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O SAFETY

o General Safety Precautions

+ Only persons fully trained and certified by Abbott may operate the STAR S4
IR® System.

+ This laser can cause injury if used improperly. It is a source of intense
ultraviolet radiation and high voltages, and is a potential source of toxic gases.

+ Observe all posted danger and warning labels regarding specific hazard. If an
emergency situation arises, push the Laser Stop Button located on the Doctor’s
Control Panel. This will shut down the system.

Laser Stop Button

Laser Stop Button

 Never operate the laser in the presence of flammable anesthetics or other
volatile substances, such as alcohol.

% WARNING: The effects of electromagnetic emissions from the
excimer laser system on other devices, such as cardiac pacemakers or
implanted defibrillators, are unknown. Operation of the laser in
proximity to such devices is not recommended.

e Odors and Fumes

+ Any aromatic substance can interfere with the function of the laser. Physicians,
staff, and patients should refrain from wearing perfume or cologne while in the
laser suite. No air freshener spray cleaning products, or other aromatic
substances should be used in the room.

e Optical Safety

+ The STAR S4 IR® System contains a Class IV laser with an output at 193nm,
which is potentially hazardous to the skin and the surface layers of the cornea.
The area of potential hazard (nominal hazard zone) for production of a
photochemical keratitis is closer than 40 cm to the primary beam. Personnel
who will be within 40 cm of the laser beam should wear the safety glasses. All
healthcare personnel should avoid direct exposure to skin or eye by the primary
laser beam.
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Q Electrical Safety

+ The laser should always be plugged in so that gas alarms will function even
when the laser is not in use.

 Never operate the laser system with any panels opened or removed. Doing so
may expose the user or others in the room to high voltage or stray laser
radiation.

 Never try to defeat safety interlocks, such as those on the laser head and panel
doors.

+ Any service requiring access to the interior of the laser system should be
performed only by Abbott-trained service personnel.

e Gas Cylinder Safety

+ Premix cylinder: Contains Fluorine, Argon, Helium and Neon. Premix contains
the active laser medium and is required to produce the 193 nm wavelength
light.

» Fluorine is a highly toxic gas. It has a sharp, penetrating odor that causes
irritation to the nose, eyes, and throat at extremely low concentrations. It
is nonflammable, but is a powerful oxidizing agent and should be handled
with caution. Fluorine comprises less than 1% of the total premix cylinder.
If there is a leak, you will smell fluorine before it reaches toxic levels.

» Argon, Helium and Neon are inert, nontoxic gases, with no color, odor, or
taste.

+ Helium Cylinder. Helium is used to flush the laser chamber during gas fills and
is added to the chamber to regulate laser output.

+ Obtain Material Safety Data Sheets (MSDS) from gas vendors and post in
location easily accessible to personnel.

+ Occupational Safety and Health Administration (OSHA) or other applicable
regulatory agencies may require safety equipment for the handling of gas or gas
cylinders.

o Gas Monitor

'A two-level gas monitor installed in system continuously monitors for fluorine.
It will sound an alarm, as well as send a message to computer control station, if
one part-per-million or more of fluorine is detected.

o Evacuation Fan/Room Purifier
+ As a precaution, an emergency evacuation fan or a fluorine-absorbing room
purifier must be installed in the laser room. This fan or purifier can be used to
evacuate or clean the room air in the event of fluorine gas discharge.

o Gas Leak
 Abbott recommends the customer develop written safety or emergency
procedures. In some cases law may require such procedures.
+ Post this procedure where visible to anyone working around laser system.
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+ Before Treatment
> A low-level gas leak (one part-per-million) will display a yellow warning.
As a result, scrubber action is increased. Treatment may continue, but leak
should be fixed at treatment completion.
> A high-level leak (seven parts-per-million) will display a red warning. It
will prevent system operation and cause the system’s on-board alarm to
sound.
+ During Treatment
> Both low- and high-level leaks will display a yellow warning; however, no
alarm will engage. This condition will warrant attention upon treatment
completion.

0 HARDWARE

% For detailed information please refer the STAR S4 IR® System Operator’s
Manual, under the chapter titled Using System Components.

o Laser System Control Panels

+ Front Control Panel- The front control panel, located to the right of the keyboard and
computer, contains the:

System Start Button

System Power Key

System Reset Button

Alarm Reset Button. Powers off audio fluorine alarm after fluorine has been
detected. Also powers off mains power lost audio alarm if initiated.

YV VYV

Laser System Control Panel

Front Control Panel

Laser Stop Button

° Doctor’s Panel
» Laser Stop button
> Suction button
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Doctor’s Keypad

IBuminatfion Position/Focus llumination lllumination

Aign Reficks Reticls Ring Oblique
RotTrack
-

o Doctor’s Keypad

+ The Doctor’'s Keypad controls the patient alignment fiducial, Iris Registration
System, ActiveTrak System, Reticle and the ring and oblique illumination.

o Patient Alignment Fiducial

Fiducial button Fiducial Line

Fiducial Line

+ When the patient is seated in the
patient chair, a laser line projector
reflects on the patient’s faceasayY
axis alignment reference mark
(fiducial) to align the head
perpendicular to the system.

o Iris Registration System

=

Fot button

+ The iris registration system is used to compensate for cyclorotation and shift of
the pupil centroid that occur when a patient is positioned under the laser.

e ActiveTrak Eye Tracking System

Track button

+ The ActiveTrak System directs the laser beam to follow the patient’s eye
movements during the surgery.
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° RetiC|e Reticle
. Outer Ring =9 mm
Reticle button Middle Ring=6 mm
Inner Ring =4 mm

+ The reticle is used to position the
patient to the laser beam for precise
surgical alignment. It must be on and
visible throughout the laser treatment.

e Operative lllumination
There are two types of operative illumination on the STAR S4 IR® System.
Ring Illumination

@ Ring lllumination

Ring button

Operative Illumination

+ Fiber-optic ring illumination is
used during epithelial removal.

Oblique Hlumination

@ Oblique lllumination

Oblique button

+ The halogen oblique lamps increase pupil visibility and illuminate the operative eye
during the stromal ablation process. Only two of the three bulbs are illuminated at any
one time (all three bulbs are illuminated by selecting Third Oblique Light On in
Preferences).

