS BEEN DELIVERED, THIS RESULTS IN
DELIVERY OF A PARTIAL PATTERN; IN THIS CASE, THE PATTERN CAN BE
COMPLETED BY DELIVERING THE BURNS INDIVIDUALLY. IT IS RECOMMENDED
THAT THE FULL PATTERN BE DELIVERED.
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PascAL MAacULAR GRID PHOTOCOAGUILATION

THE PascaL MACULAR GRID METHOD OF PHOTOCOAGULATION IS INTENDED FOR
HIGHLY EFFICIENT MACULAR GRID TREATMENT. THERE ARE TWO PATTERNS, THE
MACULAR GRID AND THE OCTANT ARRAY, WHICH BOTH COVER THE SAME AREA
WITH THE SAME NUMBERS OF LASER SPOTS, BUT DIFFERING ORIENTATIONS.

THE INNER CIRCLE DIAMETER 15 ALWAYS GREATER THAN 2000 UM (PROVIDING
A WIDE “SAFETY ZONE” AROUND THE FOVEA), AND THE DIAMETER OF THE
OUTER CIRCLE AT ITS LARGEST IS5 4300 UM, WHEN CONTACT LENSES WITH AN
IMAGE MAGNIFICATION FACTOR OF | .00 ARE USED. THIS MEANS FOR A
PATTERN COMPRISING | OO UM SPOTS THE TOTAL EXTENT OF THE PATTERN IS
ABOUT 4 100 UM, AND IF 200 UM sPOTS ARE UTILIZED THE TOTAL EXTENT iS5
ABOUT 4300 M. FOR REFERENCE, THE CENTER-TO-CENTER DISTANCE
BETWEEN THE OPTIC NERVE AND THE FOVEA IS ABOUT 4500 UM.

AN OPTIONAL CENTERED BLINKING RED BEAM 1S PROVIDED AS A FIXATION
TARGET FOR THE PATIENT. THIS CENTERED BLINKING RED BEAM IS ENABLED BY
TOUCHING THE FIXATION LIGHT BUTTON ON THE CQNTROL PANEL DISPLAY. THE
PATIENT SHOULD BE DIRECTED TO LOOK AT THE BLINKING LIGHT, WITH THE
FOVEA IDENTIFIED, THE MaACULAR GRID OR OCTANT AIMING BEAM SHOULD BE
POSITIONED SYMMETRICALLY AROUND THE FOVEA.

Vs
NOTE

ADVISE THE PATIENT THAT THE FIXATION LIGHT WILL TURN OFF DURING
TREATMENT.
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PATTERN ORIENTATION

MacULAR GRID PATTERNS WITH A AND B ARE DESIGNED SO THAT THEY CAN BE
USED AS INDIVIDUAL PATTERNS OR AS A COMBINATION, WITHOUT OVERLAPPING
OF SPOTS. THE COMBINATION OF PATTERNS CAN BE PATTERN A, B, orR A+B
wITH 100 OR 200 UM sPOTS. THIS ALLOWS FOR RE-TREATMENT OF THE
MACULA AND ALSO MORE PRECISE CONTROL ON THE RESULTANT PATTERN
DENSITY.

OFTIMEDICA RECOMMENDS THAT ANY OF THE FOLLOWING CONTACT LENSES BE
USED FOR PASCAL PHOTOCOAGULATION OF THE MacuLAr GRID:

VOLK, AREA CENTRALIS (M= 1.04)
OCcULAR, MAINSTER STANDARD (M= | .O5)

OTHER EQUIVALENT LENSES MAY BE USED IF THE IMAGE MAGNIFICATION FACTOR
|.04% (M) £1.08. '

WARNING

DO NOT USE WIDE FIELD CONTACT LENSES FOR MACULAR GRID
PHOTOCOAGULATION, WIDE FIELD LENSES WILE*ENLARGE THE SPOT SIZE AND
ALTER THE FOVEAL EXCLUSION ZONE RING DIAMETER. '
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PASCAL MACULAR GRID TREATMENT PROCEDURE

ML

o

SeLECT READY MODE. THE AIMING BEAM TURNS ON.
FocuUS THE SLIT LAMP AND ADJUST AIMING BEAM INTENSITY.
ADJUST THE LASER SPOT SIZE TO 10O UM OR 200 UM,

FOR MACULAR GRID TREATMENT, AN EXPOSURE OF | O
MILLISECONDS 1S REQUIRED.

SELECT THE MACULAR GRID RING FATTERN BY PRESSING THE
APPROPRIATE PATTERN ICON LOCATED N THE MID- LEFT PORTION OF
THE TOUCH SCREEN CONTROL PANEL, IF DESIRED, ALSO TURN ON
THE FIXATION LIGHT.

ADJUST THE PATTERN SPOT SPACING (AND THEREFORE THE EXTENT
OF THE AREA TO BE TREATED) BY OBSERVING THE RED AIMING BEAM
PATTERN ON THE TARGETED TISSUE AND BY SELECTING THE
APPROPRIATE SPOT SPACING ICONS ON THE TOUWCH SCREEN
CONTROL PANEL. VERIFY THAT THE INDIVIDUAL. LASER SPOTS ARE
ROUND AND THAT THE OVERALL FPATTERN IS ROUND,

PrEsS THE TITRATE BUTTON TC ADJUST THE LASER TREATMENT
POWER FOR THERAPEUTIC EFFECT USING A SINGLE SPOT AT THE
PERIPHERY OF THE AREA TO BE TREATED.

PRICR TO TREATMENT, VERIFY THAT THE FOWER AND OTHER

PARAMETERS ARE WITHIN ACCEPTABLE RANGES.

IF USING THE OPTIONAL FiXATION LIGHT, INSTRUCT THE PATIENT TO

LOOK AT THE BLINKING RED FIXATION LIGHT. THE BRIGHTNESS OF THE
BLINKING FIXATION LIGHT IS CONTROLLED BY TOUCHING THE
UP/DOWN INDICATORS FOR THE AIMING BEAM.

IDENTIFY THE FOVEA DIRECTLY BY REFERENCE TO FLUORESCEIN
ANGIOGRAPHY AND FUNDUS PHOTOGRAFHS (FOVEAL AVASCULAR
ZONE).

SURROUND THE FOVEA WITH THE INNER MACULAR GRID, OCTANT, OR
ARC PATTERN.

DEPRESS THE FOOTSWITCH. UP TO FOUR CONCENTRIC RINGS OF
LASER SPOTS WiLL BE DELIVERED IN APPROXIMATELY /= SECOND. BE
SURE TO KEEP THE FOOTSWITCH DEPRESSED TO DELIVER THE
COMPLETE PATTERN TO THE TARGETED TISSUE UNLESS THE
TREATMENT SHOULD BE ABORTED. THE TREATMENT MAY BE
INTERRUPTED BY RELEASING THE FOOTSWITCH; IN THIS CASE, THE
PATTERN CAN BE COMPLETED BY DELIVERING THE BURNS
INDIVIDUALLY. DO NOT REPEAT AT THE SAME TARGETED TISSUE AS
THE PATTERN WILL START FROM THE BEGINNING, RESULTING IN
OVERLAPPING BURNS. CONSIDER USING THE OCTANT PATTERNS.
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PascaAL OCTANT PHOTOCOAGULATION

THE PascaL OCTANT PHOTOCOAGULATION IS INTENDED FOR EFFICIENT
MACULAR GRID TREATMENT. THE OCTANTS ARE A SUBSET OF THE MACULAR
GRID PATTERN. THESE CAN BE SELECTED IN A CUSTOMIZABLE PATTERN.

THE A AND B PATTERNS CORRESPOND TO THE SAME SPOT LOCATIONS AS THE
A AND B MAcCULAR GRID PATTERNS RESPECTIVELY FOR THE CORRESPFONDING
OCTANTS. THE INNER ARC RADIUS IS ALWAYS GREATER THAN | OO0 UM
(PROVIDING A WIDE “SAFETY ZONE” AROUND THE FOVEA),

THE METHOD OF TREATMENT IS SIMILAR TO THE MACULAR GRID PATTERNS, WITH
THE EXCEPTION THAT THE NUMBER OF SFOTS IS LESS AND THE PATTERN ONLY
PARTIALLY ENCIRCLES THE FOVEA. THE OCTANTS CAN BE CHOSEN BY
SELECTING THE APPROPRIATE OCTANTS ON THE IMAGE. THE PATTERNS A, B,
AND A+B CAN ALSO BE SELECTED IN ADDITION TO THE SPOT DIAMETER.

OPTIMEDICA RECOMMENDS THAT ANY OF THE FOLLOWING CONTACT LENSES BE
USED FOR PASCAL PHOTOCOAGULATION OF THE FOVEAL EXCLUSION ZONE:

VOLK, AREA CENTRALIS (M= .04)
OCULAR, MAINSTER STANDARD (M= 1.05)
Vi
EQUIVALENT LENSES MAY BE UUSED IF THE MAGNIFICATION FACTOR IS
1.045 (M) £1.08.

WARNING

DO NOT USE WIDE FIELD CONTACT LENSES FOR MACULAR GRID
PHOTOCOAGULATION. WIDE FIELD LENSES WILL ENLARGE THE SPOT SIZE AND
ALTER THE FOVEAL SAFETY ZONE RING DIAMETER.
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LIO TREATMENT PROCEDURE

PERFORM THE FOLLOWING PROCEDURE IN CONJUNCTION WITH THE
INSTRUCTIONS IN THE LIO OFPERATOR MANUAL.

N O o NO

CoNNECT THE LIO TO THE PASCAL LASER, AS DESCRIBED IN THE LIO
OPERATOR MANUAL. THE FOLLOWING WINDOW DISPLAYS ON THE
TOUCH SCREEN CONTROL PANEL!

OPTIMEDICAG) - - 'E&é&&g

PRrRESS THE OK BUTTON TO CONTINUE WITH LIO oPERATION. “LIO”
APPEARS IN THE SPOT DIAMETER DISPLAY, AND THE ONLY AVAILABLE

PATTERN SETTING IS SINGLE SPOT.

SeLECT READY MODE. THE AIM BEAMFURNS ON.

SELECT THE AIM BEAM INTENSITY.

SELECT THE APPROPRIATE EXPOSURE TIME.

SELECT THE APPROPRIATE LASER POWER.

MAKE ANY NECESSARY ADJUSTMENTS TO THE HEADSET TO ENSURE
SAFE AND CLEAR VIEW OF THE RETINA, AS DESCRIBED IN THE LIO
OPERATOR MANUAL.

POSITION THE ASPHERIC LENS AND SELECT THE SPOT SIZE, AS
DESCRIBED IN THE LIO OPERATOR MANUAL..

TARGET THE AIMING BEAM ON THE DESIRED TREATMENT SITE.
DEPRESS THE FOOTSWITCH TO DELIVER THE TREATMENT LASER BEAM
TO THE TISSUE. '

|F THERE IS A PROLONGED PAUSE IN TREATMENT, IT IS
RECOMMENDED THAT STANDBY MODE BE SELECTED.
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WARNINGS

WHEN THE SYSTEM 1S IN READY 3STATUS, IF THE AIMING BEAM |S NOT PRESENT,
IS DISTORTED, OR IS INCOMPLETE DO NOT PROCEED WITH TREATMENT. TURN
THE MACHINE OFF AND cONTACT OFTIMEDICA SERVICE.

FARLY RELEASE OF THE FCOTSWITCH WILL TERMINATE THE TREATMENT BEAM
BEFORE THE INDICATED EXPOSURE TIME. HAS ELAPSED. THIS WILL ALTER THE
THERAPEUTIC EFFECT. |F THE FULL EXPOSURE TIME IS DESIRED, HOLD THE
FOOTSWITCH DOWN UNTIL THE SELECTED EXPOSURE TIME HAS EXPIRED.

CAUTIONS

IT IS THE RESPONSIBILITY OF THE PHYSICIAN TO SELECT THE APPROPRIATE
POWER. AND TREATMENT LOCATION. THE LOWEST PRACTICAL SETTING SHOULD
ALWAYS BE USED TO ACHIEVE THE DESIRED CLINICAL OUTCOME.

WHEN USING THE LIO, THE LASER SPOT SIZE CANNOT BE SELECTED USING THE
TOUCH SCREEN CONTROL PANEL. SPOT SIZE- IS DETERMINED BY THE CHOICE
OF ASPHERIC LENS AND THE POSITION OF THE LIO RELATIVE TO THE TARGET
TISSUE. BEFORE SELECTING THE SPOT SIZE, YOU MUST THOROUGHLY
UNDERSTAND THE RELATIONSHIP BETWEEN LASER F’OWER AND SPOT SIZE, AS
WELL AS PROPER POSITIONING OF THE ASPHER!C LENS. REFER TO THE LIO
OPERATOR MANUAL FOR DETAILED INFORMATION,

IF YOU ATTEMPT TO SELECT THE SPOT SIZE USING THE TOUCH SCREEN
CONTROL PANEL, THE FOLLOWING WINDOW DISPLAYS!