+ Adjust the operative illumination to keep operative pupil diameter as close as possible
to preoperative pupil diameter (between 5 and 7 .5 mm). For patient comfort and to
prevent drying out of the cornea, use the lowest level of illumination possible during
the patient treatment.
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o Joystick

+ The joystick located in the center of the Doctor’'s Keypad. The joystick adjusts the
position of the patient chair
under the laser delivery area.

Joystick

e STAR S4 IR® System Operating Microscope

+ Patient surgical procedures should be performed at 16x magnification, or 1.6 on
the microscope dial. Ocular adjustment for the STAR S4 IR® System
Microscope

+ Before using the system, each surgeon must adjust the microscope oculars to
compensate for their ametropia. This must be done to assure proper focus
during surgery.

+ Each surgeon must perform the following steps before treating patients:

» Set the microscope magnification to 16x
(the microscope dial may read 16 or 1.6, _
depending on the system microscope Aspirator
model). Adjust the reticle illumination
so that the reticle is clearly visible.

» Turn off the oblique and ring
illumination. Adjust the oculars one eye ik
at a time by starting at highest plusand |
reducing until the reticle is first seen in ‘EW—V-M—

sharp focus. Both the central vertical
and central horizontal lines of the
reticle should appear sharp.

e Aspirator \

The aspirator is designed to prevent any Aspirator
of the products of ablation from
contaminating the surgical suite.
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° Patient Chair

+ Located at the top and sides of the chair headrest, the OD/0S buttons and the
Y-center button can be used to move the chair in a continuous motion. A pillow
evacuation button is located to the left of the chair headrest.

Patient Chair

Waouum Pllow

Supparts e
3 Flacsmert

Fatant's Neok

Q SYSTEM START-UP AND CALIBRATION

¢ For detailed information, please refer to the STAR S4 IR® System
Operator’s Manual under the chapter Calibrating the System.

e  Open premix and helium cylinder valves

o Turn System Power Key clockwise to ON position. Press the green System Start
Button.

e Allow 10 minute warm-up and Self-Test (Verify Illlumination, Calibration
Platform, Footswitch, Aspirator Nozzle, Card Reader)

System Self Test Calibration Platform Test
| Syetam Self Tast | Calibration Platform Test
video boars: [IGKININ Move platform right and lock.

AdweTrak ORI
0 board: IS
Promi ol IETPSEOR I
Hekum oo TSORTSEORI =
RAM battery. ORI i
Florino o K]

Tsnination: [ETSEHAGIII Platform Right : -
Dustcovers: ORI
Mx: T T — Platform Left : 0K
T —]
Calplatiom. [RGEEEEyEI— Esotwitch it
Aspirator Nozzle : ---
. - —— Card Reader : OK |
verhfo | Test 'S‘éill:ct-:mnl ' Done !
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+ At system startup, the Self-Test screen appears. The screen displays the status of
various system components as the self-test proceeds. The system communicates
status using color codes and short messages.

» Green indicates ready.

» Yellow indicates a warning, but allows operation.
» Light blue indicates a testing sequence that may require operator action.
» Red prevents operation.

Fluence Calibration

o Perform Fluence Calibration.

+ Fluence calibration adjusts the laser Setting Fluence to 160 mJiem?
energy to maintain a constant T p————
delivered fluence of 160 mJ/cm=. Masurlng tivence sith sargekuef

+ The system performs fluence calibration: fi"aﬁﬁieueu:_ .

> At system start-up. ;;%nggfsg;r_-;m;‘égn

» Before each patient treatment Genplated: B2:B4:55pa
procedure (with the exception of e :
fellow eyes.)

> Any time the operator selects SET Pressure: 2619 mbar
FLUENCE on the LENS Est'd time remaining:
CALIBRATION screen. [ 0% ]

+ To set fluence following Self-Test: —
> Select OK when the message READY to set | pont | [ pow |

laser fluence? (Laser will fire
automatically.)

» Select CANCEL if you wish to postpone the
fluence test.

o Gas Fill Options
- If the fluence test fails, the system will automatically perform a gas adjustment
or require the operator to perform one depending on whether GAS BOOST
DIALOG is checked active in the Service Preferences window.
+ Gas Adjustment Options:
» Boost — Performs a partial laser cavity flush and refills the laser cavity
with new premix gas.
» Refill — Performs a total laser cavity gas flush and completely refills the
laser cavity with a new premix gas.
» Repeat — Performs another fluence calibration. The default is one repeat;
but this can be modified.
» Cancel — Cancels fluence calibration procedure.
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Gas Adjustment Options

Fluence-Set Gas Advisor

Auto-Test Results

lﬁﬂ st | [ o |mB
Fluence: 176 mJd/cm? 2

Transmission: 28 % [17e8 | mB
Ave. Energy (P'lok): 178 mJ purges

Control Voltage: 30.2 kV

Ave. Energy [26kV]: 143 mJ

Recommended: BOOST

Energy Target: 160 mJ -
Gas Fill Usage: 21 % m

o Lens Calibration
+ Abbott recommends using the Topcon LM-8 lensometer or the Nikon OL-7S
lensometer for calibration.
+ You must perform lens calibrations (test ablations) once every 24 hours to test

the overall system integrity.
+ The calibration procedure includes the following:

VVVVVVY

Myopic Sphere

Cylinder

Flat/Block

Flat

Hyperopic Sphere

ActiveTrak System/beam centering
Verification of patient fixation LED alignment

+ The calibrations must be performed in sequence.

+ Abbott recommends performing the myopic spherical
calibration after every third ocular treatment to
ensure that system energy levels are correct.

o Lens Reading Screen
+ Myopic Sphere Calibration

1.

2.

3.

o s
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a.

Select the MYOPIC SPHERE from the Lens
Calibration screen.

Swing the calibration platform into place (down
position) beneath the laser aperture.

Align the calibration card on the platform face
up, with the card edge along the lip of the
calibration platform.

Fire the laser by depressing the laser footswitch.
Examine the test ablation with an optical

Lens Calibration

Lens Calhranon

—— Remamng Eneray
| 300 Pulses m.
33 Secoids men

Calibration Cactor
| 400 |

Abdation ype
T IWYOpC SPners Fianding

1003 ~ Cinder Fending
™ FalBlock Fnhg
Crat Frendng
 Hypotopiz Sphana. Fonding
i ;I:‘Hrﬁn-rm Fanding

Face plastic on calibration tabls.
Aigginwdiibe e i relichs. Press
fontswiteh f Ablate fast circla

Set Fluanca Dione

Ablation Inspection

| | | [ - .
W)/

measure <0.80 mm

B

\Inner diameter shoul

comparator.

Inspect the ablation for small flaws and artifacts, which are evidence of

optical degradation.
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b. If the test ablation does not pass visual inspection, contact Abbott
customer support. Measure the smallest ablation area (inner diameter).
Confirm that the smallest ablation area is < 0.80 mm.

6. Measure the power of the myopic
spherical lens. Calibration Reading

a. Set the diopter screen to -4.00 D.
This is the target spherical lens
power.

7. Take alens reading, note the reading, |T°°|
then turn the target rotation handle to
90° and take another reading.

a. If the readings differ by <0.25D., OK
average the two readings for the final
result.

b. If the readings differ by > 0.25 D., contact Abbott customer support.

c. Enter the results in the LENS READING screen, and then select OK.

If the lens power differs from the target by more than £ 0.25 D, you must
repeat the myopic spherical calibration from the beginning.

Enter lensometer reading:—

e Calibration Factor
+ The system determines the calibration factor during the myopic spherical
portion of lens calibration. The calibration factor adjusts for minor variations in
laser energy and optics transmission.
 For normal systems, calibration factor should be between 0.9 and 1.1. If the
calibration factor falls outside this range, contact customer support.

o Cylinder Calibration
+ The cylinder lens calibration verifies the mechanical integrity of the slit.
+ The target lens power is -4.00 cylinder and O (zero) D sphere.
+ To create a cylindrical test lens:
1. From the lens calibration screen select CYLINDER.
2. Position the card so that the laser will fire on an unused area.
3. Fire the laser. Release the footswitch when finished.
4. Follow the lensometer procedure.
5. To measure the spherical power of the cylindrical lens:
a. Set the diopter screen to -4.00 D.
b. Line up the narrow green mires with the axis of the cylinder by turning
the target rotation handle until the mires are continuous.
c. Turn the diopter measuring knob until the broad green mires show the
least amount of blur and note the reading in the diopter screen.
d. Set the diopter screen to 0.00 D and repeat the procedure for the narrow
green mires. Note the reading in the diopter screen.
6. The difference between the two readings is the lens power.
a. If the readings are not different, contact an Abbott customer service
representative.
b. Enter the results in the LENS READING screen, then select OK.

12| Page



STAR S4 IR® Excimer Laser Training Guide — PP2016RF0191

° Flat Calibration

+ Flat calibration verifies the homogeneity of the beam by creating a test lens with
no optical power. The procedure for the STAR S4 IR® System requires cutting
two lenses: one with the extension block in place, and one without the extension
block in place. The first lens is cut with the extension block.

1. Select FLAT/BLOCK from the LENS CALIBRATION Screen.

2. Place the calibration platform extension block on the platform.

3. Place the calibration card on the extension block.

4. Position the card so that the laser does not fire over the top of previous
ablations.

5. Fire the laser until done.

6. Measure the lens with an optical comparator. Confirm that the diameter is

5.9+ 0.1 mm.
7. Test the lens with the sphericity tester:
Place the calibration card onto the front of the sphericity tester.
IHluminate the ablations by pressing the button on top of the viewfinder.
c. Horizontal lines of the sphericity tester should appear straight through
the ablated areas on calibration card. If excessive bending or bowing of
lines occurs, contact Abbott customer service.

oo

Sphericity Test

=— —

Excessive Bending OK

8. Do not read the lens power of the first flat lens.
9. Enter the measured diameter into the diameter entry screen, select OK.
10. Cut the second flat lens.

a. Remove the calibration platform extension block and place the
calibration card on the platform. Position the card so that the laser does
not fire over the top of previous ablations.

b. Select FLAT.

c. Fire the laser until done.

11. Read the lens power in the lensometer.

a. Place the 4.0 mm lens table (aperture adapter) inside the 5.0 mm lens
table.

b. Follow the instructions for reading the spherical lens.

c. Ifthe lens reading is <-0.50 D or >+0.25 D, call Abbott customer service.

12. Enter the lens power in the Lens Reading screen, select OK.
13. Remove the 4.0 mm lens table (aperture adapter).
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o Hyperopic Sphere Calibration

1

5.

Select HYPEROPIC SPHERE.

2. Position calibration card on platform.
3.
4. Read the test lens with the lensometer following the instructions for

Fire the laser.

myopic spherical calibration. The target lensometer reading is +2.0 D.
Enter the value in the LENS READING screen, select OK.

e ActiveTrak Calibration and Beam Centering
+ The ActiveTrak calibration aligns the treatment center as defined by the
ActiveTrak System in relation with the laser pulse. Beam centering, done in
conjunction with the ActiveTrak calibration, aligns the reticle in relation with
the laser pulse. This test ablation needs to be done as a part of daily calibration
procedures.

1.

14| Page

Place the calibration card on the calibration platform using the clips on the
platform to hold the card stationary. The clips must be used to ensure that
the card remains stationary during and after the ablation.

Center the calibration card so the reticle is centered on the white portion
of the card.

Calibration Card Placement /

L —

Select CENTERING and fully depress the laser footswitch. The laser fires
about 300 pulses.

Release the laser footswitch after all pulses have fired. Do not move the
plastic after the ablation is finished.

Turn on the ActiveTrak System by pressing the TRACK button on the
Doctor’s Keypad. Observe the outside diameter of the marked circle
relative to the 6.00 mm circle and the x and y coordinates of the reticle
while looking through both oculars of the STAR S4 IR® System operating
microscope.

If the reticle is not centered over the ablated circle, adjust the reticle
position using the alignment knobs located to the rear of the system arm.
After adjusting the reticle, perform the entire procedure again.