Y SHittomp seloctad

_Oer

PRESs THE CANCEL BUTTON TO CONTINUE WITH LIO OPERATION.
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SAVE TREATMENT SETTINGS

iF DESIRED, YOU CAN SAVE YOUR PREFERRED TREATMENT SETTINGS,
INCLUDING POWER, SPOT SIZE, EXPOSURE TIME, AND PATTERN SETTINGS, TO
USE FOR FUTURE TREATMENTS. '

BEFORE SAVING THE CURRENT TREATMENT SETTINGS, YOU MUST FIRST ENTER
YOUR NAME!

| . PrEsS THE DEFAULT PHYSICIAN BUTTON AT THE BOTTOM OF THE TOUCH
SCREEN CONTROL. PANEL, THEN SELECT “ADD NEW PHYSICIAN...” FROM
THE MENU,

2. TYPE YOUR NAME IN THE KEYBOARD WINDOW THEN PRESS THE SAVE
BUTTON. YOUR NAME SHOULD DISPLAY IN THE DEFAULT PHYSICIAN
BUTTON.

Default Physician

PnMEchQ

I Loaar the P O P

| J.5MTH
{
|

.L,'

l
b
E
}
L
5
i
i
E
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AFTER ENTERING YOUR NAME, SAVE THE CURRENT TREATMENT SETTINGS!

| . PRESS THE FAVORITES BUTTON, THEN SELECT “SAVE CURRENT
CONFIGURATION...” FROM THE MENU. ,

2. TYPE A NAME FOR THE TREATMENT SETTINGS IN THE KEYBOARD WINDOW,
THEN PRESS THE SAVE BUTTON.

i vt Ui it s~ T

oenMeoics(} PASCAL

et 3 nene forthe faparay

T 0CT-)

T

Cancel . ;

YOU CAN SAVE MULTIPLE SETS OF TREATMENT SETTINGS FOR FUTURE USE.
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RECALL TREATMENT SETTINGS
To RECALL YOUR SAVED TREATMENT SETTINGS, FIRST SELECT YOUR NAME

FROM THE DEFAULT PHYSICIAN MENU, THEN SELECT -THE DESIRED TREATMENT
SETTINGS FROM THE FAVORITES MENU.

WARNING

PRIOR TO TREATMENT, VERIFY THAT THE POWER, DURATION, AND OTHER
PARAMETERS ARE WITHIN ACCEPTABLE RANGES.

L PASCAL -
Pascat

+ opmiMEnica ) -

. Add new Physician...
¢ Default Physician

2 Add nevt Phyticlan—
c a1l Physicon

o £

i .
Save current configuration...
Favorites

Ssze curent configuiaven. Y
At
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ViEW TREATMENT SUMMARY

THE TREATMENT SUMMARY DETAILS THE CURRENT TREATMENT PARAMETERS,
INCLUDING POWER, EXPOSURE TIME, AND SPOT SIZE SETTINGS; THE NUMBER
OF SHOTS DELIVERED; AND THE F’ATI'ER_N(S) USED. IF MORE THAN ONE POWER,
EXPOSURE TIME, OR SPOT SIZE SETTING WAS USED, THE RANGE OF SETTINGS
IS SHOWN, FOLLOWED BY THE MOSTAFREQUENTLY USED SETTING.

TO VIEW A SUMMARY OF THE CURRENT TREATMENT PARAMETERS, PRESS THE
TREATMENT SUMMARY BUTTON AT THE BOTTOM OF THE TOUCH SCREEN
CONTROL PANEL. THE TREATMENT SUMMARY WINDOW DISPLAYS IN THE MIDDLE
OF THE CONTROL PANEL. ‘ '

RANGE OF
POWER SEITINGS ]

MOST FREQUENTLY
|~ UseED POWER SETTING

| MosT FREQUENTLY USED
RANGE OF SPOT SPOT SIZE SETTING

SIZE SETTINGS
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BETWEEN PATIENT TREATMENTS

ONCE A TREATMENT HAS CONCLUDED, EITHER PLACE THE DEVICE IN STANDBY
MODE OR SHUT DOWN THE DEVICE BY SELECTING THE SHUT DOWN BUTTON.

THE PASCAL SYSTEM IS DESIGNED FOR SHORT TERM PATIENT CONTACT AT THE
HEADREST AND CHINREST WITH UNINJURED SKIN, DISINFECT THE CHINREST AND
HEADREST USING MILD SOAFP AND WATER. DRY WITH A SOFT CLOTH. CHANGE
THE CHINREST TISSUE AFTER EACH PATIENT.

DISINFECT THE CONTACT LENS, FOLLOWING THE CONTACT LENS MANUFACTURER
INSTRUCTIONS. '

IF THE DEVICE IS IDLE FOR 5 MINUTES AND IT IS IN READY MODE, IT wiLL
AUTOMATICALLY REVERT TO STANDBY MODE.

I THE DEVICE 1S IDLE FOR 30 MINUTES WHILE IN STANDBY MODE THE
SYSTEM WILL AUTOMATICALLY REVERT TO SILEFEP MODE. THE DISPLAY WILL
BECOME A LIGHT GRAY TINT EXCEPT FOR THE SHuT DoOwN BUTTON. TO
RESUME ACTIVITY TOUCH THE DISPLAY AT ANY POINT EXCEPT THE SHUT DownN
BUTTON. WHEN THE DISPLAY 1S TOUCHED, THE STATUS CONTROL WILL DISPLAY
“gTART UP” FOR APPROXIMATELY 90 SECONDS. IF THE SHUT DOWN BUTTON
1S SELECTED THE SYSTEM WILL SHUT DOWN. - '
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SYSTEM SHUTDOWN

| . ONCE TREATMENT HAS CONCLUDED FOR THE DAY, SHUT DOWN THE
SYSTEM BY SELECTING THE SHUT DoOwN BUTTON, LOCATED AT THE
LOWER RIGHT PORTION OF THE CONTROL PANFL.

2. WAIT WHILE THE SYSTEM COMPLETES THE POWER DOWN SEQUENCE.
TURN THE KEY SwITCH TO THE OFF POSITION, FULLY COUNTER
CLOCKWISE AFTER THE SCREEN GOES BLANK.

3. REMOVE THE KEY TO PREVENT UNAUTHORIZED USE OF THE LASER
SYSTEM.

4. CLEAN THE LASER CONSOLE AS INSTRUCTED IN THE USER MAINTENANCE
SECTION OF THIS MANUAL.,

5. PLACE A DUST COVER OVER THE SLIT LAMP.

6. DISINFECT THE CHINREST USING MILD SOAP AND WATER. DRY WITH A
SOFT CLOTH. '

7. DISINFECT THE CONTACT LENS, FOLLOWING THE CONTACT LENS
et
MANUFACTURER INSTRUCTIONS. <

PASCAL® PHOTOCOAGULATOR PaceE 863 oF | 22
P/N: DC-00849, Rev A, | 1/2006




E
2
2]

"MAINTENANCE

/?5@‘1

F’ASCAL® FPHOTOCOAGULATOR ' ' ' PAacE 65 OF | 22
P/N: DC—Q0849, Rev A, | | /2006




R

'EZEEE

OPTIMEDICAL)

sy ]
S

USER MAINTENANCE

WARNING

USE EXTREME CARE REGARDING CABLE ASSEMBLY TO/FROM THE DISPLAY
ASSEMBLY AND TO/FROM THE SLIT LAMP ASSEMBLY. CABLE ASSEMBLY
CONSISTS OF WIRING AND FIBER OPTICS CABLES. Do NOT PULL OR STRESS
CABLE ASSEMBLY. DO NOT SET ITEMS ON OR UNDER CABLE ASSEMBLY.
DAMAGE TO THE FIBER OPTIC CABLES MAY CAUSE UNINTENDED EXPOSURE TO

LASER LIGHT.

THE FOLLOWING MAINTENANCE PROCEDURES ARE TO BE PERFORMED BY THE
USER TO ENSURE PROPER PERFORMANCE OF YOUR PASCAL SYSTEM,

CLEAN THE CONSOLE EXTERNAL SURFACES

A CLOTH DAMPENED WITH A NON-CAUSTIC CLEANING SOLUTION (SUCH AS SOAP
AND WATER) MAY BE USED TO CLEAN THE EXTERNAL NON-OPTICAL SURFACES
OF THE CONSOLE AND TABLE. DRY WITH A CLEAN CLOTH OR ALLOW TC AIR
DRY. DO NOT SPRAY OR POUR CLEANING AGENTS DIRECTLY ON THE LASER
CONSOLE.

CLEAN THE LASER CONTROL PANEL o

USE A SOFT CLOTH TO APPLY ANTISTATIC GLASS OR FLASTIC CLEANER TO THE
LASER CONTROL PANEL.
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SCHEDULED MAINTENANCE AND REPAIR

THE FOLLOWING PROCEDURES ARE TO BE PERFORMED By OPTIMEDICA-
TRAINED PERSONNEL ONLY. '

ANNUAL MAINTENANCE
PREVENTIVE MAINTENANCE, SAFETY, POWER AND CALIBRATION CHECKS SHOULD

BE PERFORMED ANNUALLY BY AN OPTIMEDICA-CERTIFIED SERVICE ENGINEER
TO ENSURE PROPER LASER PERFORMANCE.

LASER REPAIR

ALL LASER REPAIRS SHOULD BE PERFORMED BY AN OPTIMEDICA-CERTIFIED
SERVICE ENGINEER TO ENSURE PROPER LASER PERFORMANCE.

ELECTRICAL REQUIREMENTS

THE PASCAL CONSOLE IS DESIGNED TO MEET uLzsoi-1, IEC s060i1-1-1,

s80601-1-2, 60601-1-4, 60825-1, AnNp CSA 22.2 No. 60l
REQUIREMENTS. THE LASER IS AVAILABLE AS A |OO-120 V/B5.0 A oOR 220~
240 V/2.5 A POWER INPUT CONFIGURATION. e

A’WARNING

DO NOT USE POWER CORDS OTHER THAN THE POWER CORD PROVIDED WITH
PascaL. DO NOT USE EXTENSION CORDS WITH PaASCAL.

POWER RECEPTACLE FUSES

To CHANGE THE POWER RECEPTACLE FUSES!

i . TURN OFF THE POWER TO THE LASER SYSTEM BY PLACING THE MAIN
POWER CIRCUIT BREAKER OF THE SYSTEM IN THE OFF (DOWN) POSITION.

2. UNPLUG THE MAIN POWER CABLE FROM BOTH THE WALL OUTLET AND’
THE MAIN POWER RECEPTACLE ON THE PAsSCAL CONSOLE.
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3. LOCATE THE FUSE HOLDER DIRECTLY BELOW THE MAIN POWER
RECEPTACLE.

Fusg HOLDER Fuse HOLDER

RELEASE RECEPTACLE

A, UNLOCK AND PULL OUT THE FUSE HOLDER BY INSERTING A SMALL,
INSULATED FLATHEAD SCREWDRIVER INTO THE FUSE HOLDER RELEASE
RECEPTACLE SLOT ON THE FUSE HOLDER.

5. REPLACE THE FUSES AS FOLLOWS: s
FOR | OO-120V SYSTEMS

TWO FUSES RATED FOR 250V/5.0A Type T SLoO BLo (B5MM X 20MM)
(OPTIMEDICA PaART # EC-O1724)

FOR 220-240V SYSTEMS

TWO FUSES RATED FOR 250V/2.5A, TYyPE T SLO BLo (5MM X 20MM)
(OPTIMEDICA PART # EC-O | 740)

6, REINSERT THE FUSE HOLDER.
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SPECIFICATIONS

[SPECIFICATIONS ARE SUBJECT TO CHANGE WITHOUT NOTICE] F
L

PasCcAL PHOTOCOAGULATOR E
TREATMENT BEAM E
PE FREQUENCY-DOUBLED ND:YAG DIODE PUMPED ’
SOLID-STATE E

L

WAVELENGTH 532 £ | NM -
[

POWER OUTPUT O — 2000 MW .
DUTY CYCLE | OQO% E
PULSE DURATIONS | O — | O00 MsS E
PULSE INTERVAL i Hz, 1.5 Hz, 2 Hz, or 3 Hz E

PULSE COUNTER O — 99,999, RESET AVAILABLE
_ , . .

LASER BEAM
DIAMETER MISSING
INFORMATION

60 — 400 UM DELIVERED TO THE FOCAL PLANE OF
THE SLIT LAMP IN AIR.

CDRH
CLASSIFICATION

CiLass IV

EuroOPEAN MDD
LLASER CiAass 4
‘ CLASSIFICATION
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AIM BEAM

TYPE | DIRECT DIODE
WAVELENGTH 635 110 N

POWER OQUTPUT ADJUSTABLE TO < | MW

g CDRH

CLASSIFICATION
EUROPEAN MDD
LASER CLass 2
CLASSIFICATION

CrLass I

ELECTRICAL REQUIREMENTS

VOLTAGE | 0O~ | 20V~50/60Hz
220-240V~50/60Hz 5O0VA
FUSING | 0O~ 1 20V 250V/T5A
220-240V 250V/ T2.5A

e

PRODUCT CLASSIFICATIONS PER |IEC 6060 1-1|

CLAass | EQUIPMENT

TrPE B EQUIPMENT

ORDINARY EQUIPMENT, FOOTSWITCH IS 1PX 1

NON-STERILE PRODUCT

EQUIPMENT NOT SUITABLE FOR USE IN THE PRESENCE OF A FLAMMABLE
ANESTHETIC MIXTURE WITH AIR OR WITH OXYGEN OR NITROUS OXIDE

CONTINUOUS OPERATION
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CLASSIFICATIONS & APPROVALS
COMPLIES WITH MEDICAL SAFETY STANDARDS:

IEC 6060 1-2-22

LASER SAFETY REQUIREMENTS FOR DIAGNOSTIC
AND THERAPEUTIC LASER EQUIPMENT

CAN/CSA Czz2.2

CANADIAN SAFETY REQUIREMENTS FOR MEDICAL

i I e

=
o]

NO.8OI . |- MOO ELECTRICAL EQUIPMENT

EC 6060 |- | INTERNATIONAL SAFETY REQUIREMENTS FOR
MEDICAL ELECTRICAL EQUIPMENT

IEC 606801-1- EMC REQUIREMENTS FOR MEDICAL ELECTRICAL

2:2001 +A1:2004

EQUIPMENT

IEC 60801-1-4

REQUIREMENTS FOR SAFETY PROGRAMMABLE
ELECTRICAL MEDICAL SYSTEMS

ISO 1497 1:2000

RISK MANAGEMENT FOR MEDICAL DEVICES

UL 60680 1-1:2003

1S SAFETY REQUIREMENTS FOR MEDICAL
FLECTRICAL EQUIPMENT

FCS

TESTED AND COMPLIES WITH FCC PART | 5
CLass B

WEEE ANNEX IV Symbcd

WEEE (WASTE OF El:E@TRICAL AND ELECTRONIC
EQUIPMENT) DIRECTIVE 2002/96/EC

ENVIRONMENTAL REQUIREMENTS (OPERATING)

MAXIMUM ALTITUDE

3,900 M (1 3,000 FT)

OPERATING
TEMPERATURE

i 5° - 32°C (59° - 90O°F )

MaAXIMUM HUMIDITY

UP TO 90% AT 32°C (90O°F ) NON-CONDENSING

ENVIRONMENTAL REQUIREMENTS (NON-OPERATING)

MAXIMUM ALTITURE

| STANDARD COMMERCIAL SHIFPING ALTITUDE
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NON-OPERATING

O Q [e] O
TEMPERATURE 10" -55C (14 I31°F)

UP TO ©90% AT 55°C (1 31°F ) NON-
CONDENSING

MAXIMUM HUMIDITY

PHysicaL CHARACTERISTICS

1
1

ADJUSTABLE, @I 1O | 22 + 5 oM (36 To 48

HEIGHT + 2 1N)

LENGTH (22 * 5cM {48 £ 2 IN)
WIDTH 76 £ 5cM (30 £ 2 IN)
WEIGHT | 137 £ 5 kG (300 = 10 LBS)

POWER CABLE LENGTH | IN THE US: APPROXIMATELY 1O FT (3 M)
QUTSIDE THE US: APPROXIMATELY 2.5 M (8 FT)

FOOTSWITCH CABLE
APPROXIMATELY 3 M (IO FT)

LENGTH
LATEX THiIS PRODUCT IS LATEX FREE
e
LASER SAFETY EYEWEAR
NoN-CE EYEWEAR MINIMUM OD OF 4 AT 532 NM PER ANSI

Z136.1

L4 AT 532 NM PER EN 207 PERSONAL EYE

CE EYEWEAR
PROTECTION
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TROUBLESHOOTING GUIDE

NT FAILS TO OPERATE PROPERLY, THIS TROUBLESHOGQCTING
E MALFUNCTION, SHOULD A

SERVICE REPRESENTATIVE

IF THE INSTRUME
GUIDE WILL HELP YOU TO LOCATE AND CORRECT TH

MAJOR MALFUNCTION OCCUR, AN OPFTIMEDICA
MUST BE CONTACTED.

FiRST, PLEASE CHECK FOR THE FOLLOWING ITEMS. 1F NONE OF THESE
SOLUTIONS REMEDIES THE PROBLEM, CONSULT THE TROUBLESHOOTING GUIDE:

| . VERIFY THAT THE WALL CIRCUIT BREAKER IS IN THE ON POSITION.

2 VERIFY THAT THE POWER CORD 1S CORRECTLY ATTACHED TO THE
CONSOLE AND THE WALL OUTLET.

3. VERIFY THAT THE POWER CIRCUIT BREAKER ON THE CONSOLE 15 IN THE

~ ON POSITION.
4. VERIFY THAT THE DOOR INTERLOCK PLUG IS SECURELY CONNECTED, AND
IF DOOR INTERLOCK IS IN USE THAT THE DOOR SWITCH IS CLOSED.

5. VERIFY -THAT THE FOOTSWITCH 1S SECURELY CONNECTED TO THE

CONSOLE.,

|
[.']

=g ¥ F_.)

¥

o

©
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OF’TEMEDECA(D

SYSTEM DOES NOT TURN ON

ProeaABLE CAUSE:

SUGGESTION:

PrRoOBABLE CAUSE:

SUGGESTION:

ProsaBLE CAUSE:

SUGGESTION:

PROBABLE CAUSE:

SUGGESTION:

ProBaABLE CAUSE:

SUGGESTION!

ProeasLE CAUSE:

SUGGESTION:

SYSTEM NOT PLUGGED IN,

PLUG SYSTEM IN, VERIFY POWER CORD IS WELL
SEATED INTO WALL RECEPTACLE AND SYSTEM POWER
MODULE,

WALL CIRCUIT BREAKER 1S IN THE OFF POSITION,
TURN ON WALL CIRCUIT BREAKER:

LASER CONSOLE MAIN POWER CIRCUIT BREAKER IS IN
THE OFF POSITION.

PLACE THE MAIN POWER CIRCUIT BREAKER IN THE ON
POSITION.

KEY ABSENT OR IN STANDBY POSITION.
INSERT KEY AND ROTATE TO START POSITION.

CHECK FOR STATUS MESSAGES ON THE CONTROL
PANEL.

FOLLOW THE DIRECTIONS FOR SOLUTIONS TO SPECIFIC
ERROR MESSAGES LATE’;R,,%!;\I THIS SECTION.

INTERNAL SYSTEM ERROR.

TURN -THE LASER CONSOLE MAIN POWER CIRCUIT
BREAKER TO THE OFF POSITION, WAIT 3 SECONDS,
TURN THE CIRCUIT BREAKER ON, AND TURN THE KEY
SWITCH TO START.

IF THE SYSTEM FAILS TO
OPTIMEDICA FOR SERVICE.

START, CONTACT
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OPTIMEDICAL)

NO AIM BEAM IS PRESENT WHEN IN THE READY status, AND/OR NO LASER
TREATMENT LIGHT IS DELIVERED WHEN THE FOOTSWITCH I3 DEPRESSED,
AND/OR THE BEAMS ARE OF POOR QUALITY.

ProBaBLE CAUSE:
SUGGESTION:

ProBABLE CAUSE:
SUGGESTION:

ProBABLE CAUSE.:
SUGGESTION:

ProBaBLE CAUSE:

SUGGESTION:

ProBABLE CAUSE;

SUGGESTION:

ProBaABLE CAUSE:

SUGGESTION:

ProBaBLE CAUSE:

SUGGESTION:

LASER 1S IN STANDBY MODE, NOT READY MODE.
SeLectT READY MODE.

FOOTSWITCH NOT CONNECTED.
CONNECT FOOTSWITCH.

AIMING BEAM ON LOW INTENSITY SETTING.,
ADJUST AIMING BREAM INTENSITY ON THE LASER
CONSOLE.

AFTER 5 MINUTES OF SYSTEM NON-USE, THE LASER
WILL GO INTO STANDDBY AND THE SHUTTER CLOSES.

SWITCH MODES FROM STANDBY TO READY.

THE REMOTE INTERLOCK HAS BEEN ACTIVATED AND HAS
DISABLED THE SYSTEM, '

ENSURE THAT THE ACTION THAT ACTIVATED THE
REMOTE INTERLOCK HASPCEASED AND PROCEED. (FOR
EXAMPLE, IF OPENING THE DOOR ACTIVATED THE
INTERLOCK, < CLOSE THE DOOR, AND GO FROM
STANDBY 1o READY MODE.)

FOOTSWITCH AND CABLE ARE DAMAGED.
INSPECT FOR DAMAGE, IF DETECTED ORDER A NEW
FOOTSWITCH,

INTERNAL. SYSTEM ERROR.
ConNTAcT QPTIMEDICA FOR SERVICE,
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E : OPTIMEDICAL)
“FOOTSWITCH” IS DISPLAYED ON CONTROL SCREEN

ProBaABLE CAUSE: FOOTSWITCH DEPRESSEDR WHILE SYSTEM IN STANDBY
MODE.

SUGGESTION: SELECT THE STATUS BUTTON TO CLEAR THE ERROR
AND RETURN TO STANDBY.

PrRoOBABLE CAUSE:  FOOTSWITCH AND/OR FOOTSWITCH CABLE DAMAGED,

SUGGESTION: INSPECT FOR DAMAGE, IF DETECTED ORDER A NEW
FOOTSWITCH.

PROBABLE CAUSE:  INTERNAL SYSTEM ERROR.

SUGGESTION: - CONTACT OPTIMEDICA FOR SERVICE.

“INTERNAL ERROR" IS DISPLAYED ON CONTROL SCREEN

PrROBABLE CAUSE: MINOR INTERNAL ERROR

SUGGESTION: SELECT THE STATUS BUTTON TO CLEAR THE ERROR
AND RETURN TC STANDBY.,

IF ERROR OCCURS ON A REGULAR BASIS, CONTACT
OFTIMEDICA FoORrR SERVICFE.

PROBABLE CAUSE: INTERNAL SYSTEM ERROR.

SUGGESTION: SHUT DOWN THE SYSTEM, WAIT |  MINUTE AND
' RESTART. |F ERROR PERSISTS CONTACT OPTIMEDICA
‘FOR SERVICE.

“50% QOVER POWER"” IS DISPLAYED ON CONTROL SCREEN

ProBABLE CAUSE: TEMPORARY SYSTEM FAILURE

SUGGESTION: SELECT THE STATUS BUTTCON TO CLEAR THE ERROR
AND RETURN TO STANDBY.

[F ERROR OCCURS ON A REGULAR BASIS, CONTACT
OFTIMEDICA FOR SERVICE.,

PrRoBaBLE CAUSE:  INTERNAL SYSTEM ERROR.
SUGGESTION: - ContacT OFTIMEDICA FOR SERVICE,
F’ASCAL® PHOTOCOAGULATOR . Pace 77 oF 122
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OPTIMEDICAL)

“50% UNDER POWER” 1S DISPLAYED ON CONTROL SCREEN

FProBaBLE CAUSE:
SUGGESTION:

ProBaBLE CAUSE:
SUGGESTION:

TEMPORARY SYSTEM FAILURE.

SELECT THE STATUS BUTTON TO CLEAR THE ERROR
AND RETURN TO STANDBY.

IF ERROR OCCURS ON A REGULAR BASIS, CONTACT
OPTIMEDICA FOR SERVICE.

INTERNAL SYSTEM ERROR,
coNTACT OPTIMEDICA FOR SERVICE,

“INTERLOCK" IS DISPLAYED ON CONTROL SCREEN

PROBABLE CAUSE:

SUGGESTION:

ProBaBLE CAUSE:

SUGGESTION:

PrRoBABLE CAUSE:

SUGGESTION:

ProBaBLE CAUSE:

SUGGESTION:

THE REMOTE INTERLOCK HAS BEEN ACTIVATED AND HAS

' DISABLED THE SYSTEM.

ENSURE THAT THE ACTION THAT ACTIVATED THE
REMOTE INTERLOCK HAS CEASED AND PROCEED. (FOR
EXAMPLE, iF OPENING THE DOOR ACTIVATED THE
INTERLOCK, CLOSE THE DOOR, AND GO FROM
STANDBY 1o READY MODE.)

/»5;4
REMOTE INTERLOCK CONNECTOR HAS BEEN
DISCONNECTED.
ENSURE THAT THE REMOTE INTERLOCK CONNECTOR IS
SECURELY CONNECTED TO THE SYSTEM.

FRROKS IN THE DOOR INTERLOCK SWITCH OR
EXTERNAL WIRING.

HAVE A CERTIFIED ELECTRICAL PROFESSIONAL CHECK
THE OPERATION OF THE DOOR INTERLOCK SWITCH,
WIRING, AND EXTERNAL CIRCUIT.

INTERNAL SYSTEM ERROR.
ConTACT OFTIMEDICA FOR SERVICE.
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OPT!MEDICA@

CALIBRATION PROCEDURE

REGULATORY AGENCIES REQUIRE THAT MANUFACTURERS OF US FDA CDRH
CLass Il anp IV, AND EUROPEAN IEC ©0825 (CLASS 2 AND 4 MEDICAL
LASERS SUPPLY THEIR CUSTOMERS WITH POWER CALIBRATION INSTRUCTIONS.

CALIBRATION MUST BE PERFORMED BY AN ENGINEER OR TECHNICIAN QUALIFIED
TO WORK ON ENERGIZED ELECTRONIC LASER EQUIPMENT. QUESTIONS
REGARDING THIS PROCEDURE SHOULD BE REFERRED TO THE OPTIMEDICA
SERVICE DEPARTMENT.,

DISCLAIMER WARNING

CALIBRATION IS A SERVICE PROCEDURE TO BE DONE .ONLY BY OPTIMEDICA
CERTIFIED SERVICE ENGINEERS OR CUSTOMERS WHO HAVE TAKEN AND PASSED
AN OFTIMEDICA SERVICE CERTIFICATION TRAINING COURSE ON THE PASCAL
SYSTEM. ADJUSTMENT BY ANYONE OTHER THAN A TRAINED OFPTIMEDICA
CERTIFIED ENGINEER OR CERTIFIED CUSTOMER VOIDS ANY EXISTING
MANUFACTURER’'S WARRANTY ON THE INSTRUMENT.