If the ActiveTrak System is within calibration specifications, the
indicator message in the lower area of the computer screen will be green or

yellow. If it is green, proceed to patient surgical procedures. If it is yellow,
schedule a service call after completing patient surgical procedures.
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9. Ifthe ActiveTrak System is not within calibration specifications, an
interlock indicator message will appear in the lower area of the computer
screen.

10. Leave the calibration card on the calibration platform and perform the
verification procedure for the Patient Fixation LED.

+ When all lens calibration procedures have been successfully completed, select
DONE. The Main Menu screen appears. You are now ready to verify the
alignment of the Patient Fixation LED.

o Verifying Alignment of Patient Fixation LED to Laser Beam
+ To verify that the Patient Fixation LED is properly aligned, perform the
following procedure daily:

1. Lower the room lights and the ring lights. Turn off the oblique lights.

2. Verify that the Patient Fixation LED is aligned to the test ablation area by
observing the light from the Fixation LED as it illuminates the ablated area
on the calibration card. (Do not observe through the microscope.) It
should surround the test ablation area completely. If it is not aligned
properly or is not visible, call the Abbott Customer Response Center.

Acceptable Alignment of Patient Fixation LED

(= [

= |

bgrymvort: Sonal No.

Test Ablation
\"

Patient Fixation LED 255%

Unacceptable Alignment of Patient Fixation LED

b asr Ao 00 304 IS

e

"f
[ = |

= )

AT Sonal Mo

Test Ablation \

=
Patient Fixation LED w

ferder fe mmm}
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O SOFTWARE
¢ For detailed descriptions, refer to the STAR S4 IR® System Operator’s
Manual, under the chapter titled Entering Treatment Data and Printing
Reports, under the Treatment Preferences Screen section.
Main Menu

lestEue, TEO2k
TestEye, TE®R3
TestEve, TED22
TestEye, TEG21
Test, Eye

o Treatment Preferences Screen
+ Default settings for some software fields are entered in the preferences screen.
Some defaults can be overwritten.
+ Access the TREATMENT PREFERENCES screen from the MAIN MENU.
Review the contents of the Treatment Preferences screen before surgery every
day.

Treatment Preferences Defaults

Liestncat | Factty | windom | Seerece |

Treatment Preference Delaults
Treatment Type Epithelial Removal

LASIK ©  SutfacePRK = sphere: | 0.00 o
Flap Hinge Location Margin: 'ﬁEm
=d
foo E| PTK depth mode
LASIK Adjustments Microns = Pubies ©

= Sphere Power: i_n?@x Laser Firing
Cylinder Power. J—°E* Pulse Bate: mEH:
s pewadic | ofx ispanse: | 03] sec

Treatment Defauhts Vacuum
Vm&uﬂsme:llz-“am Pillow Delay: DEm

Fluence Set: [Patient = Aspirator On: 0['53:«
Surgeon: Lighting
I =] A I~ Third Oblique Light On

[ ox | comce | aopy |
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e Saving and Retrieving Patient Information

Tool Bar Interface

DEX B 08T

Button Function

Creates new patient file

Opens selected patient file

Deletes selected patient file

Refreshes the patient list

Rescans the patient files in the
selected folder

Copies selected patient file(s) to
folder on the hard disk, floppy disk,
or USB flash drive

Allows you to move patient files to
different/new folder, floppy disk, or
USB flash drive

@ X O

Changes selected patient folder

Select this icon and follow the on-
screen instructions to safely remove
the USB flash drive from the USB
port

W

'+ Retrieving Patient Files
To retrieve a patient file:

» Highlight and double-click on the patient name in the MAIN MENU
screen.

» Alternatively, highlight the patient name and click on the Open Patient
File icon.

» After confirming the patient’s name in the Confirm Patient box, the
PATIENT MANAGER screen will appear with the PATIENT
INFORMATION screen selected.
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+ Retrieving Files from a Different Folder

Select Patient Folder Screen = A

L..[] poata
L33 Es\PDATAN=

Selectl Exit Hew Delete

+ To change the folder:
» Click on the Change Folder icon.
» The Change Current Folder box will appear (Figure 9-3).
» Select the appropriate folder, double-click on it or select OK, and the
patient files in that folder will appear in the MAIN MENU screen.

e Copying Patient Files to USB Flash Drives
To save patient file(s) on a USB flash drive:

» Insert an AMO USB flash drive in the USB drive slot.

» Highlight the patient name(s) in the MAIN MENU screen.

» Select the Copy To Folder icon. The Change Current Folder box
will appear.

» Select the appropriate drive letter, such as E:\pdata\, double-click on it
or select OK, and the patient files in that folder will be saved to the USB
flash drive. In some cases, the flash drive letter will not be E:\.

e Ejecting the USB Flash Drive from the STAR S4 IR® System
« Always follow the instructions below before removing the USB flash
drive. Data may be lost or damaged if you attempt to remove it too soon.
» Click your left mouse button on the USB icon on the toolbar.

» The SAFE TO REMOVE screen will appear. Select the OK button and
then remove the USB flash drive from the drive slot on the laser.

Safe to Remove

. It iz now salte to remove the USB
flazh drive.
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e Entering Treatment Data
+ CustomVue or Advanced CustomVue Procedure Treatments
% For detailed information regarding CustomVue or Advanced
CustomVue Procedure treatments, refer to the STAR S4 IR® System
Operator’s Manual, under the chapter titled CustomVue or Advanced
CustomVue Procedure treatments.

+ The WaveScan WaveFront® System and the iDESIGN® Advanced
WaveScan Studio System includes software to calculate the desired laser
vision correction treatment from the patient’s WavePrint data.

+ CustomVue or Advanced CustomVue Procedure treatment data, is loaded
onto the STAR S4 IR® System using the USB flash drive. CustomVue or
Advanced CustomVue Procedure data without the Aberrometer image can
be loaded using either a floppy disk or a USB flash drive.

. Performing the Patient Treatment

 Insert the USB flash drive into the USB flash drive load slot on the STAR S4
IR® System. On the MAIN MENU screen, select the USB flash drive (E:\).