CALIBRATION INSTRUCTIONS

TooLs REQUIRED: ‘ o

I 3/16"” ALLEN WRENCH '

| SERVICE/CALIBRATION COMPACT FLASH RAM

i USB KEYBOARD

| NIST-TRACEABLE. CALIBRATED OPTICAL POWER METER
| POWER METER TO CHINREST ADAPTER '

| GROUNDING STRAP

THE SYSTEM Musf BE DE-ENERGIZED PRIOR TO THIS OPERATION. ATTACH AND
WEAR THE GROUND STRAP, OPEN THE ELECTRONIC SUBASSEMBLY COVERS TO
EXPOSE THE CPU. TOUCH A HAND TO THE CHASSIS GROUND PLANE NEXT TO
THE TOUCH HERE STICKER.

CONNECT THE KEYBCARD TO THE KEYBOARD PORT. ATTACH THE POWER METER
TO THE CHINREST ADAPTER, AND INSTALL THE OPTICAL POWER METER. -
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opTiMEDICAL,)

RE-ENERGIZE THE SYSTEM AND BOOT-UP. NAVIGATE TO THE SERVICE /
CALIBRATION SOFTWARE, AND ENTER SERVICE MODE. |IF NECESSARY, ALIGN
THE OPTICAL POWER METER USING THE AIMING s8EAM. FOLLOW THE ON-SCREEN

INSTRUCTIONS TO CALIBRATE THE SYSTEM.

SHUT DOWN THE SYSTEM AND DE-ENERGIZE. REMOVE THE SERVICE /
CALIBRATION COMPACT FLASH RAM AND KEYBOARD. CLOSE THE ELECTRONICS
SUBASSEMBLY COVERS, AND SECURE THE SYSTEM.

RE-ENERGIZE THE SYSTEM AND BOOT-UP. VERIFY THE CALIBRATION USING THE
OPTICAL. POWER METER.

IF NOT SUCCESSFUL, REPEAT THE CALIBRATION PROCEDURE.

IF¥ SUCCESSFUL, SHUT DOWN THE SYSTEM AND REMOVE THE POWER METER
AND CHINREST ADAPTER.

WARNINGS-

AS A PRECAUTION AGAINST ACCIDENTAL EXPOSURE TO THE OUTPUT BEAM OR
ITS REFLECTION, ANYONE CHECKING OR ADJUSTING CALIBRATION SHOULD WEAR
APPROPRIATE LASER SAFETY EYEWEAR. FOR FUETHER INFORMATION ON LASER
SAFETY EYEWEAR, SEE “OCULAR PROTECTION” IN THE SAFETY AND
RecULATORY COMPLIANCE CHAPTER.

THERE IS POTENTIAL FOR EXPOSURE TO DANGEROUS LASER RADIATION AND
HIGH VOLTAGES WHEN THE PROTECTIVE COVERS OF THE LASER CONSQOLE ARE
OPENED. ONLY OPTIMEDICA CORPORATION SERVICE REPRESENTATIVES OR
OPTIMEDICA CORPORATION - CERTIFIED TECHNICIANS SHALL WORK ON THE
LASER WITH THE PROTECTIVE COVERS OPENED.
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OrFTIMEDICA()

SYSTEM RELOCATION INSTRUCTIONS

ENSURE THAT BOTH THE MAIN WALL CIRCUIT BREAKER AND THE DEVICE CIRCUIT
BREAKER ARE IN THE OFF PosITION. REMOVE THE POWER CABLE FROM BOTH
THE WALL POWER RECEPTACLE AND THE LASER CONSOLE.

I[F A REMOTE DOOR INTERLOCK IS UTILIZED, REMOVE THE INTERLOCK FPLUG AND
CABLE FROM THE REMOTE INTERLOCK RECEPTACLE AND TRANSPORT
SEPARATELY.

PLACE THE FOOTSWITCH ON TOP OF THE LASER CONSOLE AND CONTAIN THE
CABLE, OR DISCONNECT THE FOOTSWITCH CABLE FROM THE RECEPTACLE AND
TRANSPORT SEPARATELY. NEVER DRAG THE FOOTSWITCH WHEN MOVING THE
LASER SYSTEM.

USE THE LASER CONSOLE HANDLE TO MOVE THE LASER SYSTEM AND THE SLIT
LaMP TO THE DESIRED SITE.

POSITION THE LASER CONSOLE A MINIMUM OF | 5 CM (=& IN) AWAY FROM
WALLS, FURNITURE, OR OTHER EQUIPMENT. ADEQUATE SPACE AROUND THE
LASER CONSOLE WILL ENSURE PROPER AIR CIRCULATION FOR SYSTEM COOLING
PURPOSES,

s
CAUTION

THE ASSISTANCE OF A SECOND PERSON IS REQUIRED WHEN MOVING THE
SYSTEM UP OR DOWN AN INCLINE.
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OPT;MEmCA(D

ExXTERNAL CONNECTIONS

POWER CORD: CONNECTOR ON REAR OF UNIT MATES WITH A SUPPLIED,
HOSPITAL GRADE POWER CORD. USER ACCESSIBLE FUSES ARE CONTAINED IN
THE CONNECTOR MODULE. '

FOOTSWITCH: STURDY CONNECTOR UNDERNEATH THE TABLETOP OF UNIT.

DOOR INTERLOCK: (ALSO REFERRED TO AS THE CDRH PLUG) STURDY
CONNEGTOR UNDERNEATH THE TABLETOP, NEXT TO THE FOOTSWITCH
CONNECTION, WITH A SUPPLIED EMULATOR PLUG.

CAUTION

THE POWER CORD, FOOTSWITCH AND DOOR iNTERLOCK CONNECTORS SHOULD
BE CORRECTLY CONNECTED TO THE DEVICE PRIOR TO TURNING ON THE DEVICE
CIRCUIT BREAKER.
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OPT!MEDICA(D

ROOM PREPARATION

VERIFY THAT THE LASER CONSOLE ELECTRICAL CORD AND PLUG ARE
PROPERLY CONNECTED. FOR SYSTEMS CONFIGURED WITH AN ELECTRICAL WALL
CIRCUIT BREAKER, ALWAYS PLACE THE ELECTRICAL WALL CIRCUIT EREAKER IN
THE OFF POSITION BEFORE INSERTING THE PLUG INTC THE RECEPTACLE.

VERIFY THAT THE ELECTRICAL SERVICE IS TURNED ON.

VERIFY THAT THE “LASER IN USE” WARNING SIGN HAS BEEN POSTED OUTSIDE
OF THE TREATMENT ROOM DOOR.

ACAUT]ON

I MIL!H‘M
7 i FPEC ﬂhﬂuﬁuu
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ENSURE ALL ATTENDING PERSONNEL IN THE TREATMENT ROOM ARE WEARING
APPROPRIATE EYE PROTECTION GOGGLES OR EYEGLASSES. (SEE “OCULAR
PROTECTION"” IN THE SAFETY AND REGULATORY COMPLIANCE CHAFTER.)
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OFTIONAL DOOR INTERLOCK

AN OPTIONAL DOOR INTERLOCK CAN BE UTILIZED. THIS 1S AN ADDED SAFETY
PRECAUTION THAT DISABLES THE LASER IF THE DOOR IS OFENED. ,

MOREOVER, THE LASER CAN BE SET IN READY MODE ONLY WHEN- THE DOOR
SWITCH 1S CLOSED. BREAKING THE CONNECTION BY OPENING THE DOOR
SWITCH (OR BY REMOVING THE PLUG) DURING A TREATMENT DISABLES THE
LASER. THE SYSTEM 1S THEN RETURNED TO STANDBY, AND DOOR INTERLOCK
1S DISPLAYED ON THE CONTROL PANEL.

THE DOOR INTERLOCK RECEPTACLE ON THE DEVICE MUST HAVE THE CORRECT
FPLUG PROPERLY INSTALLED.

THERE ARE TWO SITUATIONS!

. IF NO DOOR INTERLOCK SYSTEM IS UTILIZED, AN EMULATOR PLUG IS
PROVIDED AND IS TO REMAIN IN THE DEVICE RECEPTACLE.

2. |IF A DOOR INTERLOCK SYSTEM IS UTILIZED, A QUALIFIED ELECTRICAL
PROFESSIONAL 1S REQUIRED TO INSTALL THE SYSTEM AND A SPECIFIC
DOOR INTERLOCK PLUG IS USED TO CQNNECT TO THE LASER. THE
TOTAL LENGTH OF CABLE SHOULD NOT EXCEED 5M (16 FT ).
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- SAFETY AND
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COMPLIANCE
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OpTiMeDICA L)

INTRODUCTION

OPTIMEDICA LASER SYSTEMS ARE PRECISION MEDICAL INSTRUMENTS, THE
SYSTEMS HAVE UNDERGONE EXTENSIVE TESTING. WITH PROPER HANDLING,
THEY ARE USEFUL AND RELIABLE CLINICAL INSTRUMENTS. TO PROTECT
OPERATING PERSONNEL AND PATIENTS, THIS SAFETY SECTION AND THE
APPROPRIATE SLIT LAMP AND FPATTERN GENERATOR DELIVERY SYSTEM SAFETY
SECTION SHOULD BE READ THOROUGHLY BEFORE OPERATION,

OPTIMEDICA LASERS ARE CLASSIFIED AS CLASS |V LASERS BY THE NATIONAL
CENTER FOR DEVICES AND RADICLOGICAL HEALTH. |V REPRESENTS THE
HIGHEST POWER LASERS; FOR THIS REASON, THE USER MUST TAKE
PRECAUTIONS TO PREVENT EXPOSURE OF LASER ENERGY TO THE EYE AND SKIN
FROM EITHER DIRECT OR DIFFUSELY REFLECTED LASER BEAMS, EXCEPT AS A
THERAPEUTIC APPLICATION. [N ADDITION, PRECAUTIONS MUST BE TAKEN IN THE
SURGICAL ENVIRONMENT TO PREVENT THE HAZARDS OF FIRE AND ELECTRICAL
INJURY.

OPTIMEDICA DOES NOT RECOMMEND SPECIFIC CLINICAL PRACTICES. THE
FOLLOWING PRECAUTIONS ARE EXTENSIVE BUT MAY NOT BE COMPLETE. LASER
USERS ARE ADVISED TO SUPPLEMENT THIS INFORMATION, WITH TECHNOLOGICAL
ADVANCES IN SURGICAL PRODUCTS AND TECHNIQUES AS THEY BECOME
AVAILABLE TO THE MEDICAL LASER USER COMMUNITY THROUGH MEDICAL
LITERATURE. SEE ALSO THE AMERICAN NATIONATZ STANDARD (ANSI®)
PUBLICATIONS ANSI Z136.3-2005 "“"AMERICAN NATIONAL STANDARD FOR
THE SAFE USE OF LASERS IN HEALTH CARE FACILITIES” AND ANSI Z 1 36. | -
2000 “AMERICAN NATIONAL STANDARD FOR THE SAFE USE OF LASERS”, AND
OTHER NATIONAL STANDARDS AS MAY BE APPLICABLE FOR THE COUNTRY IN
WHICH PASCAL IS USED.
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OFTIMEDICAL)

CLASSIFICATIONS & APPROVALS
COMPLIES WITH MEDICAL SAFETY STANDARDS:

LASER SAFETY REQUIREMENTS FOR DIAGNOSTIC

E 60 1-2-22
IEC 6060 |-2-2 AND THERAPEUTIC LASER EQUIPMENT

CAN/CSA C22.2 CANADIAN SAFETY REQUIREMENTS FOR MEDICAL
NO.8O | .1- MBSO ELECTRICAL EQUIPMENT

REQUIREMENTS FOR SAFETY PROGRAMMABLE
ELECTRICAL MEDICAL SYSTEMS
INTERNATIONAL SAFETY REQUIREMENTS FOR
MEDICAL ELECTRICAL EQUIPMENT

lEC 60601-1-4

IEC 6060 1-!