Tool Bar Interface

WaveScan WaveFront® System Treatment

+ WIRX BIAN %4 ol =]
Jestfue, TEGRD 2% 05 /84 |
TestEye, TEG23 @3 05 10/28/88 tast [ Semih ot ity 2000
Testve, 1E021 @1 0% 1osznsen
Yest. Eve T — XY finst- [ Eome we: [0z DomoNGN9Ts Cardp: 2 [Select Treumen |
Test, Eye 21 ) 18/29/ 84
Test, Eye 02z o0 10/29/ 80
Test, Eye 23 o 10729/ 84 Pttt | Pemotyen | Botsmtors | 0o Puaes
Test, Eye @ o0 18/29/ 84 wl 1 [oroem | o |
test, TE133 00 05 10710784 _|
gt aee TEi® 00 05 1eriores CUSTON WAVEPRINT TREATMENT Exam Date: 01-Dec-200 121215
test, eye TE13d 0o 0 1819704 H E
test, eye TE13e 00 05 18/20/0% il
test, eye TE13F 0D 05 10/26/84 Ds DC Q.00
test. eve TE13a 00 05 10/20/84 -3.00 B mﬁ iy 60 ] @ hizgg
test, eye TE13n 0D 05 18/26/84
test, ey TE13d 0D 0S5 #9137 T
test, eye TE13] 0D 05 89/13/84 TR - i
test, eye TEII 0D OS E9/13/84 =0% 05 -050 DC Sunface PRX T Las &
S SR g e i -
est, eye
tost, -3- TE13n 0D 05 89/13/8h Tresimert Dimermiom.
test, eye TE130 00 05 89/13/8h ; "
test, eye TE13p 0D 05 09/13/0% | OpticilZone: G0 x 42mm  Abletion Zome: 8.2 mm
test, eye TE13q 0D 05 18/11/84
test, eye TE13r 0D 05 09/13/04 | e g
test. eve TE13s 00 05 09/13/en = Ki: 4550 K2 6150 K2k SF
datal - -
Ih—" = <= — "J Rl - —_— - e
DX R3®:a0s Max pulse rate. 00 Hz rcm“m
L - - o - - -
Preferences... Lens Colibration... Ties I ear I Summary | Brint: I Chre I
Laser Gas... | Shuidown / Self Jest... I 1V I

o Procedure

1. Select the appropriate patient’s name on the MAIN MENU screen.

2. The CustomVue treatment calculated on the WaveScan System or
Advanced CustomVue Procedure treatment calculated on the
iIDESIGN® System will appear. The treatment parameters cannot be
changed on this screen.

3. Verify the Flap Hinge Location on the OPS PARAMS screen is set as

desired.

Prepare the patient for the laser refractive treatment.

Review the information on the STAR S4 IR® System computer screen to
ensure that it is correct.

ok
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6. After verifying that this is the appropriate treatment, select TREAT to
perform the patient treatment.

o Iris Registration

+ The iris registration system is used to align the treatment as measured and
calculated by the aberrometer to the axis of the patient’s eye under the laser. It
Is used in conjunction with the eye tracking system. The ActiveTrak System
must be on and tracking to perform the iris registration. In addition, the iris
registration system verifies that the aberrometer image selected for treatment is
correct.

+ To activate the iris registration system:

> If the iris registration system is not already on, turn it on by pressing the
Rotation (Rot) button on the Doctor’s Keypad. The ActiveTrak System
must be on to perform iris registration. Turn it on by pressing the Track
button on the Doctor’s Keypad. If the iris registration is turned on first, iris
registration will automatically start once the ActiveTrak System is
turned on and the pupil is found. The iris registration system can be left on
allowing the user to enable or disable both systems using the Track button
alone. Iris registration can be re-initiated at any time during the treatment
by turning iris registration off and back on using the Rotation (Rot)
button.

» A dialog box will appear on the computer screen with the messages “Iris
Registration started, please wait . . . Capturing STAR S4 IR Image . ..
Verifying STAR S4 IR Image . . . Performing Iris Registration
Calculations . ..”

» The captured eye image will appear with markers showing the degree of
cyclotorsion between the Aberrometer measurement and the STAR S4
IR® System measurement. The dialog box message changes to “Eye
Image: VERIFIED. Note: Independently confirm patient ID and eye.
The degree of rotation, the pupil diameter measurement, and the
adjustment to the position of the treatment center will be shown.
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» These measurements are used to rotate the angle of the CustomVue or
Advanced CustomVue Procedure treatment to precisely align the
treatment to the current position of the eye.

» The dialog box will add the message “Treatment Registered to
aberrometer eye image. Press footswitch to start treatment.”

> Fully depress the laser footswitch to begin the treatment. This will
automatically restore the live microscope camera image.

o Refractive Treatments
% For detailed information refer to the STAR S4 IR® System Operator’s
Manual, under the chapter titled Refractive Treatments.
+ Patient data can be stored on the computer’s hard drive, floppy disk drive, or
USB drive. To save the new patient data to the desired location, select that
location on the MAIN MENU screen before clicking the NEW PATIENT FILE

icon.
Patient Info Screen
[ wmrsmnse R
Last: | Thomason iD; [ 3980 % August 2002
First: | Henry Eye: IOD ot DOB 05 Jun 1976  Card PN-70  Select Treatment

Patieot Info | Procp Exom | 0o P | Notes |

of e [06705/1376 Sex: [\ale -

M/D /Y

Address: | 123 First Avenue
Any City, NY 13579

Referral: I Or, Smith

. PATIENT INFO SCREEN
 Enter Mandatory Data: First and last name, ID (alpha, numeric or
combination), and Eye (OS or OD). Enter optional demographic data.

. PRE-OP EXAM SCREEN
+ The system compares the manifest information entered on the PRE-OP screen
to the treatment data and notifies the user if the two sets of data differ
significantly. Enter values for manifest, cycloplegic, auto, autocycloplegic, and
wavefront refractions and keratometer readings.
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Op Params Screen
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o OP PARAMS SCREEN

+ The OPERATING PARAMETERS screen allows the surgeon to override some of
the Preferences settings from within the Patient Manager.

. NOTES SCREEN
+ Record medical history, comments, observations, and recommendations.
° TREATMENT OPTIONS

+ Pressing the SELECT TREATMENT button displays a pull-down menu with
treatment choices.