ISO 1497 1:2000 RIsk MANAGEMENT FOR MEDICAL DEVICES

US SAFETY REQUIREMENTS FOR MEDICAL

UL 8060 1-1]:2003
ELECTRICAL EQUIPMENT

IEC 60601i-1I-

MC REQUIREMENTS FO EDICAL ELECTRICAL
2.2001 +A1:2004 | QU N R MEDICA

FQUIPMENT
(EDITION 2. 1) Q
F@ TeSTED ANb CoMPLIES WITH FCC PART | 5B
: CLass B
/?‘%«‘?
b
I
i
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OPTIMEDICALY)

OcULAR PROTECTION

WARNINGS

NEVER LOOK DIRECTLY INTO THE LASER APERTURE OR SCATTERED LASER
LIGHT FROM REFLECTIVE SURFACES WHEN THE TREATMENT BEAM 1S ACTIVATED.
SEVERE EYE DAMAGE COULD OCCUR,

NEVER SUBSTITUTE GLASS PRESCRIPTION EYEWEAR FOR THE APPROPRIATE
LASER SAFETY EYEWEAR, AS SEVERE EYE DAMAGE COULD QCCUR. THE GLASS
IN PRESCRIFTION EYEWEAR CAN CONCENTRATE THE LASER LIGHT ONTO THE
RETINA OF THE EYE. A HIGH POWER DENSITY BEAM CAN ALSO SHATTER GLASS
PRESCRIPTION EYEWEAR, RESULTING IN POSSIBLE SEVERE EYE DAMAGE,

LASER SAFETY EYEWEAR

LASER SAFETY EYEWEAR IS ROUTINELY REQUIRED WITH MOST LASERS. WHEN
USING THE LASER SYSTEM, THE LASER SAFETY OFFICER SHOULD DETERMINE
THE NEED FOR SAFETY EYEWEAR BASED ON THE MAXIMUM PERMISSIBLE
ExPosureE (MPE), NOMINAL HAZARD ZONE (NHZ), AND THE NOMINAL OCULAR
HazarD DisTANCE (NOHD)} FOR EACH OF THE AVAILABLE LASER WAVELENGTHS,
AS WELL AS THE WAVELENGTH ITSELF AND TH{/gONF'IGURA‘HON OF THE
TREATMENT ROOM (USUALLY WITHIN THE CONTROLLED AREA),

THE AMERICAN NATIONAL STANDARDS INSTITUTE (ANSI) STANDARD Z1 36. | -
2000 DEFINES MPE AS “THE LEVEL OF RADIATION TO WHICH A PERSON MAY
BE EXPOSED WITHOUT HAZARDOUS EFFECT OR ADVERSE BIOLOGICAL CHANGES
IN THE EYE OR SKIN"; THE NHZ AS “THE SPACE WITHIN WHICH THE LEVEL OF
DIRECT, REFLECTED, OR SCATTERED RADIATION DURING NORMAL OPERATION IS
NOT EXPECTED TQ EXCEED THE APPLICABLE MPE"; AND, THE NOHD As “THE
DISTANCE ALONG THE AXIS OF THE UNOBSTRUCTED BEAM FROM THE LASER TO
THE HUMAN EYE BEYOND WHICH THE IRRADIANCE OR RADIANT EXPOSURE
DURING OPERATION IS NOT EXPECTED TO EXCEED THE APPROFRIATE MFE.”
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OpPTIMEDICA(:)

THE NOHD 15 MEASURED FROM THE SLIT LAMP AND PATTERN GENERATOR
DELIVERY SYSTEM LASER AFPERTURE. ANS] DEFINES THE CONTROLLED AREAS
AS “AN AREA WHERE THE OCCUPANCY AND ACTIVITY OF THOSE WITHIN iS5
SUBJECT TO CONTROL AND SUPERVISION FOR THE PURPOSE OF PROTECTION
FROM RADIATION HAZARDS.”

For PascaL THE NOHD 1s 3.73 M (1 2.24 FT).

ALL PERSONNEL WHO ARE WITHIN THE NOHD ARE CONSIDERED TO BE IN THE
CONTROLLED AREA AND SHALL WEAR EYE PROTECTION WITH THE APFROPRIATE

~ OPTICAL DENSITY.

EYEWEAR MUST BE RESISTANT TO PHYSICAL DAMAGE AND PHOTO-BLEACHING.
THE MINIMUM OPTICAL DENSITY (OD) 1S 4 AT 532 NM. FOR COUNTRIES INSIDE
EUROPE AND THAT COMPLY WITH EN 207, THE EYEWEAR MUST HAVE A
PROTECTION CLASS OF L4 AT 532 NM.,

THE TYPE OF EYE PROTECTION RECOMMENDED FOR THE PHYSICIAN, THE
PATIENT, AND/OR TREATMENT ROOM PERSONNEL WITHIN THE NHZ DEPENDS ON
THE PLANNED PROCEDURE AND THE EQUIPMENT REQUIRED TO PERFORM THAT
PROCEDURE.

PASCAL 1S FITTED WITH A LASER EYE FILTER, AND LASER_SAFETY EYEWEAR IS
NOT REQUIRED BY THE PHYSICIAN WHO VIEWS THE PROCEDURE THROUGH THE
SLIT LAMP BINOCULARS, ALL OTHER PERSONNEL WITHIN THE NHZ MusST WEAR
LASER SAFETY EYEWEAR WITH THE RECOMMENDED OPTICAL DENSITY.
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§ QPT:MED!CA{D

_ DEPENDING ON THE PROCEDURE, THE PHYSICIAN MUST PROVIDE THE PATIENT
( WITH EITHER LASER SAFETY EYEWEAR OR ONE OF THE FOLLOWING ITEMS
MOISTENED WITH A NON-FLAMMABLE SOLUTION: THICK CLOTH EYE PADS OR
ﬁ GAUZE PADS. IF THE TREATMENT SITE IS THE PATIENT'S EYELID, THE PHYSICIAN
MUST PROVIDE DULLED METALLIC EYE SHIELDS TO PROTECT THE PATIENT'S
EYE(S). ALL OTHER EYE SHIELDS MADE OF A MATERIAL OTHER THAN DULLED
METAL SHOULD BE EVALUATED PRIOR TO USE FOR SAFETY AND DURABILITY
WITH LASER ENERGY, ALONG WITH PROVIDING THE APPROPRIATE SAFETY
EYEWEAR, THE FOLLOWING STEPS SHQULD BE TAKEN TO SECURE THE
CONTROLLED AREA: '

§ | . TREATMENT SHOULD BE CONDUCTED IN A DEDICATED, ENCLOSED
ROOM.

2. A WARNING SIGN SHOULD BE PLACED ON THE OUTSIDE OF THE
TREATMENT ROOM DOOR WHEN THE LASER IS IN.USE. THE SIGN IS
INTENDED TO ALERT -F’ERSONNEL BEFORE THEY ENTER THE
CONTROLLED AREA.

3. THE TREATMENT ROOM DOOR SHOULD BE KEPT CLOSED DURING
TREATMENT. ‘

- VISIBLE LASER RADlATION PR
'VAVOID DIRECT EXPOSURE TO B_EAM ;

U Max Output ny
" CLASS4 LASER PRODUCT per EN 60825-112001
. CLASS iv LASER PRODUCT per 21CFR 1040 - -
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AIMING BEAM OCULAR PROTECTION

CAUTION

THE LASER PRODUCES A RED DIODE LASER AIMING BEAM WITH AVERAGE POWER
VARYING FROM BARELY VISIBLE TO | MW MAXIMUM, THE SAFE (CLASS i)
EXPOSURE DURATION LIMIT AT A MAXIMUM POWER LEVEL OF | MW IS 3.9
SECONDS. TO PROTECT THE PATIENT FROM POSSIBLE RETINAL DAMAGE DURING
TREATMENT, USE THE LOWEST PRACTICAL AIMING BEAM INTENSITY AND THE
MINIMAL REQUIRED TIME DURATION,

ELECTRICAL HAZARDS

NEVER OPEN THE LASER CONSCOLE PROTECTIVE COVERS. OPENING THE
COVERS WILL EXPOSE YOU TO HIGH VOLTAGE COMPONENTS, THE LASER
RESONATOR, AND POSSIBLE LASER RADIATION, ONLY OFTIMEDICA CERTIFIED
SERVICE TECHNICIANS SHALL WORK INSIDE THE CONSOLE.

THE AREA AROUND THE LASER AND FOOTSWITCH SHALL BE KEPT DRY. DO NOT
OPERATE THE LASER IF ANY OF THE CORDS ARE FAULTY OR FRAYED. THE
LASER SHOULD UNDERGO ROUTINE INSPECTION#AND MAINTENANCE PER THE
OPTIMEDICA MANUFACTURER'S RECOMMENDATION AND INSTITUTIONAL
STANDARDS.

FIBER OPTIC CABLE ASSEMBLY

USE EXTREME CARE REGARDING THE CABLE ASSEMBLY TO/FROM THE DISPLAY
ASSEMBLY TO/FROM THE SuUiT LAMP ASSEMBLY. THE CABLE ASSEMBLY

" CONSISTS OF WIRING AND FIBER OPTICS CABLES. DC NOT PULL OR STRESS

THE CABLE ASSEMBLY. DO NOT SET ITEMS ON OR UNDER CABLE ASSEMBLY.
DAMAGE TO THE FIBER OPTIC CABLES MAY CAUSE UNINTENDED EXPOSURE TO
LASER RADIATION.
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OpPTIMEDICA(:)

FIRE HAZARD

WARNINGS

DO NOT USE THE LASER IN THE PRESENCE OF FLAMMABLES OR EXPLOSIVES
SUCH AS VOLATILE ANESTHETICS, ALCOHOL, CERTAIN SURGICAL PREPARATION
SOLUTIONS, OR OTHER SUCH SUBSTANCES. AN EXPLOSION AND/OR FIRE
COULD OCCUR,

THE TREATMENT BEAM CAN IGNITE MOST NONMETALLIC MATERIALS. USE FIRE
RETARDANT DRAPES AND GOWNS. THE AREA AROUND THE TREATMENT SITE CAN
BE PROTECTED WITH TOWELS OR GAUZE SPONGES MOISTENED WITH STERILE
SALINE SOLUTION OAR STERILE WATER. |IF ALLOWED TO DRY, PROTECTIVE
TOWELS AND SPONGES CAN INCREASE THE POTENTIAL FIRE HAZARD, A UL-
APPROVED FIRE EXTINGUISHER SHOULD BE READILY AVAILABLE.

PER |IEC 6QCI1-2-22: THE USE OF FLAMMABLE ANESTHETICS OR OXIDIZING
GASES SUCH AS NITROUS OXIDE (N,O) AND OXYGEN SHOULD BE AVOIDED.
SOME MATERIALS, FOR EXAMPLE COTTON WOOL WHEN SATURATED WITH
OXYGEN MAY BE IGNITED BY THE HIGH TEMPERATURES PRODUCED IN NORMAL
USE OF THE LASER EQUIPMENT, THE SOLVENTS OF ADHESIVES AND FLAMMABLE
SOLUTIONS USED FOR CLEANING AND DISINFECTING SHOULD BE ALLOWED TO
EVAPORATE BEFORE THE LASER EQUIFPMENT 1SUSED. ATTENTION SHOULD. ALSO
BE DRAWN TO THE DANGER OF IGNITION OF ENDOGENOUS GASES.
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C

PROTECTING NON-TARGET TISSUES

WARNING

NEVER PLACE HANDS OR OTHER OBJECTS IN THE PATH OF THE LASER BEAM.
SEVERE BURNS COULD OCCUR.

CAUTIONS

(e T un I N |

EXCEPT DURING ACTUAL TREATMENT, THE SYSTEM MUST ALWAYS BE IN
STANDBY MODE, MAINTAINING THE SYSTEM IN STANDBY MODE PREVENTS
ACCIDENTAL LASER EXPOSURE IF THE FOOTSWITCH IS INADVERTENTLY

!

re

DEPRESSED.

0

ONLY THE PERSON AIMING THE LASER BEAM SHOULD HAVE ACCESS TO THE

LASER FOOTSWITCH. USE CAUTION DEPRESSING THE LASER FOOTSWITCH WHEN
IT IS IN PROXIMITY TO A FOOTSWITCH FOR OTHER EQUIPMENT. MAKE SURE THE
FOOTSWITCH DEPRESSED 15 THE CORRECT ONE TO AVOID ACCIDENTAL LASER .

EXFPOSURE. . :
. ]
g 5

REGULATORY COMPLIANCE SAFETY FEATURES

THE PAscCAL RETINAL PHOTOCOAGULATOR CcOMPLIES WiTH 2 1 CFR i
SUBCHAPTER J AS ADMINISTRATED BY THE CENTER FOR DEVICES AND
RapioLoGicAaL HEALTH OF THE FooD AND DRUG ADMINISTRATION (FDA).

THE FOLLOWING FDA COMPUANCE SAFETY FEATURES ARE INCLUDED:

Key LOCK SWITCH

THE SYSTEM CAN BE ACTIVATED ONLY WITH THE PROPER KEY TO OPERATE THE
MASTER KEY SWITCH. THE KEY CANNOT BE REMOVED IN THE ON POSITION AND
THE SYSTEM WILL OPERATE ONLY WITH THE KEY IN PLACE. WHEN TREATMENTS
ARE COMPLETE, ALWAYS REMOVE AND SECURE THE KEY TO PREVENT
UNAUTHORIZED USE OF THE LASER SYSTEM.

PASCAL® PHOTOCOAGULATOR PaGE 94 oF {22
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LASER EMISSION INDICATOR

THE LASER EMISSION ICON 1S DISPLAYED TO WARN THE USER THAT THE SYSTEM
IS CAPABLE OF EMITTING LASER ENERGY AND APPROPRIATE PRECAUTIONS
SHOULD BE TAKEN, SUCH AS USING THE APPROPRIATE EYE WEAR WHEN IN THE
TREATMENT ROOM. '

DooR INTERLOCK

A DOOR INTERLOCK MAY BE USED IN CONJUNCTION WITH A REMOTE SWITCH TO
DISABLE THE LASER IN CASE OF CERTAIN EXTERNAL EVENTS {(E.G., THE
OPENING OF A TREATMENT ROOM DOOR). A REMOTE SWITCH OR INTERLOCK
CAN BE WIRED TO THE INTERLOCK PLUG AND CONNECTED TO THE LASER
CONSOLE INTERLOCK RECEPTACLE. IF A REMOTE INTERLOCK IS USED, THE
LASER CAN BE SET IN THE READY MODE ONLY WHEN THE REMOTE SWITCH IS
CLOSED. BREAKING THE CONNECTION BY CPENING THE SWITCH (DOOCR) OR
REMOVING THE PLUG DISABLES THE LASER; AND THE SYSTEM IS RETURNED TO
STANDBY MODE WITH DOOR INTERLOCK DISPLAYED ON THE CONTROL PANEL.,

EMERGENCY STOP j

THE SYSTEM HAS AN EMERGENCY STOP PUSHBUTTON THAT IMMEDIATELY
TURNS OFF THE DEVICE.