> Epithelium removal

» PTKcircle and slit

» The Custom-CAP Method
» Refractive

Select Treatment Button

17 June 2004

Card PN-72  5Select Treatment
Epithelial

PTE | Cuskom-CAP

Refractive

Clear Card B

djustments

Sphere Power: I 0 %
Cylinder Power: | 0 EI %
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o EPITHELIAL REMOVAL

+ Epithelial screen can be programmed for Laser+Scrape PRK or Trans-epithelial
PRK.
% For detailed information refer to the STAR S4 IR® System Operator’s
Manual, under the chapter titled Epithelial Removal.

Epithelial Removal Screen

panirio | Pecpezan | Coahelial | op Pacn | nas: |
Epithalial Ablation NO APA
Plano portion: ! 35 E m [ Perform First
pe : C Plano
Spherical portion: |-1_25 ED ¢ Sphere
Allowed Sphere:  -4.00 D ¥ Aute Diameter
Diameter: 6.5 mm Margin: Io .5 E mm
rResults
Pulse rate: 9.1 Hz  Treatment Depth: 56 pym Pulses: 234
Refractive Screen
Last: | 10 | 938203 29 July 2007
I'irst:l Eye: |OD 'I DOB:09/ 221976  Card PN: 12 Select Treatment |
Pusrd|rde | Frocp Eqses | Redractive | Qe Pwwms | pioes |
Refractive Treatment MYOPIA WITH ASTIGMATISM With APA
X os IEE o < EEE- © 53
Myopic diameters Hyperopic diameiers
Blend Zone [ Larger Zones -
Ablation: 6.0 mm  Correcton: 6.0 mm Ablation: |9 .0 En:m Correction |5.0 Enln:
Surface PRE © LASIK & Apply adjustments Sph: -5% Cyl: -5%
Keranometer Offsers
KI: 4350 K20 4350 K2 Axis: W00 mem Y400 mm T Apply
- Results
Pulse rate: 9,1 Hz Treatment Depth: 28 ym Pulses: 120
Treat Done | Summary | Print | Close I
. ]

o PROCEDURE

Select REFRACTIVE from the treatment list.
Set the desired correction.

Specify treatment type (LASIK or Surface PRK).
Select Blend Zone box only if appropriate.
Select Larger Zones box only if appropriate.
Press the TREAT button.

ogkswN e
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Q ENVIRONMENTAL CONDITIONS

% For detailed information please refer to the STAR S4 IR® System
Operator’s Manual, under the chapter titled Installation and Site
Preparation.

e Temperature and humidity
+ Control and stability of environmental conditions are critically important.
+ For optimal CustomVue or Advanced CustomVue Procedure treatment
results, Abbott recommends adhering to the environmental conditions
maintained in the FDA clinical trials:
» Temperature —68°-72° F
> Relative humidity — 40% - 45%
+ Environmental conditions in the laser suite should be within the following
broader ranges required for laser functioning:
» Temperature —60°-80° F
» Relative humidity — 35%-65% (non-condensation)

Q SYSTEM SHUTDOWN

» On the Main Menu screen, select Shutdown. The Self-Test screen will
appear.

» Select Shutdown on the Self-Test screen and wait until the message “It is
now safe to turn off your computer” appears on the computer screen.

» Turn the System Power Key counterclockwise to OFF position. (The key
can be removed only in the OFF position.)

» Close valves on both gas cylinders.

Q0 MAINTENANCE

e Checking Cylinder Pressure System Self Test
+ The STAR S4 IR® Excimer Laser monitors :
cylinder gas pressure and reports remaining | Som Sof Teut |
gas pressure as a percentage of a full cylinder [ ,
for both premix and helium cylinders. These R =
values can be viewed on the SELF-TEST 0 boerd =
screen and the screens displayed during a gas Helum botle: [ESEEERORI
cylinder change. FESP:‘E’Z.‘::’:“ [ ———
+ The gas status panels in the SELF-TEST Aeprator ITESIRGRE
screen are color-coded to alert the operator urninetion: ETSENO
when cylinders must be replaced: R
» Green: Cylinder is full or partially Laser N
depleted within a certain percentage. e
» Yellow: Cylinder pressure is below 500
psi. A warning message is displayed. [y | Test | |'Sm.-cfc,m|
System is still operational. '

» Red: Pressure is below 100 psi. Replace
cylinder.
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o Premix Cylinder Change Set-up
1. Verify the room evacuation and safety equipment are available.
2. Verify gas wrench and new cylinder are available.
3. Maintain power to the system.
4. Verify helium cylinder valve is open.

+ Remove Empty Cylinder

1. Select the CHANGE PREMIX button.

The PREMIX CYLINDER CHANGE R Cyingerthande

screen will open and display the
message Close premix cylinder; click
PROCEED when ready. Close premix cylinder; click

2. Select PROCEED; the screen displays Proceed when ready.
the message Wait. Verify the cylinder is
closed. Confirm the premix cylinder
valve is closed by turning the cylinder Premix: 873 psl
valve fully clockwise. Hellum: 1084 psi

3. Select PROCEED. The screen will
display the active premix purge cycle.
When the premix line has been purged, |7
the window will display the message
Change premix cylinder now. Select
PROCEED when ready.

4. Loosen the regulator connector nut (gas line to gas cylinder attachment)
with the adjustable gas wrench by turning clockwise, then remove the
connector nut.

5. Replace the nut onto the empty cylinder and tighten with the adjustable
wrench, then thread on the valve cover.

6. Undo the strap securing the premix cylinder.

7. Remove the empty cylinder from the gas cabinet and store accordingly.

 Install Replacement Cylinder

1. Remove the shrink-wrap covering the valve.

2. Place the replacement cylinder inside the gas cabinet; position to allow the
regulator to be reattached.

3. Tighten the strap securely around the cylinder.

4. Unscrew the gas pressure regulator nut from the cylinder.

5. Place a new lead washer inside the gas cylinder nozzle. (Verify washer is
flat)

6. Replace the gas pressure regulator by inserting the stem into the gas
cylinder nozzle. Tighten the gas pressure regulator nut with the adjustable
gas wrench by turning counterclockwise, holding the gas pressure
regulator securely in place while turning the nut with the wrench. Tighten
the nut enough to squeeze the lead washer to form a good seal.

7. Select PROCEED. The system will purge the premix line. The PREMIX

CYLINDER CHANGE screen will display the message “Slowly open
premix cylinder until the gauge displays a pressure increase.”