ﬁ:ﬂi
PROTECTIVE HOUSING

THE PascalL RETINAL PHOTOCOAGULATOR LASER HAS A PROTECTIVE HOUSING
WHICH PREVENTS UNINTENDED HUMAN ACCESS TO LASER RADIATION ABOVE
CrLass | LiMITs, THIS HOUSING IS TO BE OPENED ONLY BY AN OFTIMEDICA
CERTIFIED TECHNICIAN,

SAFETY INTERLOCKS

THE PROTECTIVE HOUSING IS NOT DESIGNED TO BE REMOVED BY THE USER
DURING OPERATION OR MAINTENANCE. THEREFORE, THE LASER DOES NOT
HAVE, AND IS NOT REQUIRED TO HAVE, ANY SAFETY INTERLOCK WITHIN THE
MEANING OF US FDA 2| CFR, SECTION 1040 OR EURCPEAN EN 60825~
] . HOWEVER, THE PROTECTIVE HOUSING CANNOT BE EASILY OPENED WITHOUT
SPECIAL TOOLS.

PascaL® F’HOTOCOAGULATOR PaceE ©5 oF [ 22
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LOCATION OF CONTROLS

CONTROLS ARE LOCATED ON THE TOUCH SCREEN CONTROL PANEL AND THE
SLIT LAMF BODY. THEY ARE CONVENIENTLY SITUATED SO THE OPERATOR CAN
MAKE CHANGES TO THE AIMING BEAM WITHOUT LOOKING AWAY FROM THE

PATIENT.

SAFETY SHUTTER

THE PASCAL RETINAL PHOTOCOAGULATOR INCLUDES A SAFETY SHUTTER,
WHICH PREVENTS ANY LASER RADIATION (INCLUDING THE AIMING BEAM) FROM
EXITING THE INSTRUMENT. THE SAFETY SHUTTER IS ACTIVATED WHEN THE
SYSTEM 1S OFF, DURING THE SELF-TEST AT TURN-ON, IN STANDBY MODE, OR

WHEN THE SAFETY MONITOR DETECTS A FAULT.

MANUAL RESET

IF LASER EMISSION IS EXTERNALLY INTERRUPTED DURING TREATMENT BY
ACTIVATION OF THE DOOR INTERLOCK, THE SYSTEM WILL AUTOMATICALLY GO
INTO STANDBY AND THE SAFETY SHUTTER WILL REVERT TO A CLOSED
POSITION. TO RESUME TREATMENT, RESET THE SYSTEM BY PLACING THE LASER

IN READY.

IF LASER EMISSION IS INTERRUFTED BY MAIN E@TR!CAL FPOWER LOSS, THE
SYSTEM WILL AUTOMATICALLY TURN ofFF. TO RESUME TREATMENT AFTER AN
ELECTRICAL POWER LOSS, THE SYSTEM MUST FIRST BE MANUALLY RESTARTED
BY ROTATING THE KEY SWITCH TO START.

ELECTRICAL FAULT DETECTION CIRCUITRY

IF THE ELECTRONIC SYSTEM DETECTS A FAULT CONDITION, LASER EXPOSURE
CANNOT OCCUR. THE LASER POWER SUPPLY 1S TURNED OFF, THE SAFETY
SHUTTER 1S CLOSED, AND THE FOOTSWITCH IS DISABLED. SOME FAULT
CONDITIONS MAY BE CLEARED BY THE OPERATOR. REFER TO THE
TROUBLESHOOTING GUIDE IN THIS MANUAL FOR ADDITIONAL INFORMATION.
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OPT]MEDICA_Q

E LOCATION OF REGULATORY AND OTHER SYSTEM LABELS

"?g As REQUIRED BY THE FDA, CE, AND OTHER REGULATORY BODIES,
L APPROPRIATE WARNING LABELS HAVE BEEN MOUNTED IN SPECIFIED LOCATIONS
ON THE INSTRUMENT TO INDICATE CONDITIONS UNDER WHICH THE USER COULD

BE SUBJECTED TO LASER RADIATION. SEE THE FOLLOWING ILLUSTRATIONS FOR
THE LOCATION OF THE LABELS.

LASER RAQIATIKIN -+ AVOID EYE OR SKI
EXPOSUAE TO DIRECT OR SCATTEAED RADIATION
’ Hel! YAG Laser
Max Quiput:  532nm, 2000mW, LW
Alm Lzser:

T LugerGlaxa I
Max Output: E3%nm, < 1 m¥W, CW
LLASS IV LASER PRODUCT

l Complles wilk 21GFR 1040.10 and 21CFR 1040.1% J

LASER RADIATION C_AUTION LABEL DANGER LABEL

LASER APERTUIRE

LASER APERTURE LABEL

P

| OéTiMEDlCA_{D _ A

Sardy LI TAPERA
U

Kol PASCAL Presectspl g 1004 200~ B00H2

Pt b { "“”":j ZI0=240V~ S0O VA

Seeatterter [ | E 100120V TANISOY

ome sttty [ 2202507 T2 BAFIS0Y
(ce oom) [Er= Z)FE R

‘ “Send gt Daeogias ek
Fr b Gma

SYSTEM INFORMATION LABEL
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d I
STANDBY START

EMERGENCY STOP

OPTIMEDICAL)
| IPX1

Assy. footswitch SA-00448

N,

™

-’

FOOTSWITCH LABEL

LASER CAUTION LABEL

ReADY

LASER EMISSION WARNING

Yoo

CAUTION SYMBoOL LABEL

REPLACE ONLY
WITH 6V 20W
BULB

SLIT LaMe BuLs LaBEL

PascAL® PHOTOCOAGULATOR
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OPTiME:DECA(D

O CLASS ¥ LASE
RADIATION WHEN GPER

s

CAUTION SYMBOL
LaBEE,

REPLACE OMLY

WITH 6V 20W
BULE

Sur Lave ButB LAREL
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LASER RADIATION - - AVOID EYE OR SKIN
EXPOSURE TO DIRECT OR SCATTERED RACIATION

Hd: YAG Lasar
Max Qutput:  S32nm, 2000mWY, CW
Alnt Laser; Lasar Class i1
Max-Outpul:  63Gnm, <1 mW, CW
CLASS IV LASER PRODUCT

Complies with 21CFR 1840, 10 ard 21CFR 1040.11

LASER RaADIATION CAUTION LABEL

GeTMEDICAL) A
23 Famiraty Drae ) -
D Thoa ok WD
7
Weant FALCA, Frasioomp) &t FO0 120N ~ B s
Pt Nrrat 1 FIRDA~ iR

Sorar rmgae § 1 73 190330 T SA 50V

MG TEIAITCY

Doty st ]

m pnas
X X R R

o

SYSTEM INFORMATION LABEL
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AUOHD EYE A 3 WPOIURE TO
CERECT Ot SCATTERTD RASATICH

—

InsiDE CHASSIS
Cover REMOVED

QuTsIDE CHASSIS
CovErR REMOVED

I
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OPT]MEDlCA(D

ELECTROMAGNETIC COMPATIBILITY

LIKE OTHER ELECTRICAL MEDICAL DEVICES, PASCAL REQUIRES SPECIAL
FPRECAUTIONS TO ENSURE ELECTROMAGNET!C COMPATIBILITY WITH OTHER

FLECTRICAL MEDICAL DEVICES. TO ENSURE ELECTROMAGNETIC COMPATIBILITY
(EMC), PASCAL MUST BE INSTALLED AND OPERATED ACCORDING TO THE EMC

INFORMATION PROVIDED IN THE MANUAL.

NOTE _
PASCAL HAS BEEN DESIGNED AND TESTED TO COMPLY WiTH |[EC 60601-1-
2.2001 +A1:2004 (EDITION 2. 1) REQUIREMENTS FOR EMC wiTH OTHER

DEVICES.

CAUTION

PORTABLE AND MOBILE RF COMMUNICATIONS EQUIPMENT MAY AFFECT NORMAL
FUNCTION OF PASCAL.

WARNING o

DO NOT USE CABLES OR ACCESSORIES OTHER THAN THOSE PROVIDED WITH
PASCAL, AS THIS MAY RESULT IN THE INCREASED ELECTROMAGNETIC EMISSIONS
OR DECREASED IMMUNITY TO SUCH EMISSIONS.

WARNING

IF PASCAL IS USED ADJACENT TO OR STACKED WITH OTHER EQUIPMENT,
OBSERVE AND VERIFY NORMAL OPERATION OF PASCAL IN THE CONFIGURATION
IN WHICH IT WILL BE USED PRIOR TO USE.: -

PASCAL® PHOTOCOAGULATOR PAGE | Q2 OF |22
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OPT:MEDICA{)

CONSULT THE TABLES BELOW FOR GUIDANCE IN PLACING PASCAL.

GUIDANGE AND MANUFACTURER'S DECLARATION: ELECTROMAGNETIC EMISSIONS

PASCAL IS INTENDED FOR USE IN THE ELECTROMAGNETIC ENYIRONMENT SPECIFIED BELOW. THE CUSTOMER OR THE
USER @F PASCAL SHOULD ENSURE THAT IT IS USED IN SUCH AN ENVIRONMENT.

E EMISSIONS TEST COMPLIANCE ELECTROMAGNETIC ENVIRONMENT - GUIDANCE

PASCAL UseEs RF ENERGY ONLY FOR TS INFERNAL FUNCTION:
GROUP | THEREFORE, ITS RF EMISSIONS ARE VERY LOW AND ARE NOT LIKELY TO
' CAUSE ANY INTERFERENCE IN NEARBY ELECTRONIC EQUIPMENT,

RF EmMissions CISPR
11

RF emissions CISPR

{1 CLass B
PASCAL is SUITABLE FOR USE IN ALL ESTABLISHMENTS, INCLUDING
HARMONIC EMISSIONS CLass A DOMESTIC ESTABLISHMENTS AND THOSE DIRECTLY CONNECTED TO THE
[ECS | CO0-3-2 PUBLIC LOW-VOLTAGE POWER SUPPLY NETWORK THAT SUPPLIES
VOLTAGE BUILDINGS USED FOR DOMESTIC FURFOSES.
FLUCTUATIONS/ CoMPLIES
FLICKER EMISSIONS
IEC& | CO0-3-3
P
- .
PascaL” PHOTOCOAGULATOR . PAGE 1Q3 oF 122
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GUIDANCE AND MANUFACTURER'S DECLARATION: ELECTROMAGNETIC IMMUNITY

PASCAL iS INTENOED FOR USE IN THE ELECTROMAGNETIC ENVIRONMENT SPECIFIED BELOW. THE CUSTOMER OR
THE USER OF PASCAL SHOULD ENSURE THAT TF IS USED IN SUCH AN ENVIRONMEMT,

ELECTROMAGNETIC ENVIRONMENT:

|EC 60601} COMPLIANCE
IMMUNITY TEST
TesT LEVEL LEVEL GUIDANGE
ELECTROSTATIC I 2 4 6y FLOORS SHOULD BE WOOCD, CONCRETE,
DISCHARGE (ESD) s OR CERAMIC TILE. |F FLOORS ARE COVERED
WITH SYNTHETIC MATERIAL, THE RELATIVE

IEC&1000-4-2

+8KY AIR

CONTACT

+2.4,8xY AR

HUMIDITY SHOULD BE AT LEAST 30%,

ELECTRICAL. FAST
TRANSIENT/ BURST

IECS& 1 QCC-4-4

+ 2KV FOR
POWER SUPPLY
LINES

£ LRV FOR
INPUT/QUTPUT
LINES

2KV LINE TO GROUND

=+ | KV LINE TO LINE

MAINS POWER QUALITY SHOULD BE THAT OF
A TTPICAL COMMERGIAL OR HOSPITAL
ENVIRONMENT.

SURGE

IEC6E | O00-4-5

TRV
DIFFERENTIAL
MODE

+ 2KV COMMON

+0.5, IkY
DIFFERENTIAL MODE

0.5, |, 2KV
COMMON MODE

MAINS POWER QUALITY SHOULD BE THAT OF
A TYPICAL COMMERCIAL OR HOSPITAL
ENVIRONMENT,

VOLTAGE DIPS, SHORT
INTERRUPTIONS AND
VOLTAGE VARIATIONS
ON POWER SUPPLY

4Q% UT (60%
piP IN UT) FOR 5
CYCLES

7 Q% UT (30%

piP IN UT) FOR 25| CYCLES

]
Um FOR 5§ CYCLES

70% UT (30% DIP
M UTY FOR 25

40% UT {(80% DIR-

MODE
<5% Ut <B% UT (>95%
(>O5% DIP N piP 1 UT) FOR MAINS POWER QUALITY SHOULD BE THAT OF
un ror 0.5 0.5 cYCLE A TYPICAL COMMERCIAL OR HOSPITAL
CYCLE ENVIRONMENT. IF THE USER OF PASCAL

REQUIRES CONTINUED OPERATION DURING
POWER MAINS INTERRUPTIONS, IT IS

' REGOMMENDED THAT PASCAL BE POWERED

FROM AN UNINTERRUPTIBLE POWER SUPPLY
OR A BATTERY.

INPUT LINES
CYCLES '
IECG1000-4- 1| | <S5% Ur (>95%
<B% Ut DIF 1N UT) FOR 5
{(>95% DiP IN SEC,
Ut} FOR 5
PowWER-FREQUENCY MAGNETIC FIELDS
SHOULD BE AT LEVELS CHARACTERISTIC OF
POWER FREQUENCY 3 A M/A A TYPICAL LOCATION IN A TTPICAL

{50/60OHZ)
MAGNETIC FIELD

IEC 61000-4-8

COMMERCIAL OR HOSPITAL ENVIRONMENT.

NOTE: UT IS THE A.C. MAINS VOLTAGE PRIOR TO APPLICATION OF THE TEST LEVEL.

FASCAL.® PHOTOCCAGULATOR
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i

GUIDANCE AND MANUFACTURER'S DECLARATION: Et ECTROMAGNETIC IMMUNITY

GUIDANCE AND MANUFACTURER'S DECLARATION; FLECTROMAGNETIC BMMUNITY

PASCAL 1S INTENDED FOR USE IN THE ELECTROMAGNETIC ENVIRONMENT SPECIFIED BELOW. THE CUSTOMER OR THE
USER OF PASCAL SHOULD ENSURE THAT IT IS USED IN SUCH AN ENVIRONMENT,

IMMUNITY TEST IEC 860801 TesT COMPLIANGE ELECTROMAGNETIC ENVIRONMENT:
LEVEL LevEL GUIbANCE

PORTABLE AND MOBILE RF COMMUNIGATIONS
EQUIFMENT SHOULD BE USED NO CLOSER TO
ANY PART OF THE PASCAL s5YSTEM,
INCLUDING (TS5 CABLES, THAN THE
RECOMMENDED SEPARATION DISTANCE
CALCULATED FROM THE EQUATION APPLICABLE
TO THE FREQUENCY OF THE TRANSMITTER,

ConpucTED RF IEC 3 VaMs 3y RECOMMENDED SEPARATION DISTANGE
S| 0C0-4-6 1 50 KHZ To 80 MHz D= 117/P
i
RADIATED RF IEC 3 V/M
61000-4-3 8OMHz 7o 2.5 GHz 3 Vi © = [.17/P 80 MHz To 80O MHz

i

oD = 2.33/P 800 MHz T 2.5 GHz

WHERE P IS THE MAXIMUM OUTPUT FOWER
RATING OF THE TRANSMITTER IN WATTS (W)
ACCORDING TO THE TRANSMITTER
. ) ' MANUFACTURER AND D 1S THE RECOMMENDED

SEPARATION DISTANCE IN METERS (M}.

FIELD STRENGTHS #ROM FIXED RF
TRANSMITTERS, AS DETERMINED 8Y AN
[EFEETROMAGNETIC SITE SURVEY ‘A’, SHOULD
BE LESS THAN THE COMPLIANGE LEVEL IN EACH
FREQUENCY RANGE'E),
INTERFERENCE MAY CCCUR IN THE VICINITY

OF EQUIPMENT MARKED WITH THE 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, EL ECTROMAGNETIC PROPAGATION IS AFFECTED BY
ABSORFTION AND REFLEGCTION FROM STRUCTURES, OBJECTS, AND PEQPLE,

{a} FIELD STRENGTHS FROM FIXED TRANSMITTERS, SUCH AS BASE STATIONS FOR RADIO (CELLULAR/CORDLESS)
TELEPHONES AND LAND MOBILE RADIOS, AMATEUR RADID, AM AND FM RaDIO BROADCAST, AND TV BROADCAST,
CANNOT BE PREDICTED THEORETICALLY WITH ACCURACY. TO ASSESS THE ELECTROMAGNETIC ENVIRONMENT DUE TO
FIXED RF TRANSMITTERS, AN ELECTROMAGNETIC SITE SURVEY SHOULD BE CONSIDERED. |F THE MEASUKRED FIELD
STRENGTH IN THE LOCATION IN WHICH THE PASCAL SYSTEM is USED EXCEEDS THE APPLICABLE RF COMPLIANCE
LEVEL ABOVE, THE PASCAL SYSTEM SHOULD BE GOBSERVED TC VERIFY NORMAL OPERATION, |F ABNORMAL

PERFORMANCE 1S OBSERVED, ADDITIONAL MEASURES MAY BE NECESSARY, SUCH AS REORIENTING OR RELOCATING
THE PASCAL sYSTEM. '

(B) OVER THE FREQUENCY RANGE | 50 KHz To 80 MHz, FIELD STRENGTHS SHOULD BE LESS THAN 3 VM,

PascaL® PHOTOCOAGULATOR - PAGE 1O5 oF 122
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RECOMMENDED SERARATION DISTANCES BETWEEN PORTABLE AND MOBILE RF COMMUNICATIONS
EQUIPMENT AND THE PASCAL SYSTEM

THE PASCAL SYSTEM IS INTENDED FOR USE IN AN ELECTROMAGNETIC ENVIRONMENT IN WHICH RADIATED RF
DISTURBANCES ARE CONTROLLED. THE USER OF THE PASCAL SYSTEM CAN HELFP PREVENT ELECTROMAGNETIC
INTERFERENCE BY MAINTAINING A MINIMUM DISTANCE BETWEEN PORTABLE AND MOBILE RF COMMUNICATIONS
EQUIFMENT (TRANSMITTERS) AND THE PASCAL SYSTEM AS RECOMMENDED HBELOW, ACCORDING TO THE MAXIMUM
GUTPUT POWER OF THE COMMUNICATIONS EQUIFMENT.

SEFARATION DISTANCE (M) ACCORDING TO FREQUENCY OF TRANSMITTER
RATED MAXIMUM .
OUTPUT FOWER (W) OF | 5OKHzZ TO BOMHz | 80MHKz To 800MHZ 800 MHz To 2.5 GHZ
TRANSMITTER b= 1.7 P b= 1.17 P p =233 P
Q. o,k 2 Q.t2 0.23
0. .27 Q.37 Q.7
| .17 1,17 2.33
i 3.70 3,70 ' 7.37
10 11,70 : 11,70 23.30

FOR TRANSMITTERS RATED AT A MAXIMUM OUTEUT 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 CUTPUT POWER RATING OF THE TRANSMITTER IN WATTS (W) ACCORDING TO
THE TRANSMITTER MANUFACTWB.

NOTE 1: AT 80 MHZ anD 800 MHz, THE SEFPARATION DISTANCE FOR THE HIGHER FREQUENCY RANGE APPLIES.

NOTE 2: THESE GUIDELSNES MAY NOT APPLY IN ALL SITUATIONS. ELECTROMAGHETIC PROPAGATION
ABSORFTION AND REFLEGTION FROM STRUCTURES, OBJECTS, ANB PEOPLE.

IS AFFECTED BY

F‘ASCAL® PHOTOCOAGULATOR
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OFTIMEDICAL)

OPHTHALMIC APPLICATIONS OF THE PASCAL PHOTOCOAGULATOR

PASCAL IS USED TO TREAT QCULAR DISEASES N BOTH THE POSTERIOR AND
ANTERIOR CHAMBERS OF THE EYE. PASCAL IS PARTICULARLY WELL SUITED FOR
TREATING THE EYE BECAUSE IT HAS MINIMAL. EFFECT ON TRANSPARENT TISSUES
AND MATERIALS. THIS MEANS THAT PASCAL CAN BE EFFICIENTLY DELIVERED TO
OPAQUE STRUCTURES OF THE EYE THROUGH THE TRANSPARENT CORNEA,
AQUEOUS HUMOR, LENS, AND VITREOUS HUMOR. THIS ALLOWS MANY

P CONDITIONS TO BE TREATED BY NON-INVASIVE TECHNIQUES.

EZ ) INDICATIONS FOR Usk

v

E LASER ENERGY IS DELIVERED TO OPAQUE STRUCTURES WITHIN THE EYE BY

MEANS OF A SLIT LAMP THAT HAS BEEN SPECIALLY ADAPTED FOR USE AS A
LASER DELIVERY SYSTEM.

THE leL.JVERY SYSTEM INCLUDES A LENS SYSTEM TO FOCUS THE LASER
_ ENERGY AND VARY THE SIZE OF THE LASER SPOT IN THE PLANE OF
' OBSERVATION OF THE SLIT LAMP. IT INCLUDES A MECHANISM TO MANIPULATE
B THE POSITION OF THE LASER BEAM WITHOUT MOVING THE SLIT LAMP, LASER

( ENERGY IS DELIVERED TO THE SLIT LAMP BY MEANS OF A FLEXIBLE FIBER
oPTIC.

s
I FOR MOsST PROCEDURES, A LASER CONTACT LENS IS USED TO DIRECT LASER
ENERGY TO THE PART OF THE EYE BEING TREATED. THE CONTACT LENS MAY
HAVE MIRRORS SO THAT LASER ENERGY CAN BE DELIVERED TO AREAS OF THE
! RETINA BEHIND THE IRIS, OR INTO THE ANGLE SO THAT THE TRABECULAR
MESHWORK CAN BE TREATED. THE CONTACT LENS ALSO HELPS TO HOLD THE
I EYE OPEN AND STILL SO THAT LASER ENERGY CAN BE DELIVERED EFFECTIVELY.
PASCAL MAY BE USED FOR PROCEDURES PERFORMED IN A HOSPITAL OR IN A
5 PHYSICIAN'S OFFICE, FOR IN-PATIENT OR OUT-PATIENT PROCEDURES, THE USE
OF PASCAL IS NOT A CONTRIBUTING FACTOR [N DECIDING WHETHER A
| PROCEDURE IS DONE ON AN IN- OR AN QOUT-PATIENT BASIS,

PascaL® PHOTOCOAGULATOR PaGe 10D oF (22
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PosTERIOR SEGMENT LASER PROCEDURES

CAUTIONS

USERS SHOULD BE AWARE OF GENERAL LASER WARNING, PRECAUTIONS, AND
ADVERSE EFFECTS LISTED IN “GENERAL INFORMATION” IN THIS CHAPTER.

PLEASE SEE “QOPHTHALMOLOGY REFERENCES” IN THIS CHAPTER FOR
LITERATURE REGARDING THE USE OF PASCAL IN RETINAL LASER PROCEDURES.

INDICATIONS FOR USE

PASCAL IS INDICATED FOR POSTERIOR CHAMBER PROCEDURES INVOLVING THE
RETINA.

RETINAL PHOTOCOAGULATION, PAN RETINAL, FOCAL AND MACULAR GRID
PHOTOCOAGULATION FOR VASCULAR AND STRUCTURAL ABNORMALITIES OF THE
RETINA AND CHOROIDS, INCLUDING: -

* PROLIFERATIVE AND NON-PROLIFERATIVE DIABETIC RETINOPATHY
® CHOROIDAL NEOVASCULARIZATION 7

* BRANCH AND CENTRAL RETINAL VEIN OCCLUSION

® AGE-RELATED MACULAR DEGENERATION

® LATTICE DEGENERATION

® RETINAL TEARS AND DETACHMENTS
IN ADDITION, PASCAL CAN BE USED TO PERFORM;
* |RIDOTOMY

s |RIDECTOMY
¢ TRABECULOPLASTY IN ANGLE CLOSURE AND OPEN ANGLE GLAUCOMA

PASCAL® PHOTOCOAGULATOR Page [ 1O oF 122
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OPTIMEDICAC)

ADVERSE EFFECTS AND COMPLICATIONS

WARNINGS

THE MOST COMMON COMPLICATION OF PANRETINAL PHOTOCQAGULATION IS
INCREASED MACULAR EDEMA USUALLY WITH A CONCURRENT DECREASE IN
VISUAL ACUITY. IN ADDITION, BLOWOUT HEMORRHAGES FROM THE AREAS OF
NEOVASCULARIZATION, PARTICULARLY ON THE OPTIC NERVE HAVE BEEN
OBSERVED, AND MAY BE CAUSED BY AN INCREASE IN FPERIPHERAL RESISTANCE
SECONDARY TO PHOTOCOQAGULATION, OR BY AN INADVERTENT VALSALVA
MANEUVER BY THE PATIENT.

ONLY A CONTACT LENS SPECIFICALLY DESIGNED FOR USE WITH LASER ENERGY
SHOULD BE USED. USE OF A STANDARD DIAGNOSTIC CONTACT LENS WILL
RESULT IN A POWER LOSS DUE TO REFLECTION FROM THE SURFACE OF THE
LENS. THE REFLECTED ENERGY MAY POSE A HAZARD TO BOTH THE PATIENT AND
THE PHYSICIAN.