Premix Cylinder Change

Last Change on 1/10/54
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8. Open the premix top valve by turning the knob 1/8 counterclockwise.

9.

When pressure begins to increase, the system will flush the premix line.
The PREMIX CYLINDER CHANGE screen will display the message
“Open premix cylinder all the way; operation is complete”.

10. Open the premix cylinder completely when prompted by the system. The

gas cylinder change operation is now complete.

o Helium Cylinder Change Procedure
+ Remove Empty Cylinder

1.
2.

6.
:

8.

Maintain power to the system.

Select the CHANGE HELIUM button. The HELIUM CYLINDER
CHANGE screen will open and display the message Close helium cylinder;
click PROCEED when ready.

Select PROCEED. The screen will display the message “Bleeding helium
line”; then “Replace helium cylinder”; leave valve closed. Click
PROCEED when ready.

Confirm the helium cylinder valve is closed by turning the valve fully
clockwise. The helium cylinder is located on the right side of the gas
cabinet.

Loosen the regulator connector nut (gas line to cylinder attachment) with
the adjustable gas wrench and turn the nut counterclockwise. Pressurized
helium may be released when the nut is loosened.

Undo the strap securing the helium cylinder.

Replace the nut onto the empty cylinder and tighten with the adjustable
wrench, then thread on the valve cover.

Remove the empty cylinder from the gas cabinet and store accordingly.

+ Remove Empty Cylinder

1.
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Unscrew the valve cover from the cylinder and remove the shrink-wrap
covering the valves.

Place the replacement cylinder inside the gas cabinet; position to allow the
mounting nut to be reattached.

Tighten the strap securely around the cylinder.

Unscrew the nut from the cylinder using the adjustable gas wrench.
Replace the gas pressure regulator by inserting the stem into the gas
cylinder nozzle. Tighten the gas pressure regulator nut with the adjustable
wrench by turning clockwise, holding the gas pressure regulator securely
in place while turning the nut with the wrench.

Replace the cylinder. When the new cylinder is in place, select PROCEED.
The screen will display “Evacuating helium line; then Slowly open
helium cylinder until the gauge displays a pressure increase.”

Open the helium top valve by turning the knob 1/8 counterclockwise.
When pressure begins to increase, the system will start to purge the
helium line (Purging helium line). Once the purge is completed, the system
will display “Open helium cylinder all the way; operation is complete”.
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Q CLEANINING INSTRUCTIONS

>

Y

YV V VYV
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Clean the vinyl-upholstered patient chair with ordinary mild soaps,
dishwashing liquid, or Abbott approved disinfectants using a clean, soft
cloth. Never use abrasive products, ammonia products, or pine cleaners on
or near the patient chair. They may damage or stiffen upholstery, shorten
upholstery life, or interfere with the laser action.

Clean and disinfect the debris-removal aspirator nozzle before powering
the system ON.

Use caution when using alcohol or any flammable substance near the laser
system.

Use only mild soap and warm water when wiping the system exterior.

Use only isopropyl alcohol when wiping the microscope or debris-removal
aspirator nozzle.

Make sure the laser system is powered OFF when using flammables near
the system.

Do not use detergents near or on the system.

Do not use or wear cosmetics near the system.

Do not smoke near the system.

All other system maintenance must be completed by an Abbott service
representative.
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INDICATIONS, CONTRAINDICATIONS, WARNINGS, & PRECAUTIONS

Indications:

The STAR S4 IR® Excimer Laser and iDESIGN® Advanced WaveScan Studio
(iDESIGN®) System is indicated for wavefront-guided laser assisted in situ keratomileusis
(LASIK) in patients: with myopia as measured by iDESIGN® System up to -11.00 D spherical
equivalent, with up to -5.00 D cylinder; with agreement between manifest refraction (adjusted for
optical infinity) and iDESIGN® System refraction as follows: Spherical Equivalent: Magnitude of
the difference is less than 0.625 D. Cylinder: Magnitude of the difference is less than or equal to
0.5 D; 18 years of age or older; and with refractive stability (a change of <1.0 D in sphere or
cylinder for a minimum of 12 months prior to surgery).

The STAR S4 IR® Excimer Laser System with Variable Spot Scanning (VSS) and the
WaveScan WaveFront® System is indicated for wavefront-guided laser assisted in situ
keratomileusis (LASIK): for the reduction or elimination of myopia and myopic astigmatism from
-6.00 to -11.00 D MRSE, with cylinder between 0.00 and -3.00 D; in patients 21 years of age or
older; and in patients with documented evidence of a change in manifest refraction of no more
than 1.0 D (in both cylinder and sphere components) for at least one year prior to the date of
preoperative examination. For the reduction or elimination of myopia and myopic astigmatism
up to -6.00 D MRSE, with cylinder between 0.00 and -3.00 D; in patients 21 years of age or older;
and in patients with documented evidence of a change in manifest refraction of no more than
0.50D (in both cylinder and sphere components) for at least one year prior to the date of
preoperative examination. For the reduction or elimination of hyperopia and hyperopic
astigmatism up to 3.00 D MRSE, with cylinder between 0.00 and 2.00 D; in patients 21 years of
age or older; and in patients with documented evidence of a change in manifest refraction of no
more than 1.0 D (in both cylinder and sphere components) for at least one year prior to the date of
preoperative examination. For the reduction or elimination of naturally occurring mixed
astigmatism when the magnitude of cylinder (from 1 to 5.0 D) is greater than the magnitude of
sphere, and the cylinder and sphere have opposite signs; in patients 21 years of age or older; and
in patients with documented evidence of a change in manifest refraction of no more than 0.5 D (in
both cylinder and sphere components) for at least one year prior to the date of preoperative
examination.