PRECAUTIONS

FOLLOWING PHOTOCOAGULATION, PATIENTS SHOULD BE CAUTIONED AGAINST
ANY ACTIVITY THAT COULD INCREASE THE VENOU{F’F\'ESSURE IN THE HEAD,
NECK, OR EYES, SUCH AS STRAINING, LIFTING, OR HOLDING THEIR BREATH,
PATIENTS SHOULD BE ADVISED TO SLEEP WITH THE HEAD OF THEIR BED
ELEVATED | 5 DEGREES TO 20 DEGREES.

PATIENTS SHOULD BE CAUTIONED AGAINST STIFLING‘A SNEEZE, BECAUSE THIS
RAISES THE BLOOD PRESSURE WITHIN THE EYES TO A HIGH LEVEL. VIGOROUS
NOSE BLOWING SHOULD ALSO BE DISCOURAGED. RUBBING THE EYES
FOLLOWING PHOTOCOAGULATION MAY DISRUPT BLOOD VESSELS INSIDE THE )
EYES. SNEEZING AND COUGHING SHOULD BE CONTROLLED WITH COUGH SYRUP
OR OTHER MEDICATIONS,

IMMEDIATELY FOLLOWING TREATMENT, PATIENTS SHOULD AVOID ALTITUDES OVER
2500 M (~8000 1.
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ANTERIOR SEGMENT LASER PROCEDURES

USERS SHOULD BE AWARE OF GENERAL LASER WARNINGS, PRECAUTIONS, AND
ADVERSE EVENTS LISTED iN THIS CHAPTER.

INDICATIONS FOR USE

[RIDOTOMY, IRIDECTOMY AND TRABECULOPLASTY IN ANGLE CLOSURE AND OPEN
ANGLE GLAUCOMA. '

CONTRAINDICATIONS

THE FOLLOWING CONDITIONS ARE CONTRAINDICATIONS FOR PERFORMING LASER
TRABECULOPLASTY!:

e  APHAKIC EYE WITH VITREOUS IN THE ANTERIOR CHAMBER
¢ NEOVASCULAR GLAUCOMA
e GLAUCOMA CAUSED BY CONGENITAL ABNORMALITIES OF THE ANGLE

» |LESS THAN ©90° OF OPEN ANGLE OR EXTENSIVE LOW-LYING PERIPHERAL
ANTERIOR SYNECHIAE PRESENT CIRCUMFERENTIALLY AROUND THE ANGLE

e SIGNIFICANT CORNEAL EDEMA OR A DIMINISHED AQUEOUS CLARITY
OBSCURING VISUALIZATION OF THE ANGLE, DETAIL

* GLAUCOMA SECONDARY TO ACTIVE UVEITIS

WARNINGS

INTRAOCULAR PRESSURE SHOULD BE CLOSELY MONITORED FOLLOWING LASER
IRIDOTOMY OR TRABECULOPLASTY.

HEMORRHAGE FROM THE TRABECULAR MESHWORK OCCASIONALLY OCCURS AS
AN OOZE OF BLOOD FROM SCHLEMM'S CANAL TO THE SITE OF LASER IMPACT,
THIS IS EASILY STOPPED BY INCREASING THE PRESSURE ON THE GONIO LENS
ON THE CORNEA OR BY COAGULATING THE BLEEDING SITE BY APPLICATION OF A
LASER BURN.

PUPILLARY DISTORTION MAY BE ENCOUNTERED iF THE IRIS ROOT OR
PERIPHERAL IRIS HAS BEEN TREATED. THIS DISTORTION MAY OR MAY NOT BE
PERMANENT, DEPENDING ON THE SEVERITY OF THE ACCIDENTAL DAMAGE,
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PRECAUTIONS

INTRAOCULAR PRESSURE ELEVATIONS HAVE BEEN REPORTED TO OCCUR IN UP
TO 53% OF EYES WHEN 360° OF THE TRABECULAR MESHWORK HAS BEEN
TREATED WITH 1 OO SPOTS AT THE INITIAL SESSION. INTRAOCULAR PRESSURE
RISES OCCUR MOST FREQUENTLY FROM | TO 2 HOURS FOLLOWING LLASER
TREATMENT, ALTHOUGH THEY MAY OCCUR SEVERAL HOURS AFTERWARD. FOR
THIS REASON IT iS IMPERATIVE TO MONITOR PATIENT INTRAOCULAR PRESSURE
AFTER LASER TREATMENT FOR UP TO 24 HOURS.

PERIPHERAL ANTERIOR SYNECHIAE MAY OCCUR WHEN THE POSTERIOR PORTION

.OF THE TRABECULAR MESHWORK OR OTHER STRUCTURES POSTERIOR TO THE

MESHWORK ARE TREATED. THESE ARE BEST AVOIDED BY METICULOUS DELIVERY
OF A WELL-FOCUSED LASER BEAM.

TRANSIENT CORNEAL EPITHELIAL BURNS HAVE REPORTEDLY BEEN RESOLVED
WITHIN | WEEK WITHOUT SCARRING. ENDOTHELIAL BURNS ARE RARELY
ENCOUNTERED WHEN CAREFUL FOCUSING 1S EMPLOYED.

RARELY, SEVERE IRITIS MAY OCCUR, RELATED TO EITHER AN UNUSUAL PATIENT
RESFONSE OR IMPROPER SPOT LOCATION.

/’%ﬂ-‘%
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WARRANTY INFORMATION

OFTIMEDICA WARRANTS THE PASCAL PHOTOCOAGULATOR TO BE FREE FROM
DEFECTS IN MATERIAL AND WORKMANSHIP, AT THE ORIGINAL PURCHASER'S
LOCATION FOR | 2 MONTHS.

IN ORDER TO COMPLY WITH THIS WARRANTY, ALL INTERNAL ADJUSTMENTS OR
MODIFICATIONS MUST BE MADE BY AN OFTIMEDICA-CERTIFIED FIELD ENGINEER
OR WITH THE EXPRESS PERMISSION OF THE OFTIMEDICA SERVICE
DEPARTMENT. THE WARRANTY DOES NOT APPLY IN THE EVENT OF MISUSE,
NEGLIGENCE OR ACCIDENTAL DAMAGE.

THE uUaBILITY OF QFPTIMEDICA UNDER VALID WARRANTY CLAIMS 1S LIMITED TO
REPAIR OR REPLACEMENT AT OPTIMEDICA'S PLANT OR PURCHASER'S PLACE
OF BUSINESS (OR, IF NOT PRACTICABLE, A REFUND OF THE PURCHASE PRICE,
ALL AT THE OPTION OF OFTIMEDICA).

THERE ARE CERTAIN OTHER LIMITATIONS THAT APPLY TO OPTIMEDICA's
WARRANTY. REFERENCE SHOULD BE MADE TO THE TERMS AND CONDITIONS OF
SALE ATTACHED TO OPTIMEDICA'S INVOICE INCLUDED WITH EACH PRODUCT,

WARRANTY SHIPMENTS, RETURNS, AND ADJUSTMENTS

A WARRANTY CLAIM MUST BE MADE PROMPTLY AND MUST BE RECEIVED DURING
THE APPLICABLE WARRANTY PERIOD BY QPTIMEDICA. IF IT BECOMES
NECESSARY TO RETURN A PRODUCT FOR REPAIR AND/OR ADJUSTMENTS,
AUTHORIZATION FROM OPTIMEDICA MUST BE OBTAINED. INSTRUCTIONS AS TO
HOW AND WHERE PRODUCTS SHOULD BE SHIPPED WILL BE PROVIDED BY
OFTIMEDICA. ANY PRODUCT OR COMPONENT RETURNED FOR EXAMINATION
AND/OR WARRANTY REPAIR SHALL BE SENT INSURED AND PREPAID VIA THE
MEANS OF TRANSPORTATION SPECIFIED BY OPTIMEDICA. SHIPPING CHARGES
FOR ALL PRODUCTS OR COMPONENTS REPLACED OR REPAIRED UNDER
WARRANTY SHALL BE THE SOLE RESPONSIBILITY OF THE PURCHASER. IN ALL
CASES, OPTIMEDICA HAS SOLE RESPONSIBILITY FOR DETERMINING THE CAUSE
AND NATURE OF FAILURE, AND OFTIMEDICA'S DETERMINATION WITH REGARD
THERETO WILL BE FINAL. '
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THE FOREGOING WARRANTY IS EXCLUSIVE AND IN LIEU OF ALL OTHER
WARRANTIES, WHETHER WRITTEN, ORAL, OR IMPLIED, AND SHALL BE THE
PURCHASER'S SOLE REMEDY AND OPTIMEDICA's SOLE LIABILITY ON CONTRACT
OR WARRANTY OR OTHERWISE FOR THE PRODUCT. OPTIMEDICA DISCLAIMS ANY
IMPLIED WARRANTY OR MERCHANTABILITY OR FITNESS FOR A PARTICULAR
PURPOSE. IN NO EVENT SHALL OPTIMEDICA BE LIABLE FOR ANY INCIDENTAL
OR CONSEQUENTIAL DAMAGES ARISING OUT OF OR IN CONNECTION WITH THE
USE OR PERFORMANCE OF THE GOODS DELIVERED HEREUNDER. THE

" ESSENTIAL PURPOSE OF THIS PROVISION IS TO LIMIT OPTIMEDiCA's POTENTIAL

LIABILITY ARISING OUT OF THIS SALE.

DECONTAMINATION OF RETURNED EQUIPMENT

To COMPLY WITH UNITED STATES POSTAL AND TRANSPORTATION LAW,
EQUIPMENT SHIPPED TO OPTIMEDICA CORP. FOR REPAIR OR RETURN MUST
BE PROPERLY DECONTAMINATED WITH A CHEMICAL GERMICIDE THAT IS
COMMERCIALLY AVAILABLE AND CLEARED FOR SALE AS A HOSPITAL
DISINFECTANT. TO ENSURE THAT ALL EQUIPMENT HAS BEEN PRCPERLY
DECONTAMINATED, A SIGNED DECONTAMINATION CERTIFICATE (PROVIDED IN THIS
SECTION)} MUST BE ENCLOSED iN THE PACKAGE.

IF EQUIPMENT IS RECEIVED WITHOUT A DECONTAMINATION CERTIFICATE,
OFTIMEDICA WILL ASSUME THE PRODUCT IS CONTAMINATED AND Willk ASSESS
THE CUSTOMER WITH DECONTAMINATION COSTS.

ANY INQUIRIES SHOULD BE DIRECTED TO THE OPFTIMEDICA SERVICE
DEPARTMENT. THESE INCLUDE SERVICE OF A DEVICE, ASSISTANCE WITH
TROUBLESHOOTING THE DEVICE, AND ORDERING ACCESSORIES.

SERVICE INFORMATION

OPTIMEDICA CORPORATION

31 30 CORONADO DRIVE

SANTA CLARA, CALIFORNIA ©5054
USA

PHONE: + | (408) 850-8600
Fax: +1 (408) 850-8595
SERVICE(@OPTIMEDICA.COM
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. DECONTAMINATION CERTIFICATION

UNDER THE PROVISIONS OF POSTAL Law, TITLE |8, UNITED STATES CODE,
SECTION [716, AND DEPARTMENT OF TRANSPORTATION REGULATIONS
CONTAINED IN CFR 49, PaRT |73.386 AND |73.387, “ETIOLOGIC
AGENTS, DIAGNOSTIC  SPECIMENS  AND  BIOLOGICAL.  PRODUCTS...ARE
NONMAILABLE,..”

THE UNDERSIGNED THEREFORE CERTIFIES THAT THE QOFTIMEDICA EQUIPMENT
BEING RETURNED HEREIN BY

INDIVIDUAL / INSTITUTION CiTY, STATE/PROVINGE, COUNTRY

HAS UNDERGONE DECONTAMINATION WITH A COMMERCIALLY AVAILABLE
GERMICIDE CLEARED FOR USE AS A HOSPITAL DISINFECTANT AND IS CLEAN AND
FREE FROM BIOHAZARDS, INCLUDING — BUT NOT LIMITED — HUMAN OR ANIMAL
BLOOD, TISSUE, OR TISSUE FLUIDS, OR COMPONENTS THEREOF,

THE UNDERSIGNED ALSO AGREES TO REIMBURSE OPTIMEDICA FOR ANY COSTS
INCURRED IN DECONTAMINATING THE ENCLOSED EQUIPMENT, IN THE EVENT SAID
ITEM IS RECEIVED BY QFTIMEDICA IN A CONTAMINATED CONDITION.
K
' ®
MODEL: PASCAL™ PHOTOCOAGULATOR

SERIAL NUMBER:

OFTIMEDICA
RMA NUMBER;

PosITION/TITLE :

NAME (PRINTED):

SIGNATURE:

DATE(MM/DD/YY}:
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END OF LIFE DISPOSAL — ENVIRONMENTAL INFORMATION

THERE ARE NO DISPQSABLE OR WASTE PRODUCTS USED
\ WITH THE PASCAL SYSTEM. THE PASCAL MUST BE DISPOSED .
OF ACCORDING TQ LOCAL LAWS AND HOSPITAL PRACTICES,
THIS PRODUCT IS CONSIDERED ELECTRONIC EQUIPMENT
/ AND MUST NOT BE DISPOSED OF AS UNSORTED MUNICIPAL

WASTE AND MUST BE COLLECTED SEPARATELY. PLEASE
CONTACT . THE MANUFACTURER OR OTHER AUTHORIZED

WEEE ANNEX IV Symbol - 1, s s AL COMPANY TO DECOMMISSION YOUR EQUIPMENT.

s
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