Laser assisted in situ keratomileusis (LASIK) procedure using the STAR S4 IR® Excimer Laser
System is intended for use: in patients with documented evidence of a change in manifest
refraction of no more than 0.5 D (in both cylinder and sphere components for at least one year
prior to the date of preoperative examination; and in patients 18 years of age or older in
treatments for the reduction or elimination of myopia (nearsightedness) of no more than -14.0 D
with or without refractive astigmatism from 0.5 to 5.0D*; or in patients 21 years of age or older in
treatments for the reduction or elimination of naturally occurring hyperopia between +0.5 and
+5.0 D sphere at the spectacle plane with or without refractive astigmatism up to +3.0 D, with a
maximum manifest refraction spherical equivalent (MRSE) of +6.0 D.
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In patients 21 years of age or older in treatments for the reduction or elimination of naturally
occurring mixed astigmatism where the magnitude of cylinder (<6.0 D at the spectacle plane) is
greater than the magnitude of sphere and the cylinder and sphere have opposite signs.

Photorefractive Keratectomy (PRK) procedure using the STAR S4 IR® System is intended for
use: in patients with documented evidence of a change in manifest refraction of no more than

0.5 D (in both cylinder and sphere components) for at least one year prior to the date of
preoperative examination; and in patients 18 years of age or older in treatments for the reduction
or elimination of myopia (nearsightedness) of no more than -6.0 D spherical equivalent at the
corneal plane, with no more than 1.0 D of refractive astigmatism; or in patients 21 years of age or
older in treatments for the reduction or elimination of myopia (nearsightedness) of no more than
-12.0 D spherical myopia at the spectacle plane with no more than 4.0 D of refractive
astigmatism; or in patients 21 years of age or older in treatments for the reduction or elimination
of naturally occurring hyperopia between +1.0 and +6.0 D sphere at the spectacle plane, with no
more than 1.0 D of refractive astigmatism; or in patients 21 years of age or older in treatments for
the reduction or elimination of naturally occurring hyperopia between +0.5 and +5.0 D sphere at
the spectacle plane with refractive astigmatism from +0.5 to +4.0 D with a maximum manifest
refraction spherical equivalent (MRSE) of +6.0 D.

Phototherapeutic Keratectomy (PTK) procedures using the STAR S4 IR® System are primarily
indicated for subjects with decreased best corrected visual acuity and/or with disabling pain that
is the result of superficial corneal epithelial irregularities or stromal scars in the anterior one-third
of the cornea. The subjects must have failed alternative treatment options. For safety, the
immediate post- operative corneal thickness must not be less than 250 pm.

Contraindications:

Laser refractive surgery is contraindicated: in patients with collagen vascular, autoimmune, or
immunodeficiency diseases; in pregnant or nursing women; in patients with corneal
abnormalities including signs of keratoconus, abnormal corneal topography, epithelial basement
membrane disease (EBMD) and degenerations of the structure of the cornea; in patients with
symptoms of significant dry eyes. If the patients have severely dry eyes, LASIK may increase the
dryness. This may or may not go away. Severe eye dryness may delay healing of the flap or
interfere with the surface of the eye after surgery. It may result in poor vision after LASIK; in
patients whose corneal thickness would cause anticipated treatment would violate the posterior
250 microns (um) of corneal stroma; in patients with advanced glaucoma; in patients with
uncontrolled diabetes.

The Phototherapeutic Keratectomy procedure should not be performed if the post-operative

thickness would be less than 250 um (excluding the epithelium and Bowman’s membrane), or if a
deep scar is present that is not contained in the anterior one-third of the cornea.
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Warnings:

LASIK is not recommended in patients who: have systemic diseases likely to affect wound healing,
such as autoimmune connective tissue disease, diabetes or an immune compromised status; have
a history of Herpes simplex or Herpes zoster keratitis; have severe allergies or tendency to rub
their eyes often; have glaucoma, elevated 10P, ocular hypertension or being followed for possible
glaucoma (glaucoma suspect); are taking the medication Isotretinoin (Accutane); are taking
antimetabolites for any medical conditions; lower uncorrected visual acuity may be anticipated in
the PRK treatment of higher degrees of myopia with and without astigmatism (>-5.0 D MRSE).

Hyperopic shift has been a major safety issue following PTK. It is advisable to ablate only to a
depth that is necessary to improve vision and/or relieve symptoms, and not to attempt to remove
all scar tissue. Aggressive attempts to ablate all visible scar tissue risk hyperopic shift and corneal
ectasia. Subjects should be informed concerning the possibility of hyperopia and subsequent
possible induced anisometropia. Reactivation of herpes simplex keratitis has occurred after PTK.
A course of oral acyclovir is recommended if there is a history of herpetic infection. If topical
steroids are used post-operatively, subjects must be monitored for possible steroid side-effects,
such as ocular hypertension and/or glaucoma with subsequent damage to the optic nerve, or
development of posterior subcapsular cataract. Subjects with systemic disease likely to affect
wound healing, such as connective tissue disease, diabetes, severe atopic disease, or an
immunocompromised status should be approached cautiously, as the safety and effectiveness of
the excimer system has not been established in patients with these conditions.

Precautions:

General

Preoperative pachymetry measurement must be performed. To reduce the risk corneal ectasia, the
posterior 250 microns (um) of corneal stroma should not be violated.

There is no safety and effectiveness for any Laser Vision Correction procedure in patients with
progressive refractive errors, ocular disease, corneal abnormality, previous corneal or intraocular
surgery, trauma in the ablation zone, residual corneal thickness less than 250 microns at the
completion of ablation. There is no safety and effectiveness information for patients that are
taking the medication Sumatriptan (Imitrex) and Amiodarone hydrochloride (Cordarone).

Advanced CustomVue LASIK (using iDESIGN® System)

The treatment of highly myopic eyes necessitates the removal of significant amounts of corneal
tissue. The iDESIGN® System calculates the estimated residual bed depth using the pachymetry
and intended flap thickness entered by the user. Actual flap thicknesses may vary. If the estimated
residual stromal bed is < 320 microns, an in-the-bed pachymetric measurement should be
performed.

The safety and effectiveness of the IDESIGN® System have not been established for wavefront-
guided LASIK surgery in patients with corneal neovascularization within 1.0mm of the ablation
zone, over the long term (more than 1 year after surgery), or with prior intraocular or corneal
surgery of any kind, whose BSCVA is worse than 20/20, whose wavefront measurement diameter
is <4mm, for patients who engage in activities that could endanger or damage the LASIK flap.
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CustomVue LASIK (using WaveScan WaveFront® System)

There is no safety and effectiveness information for CustomVue LASIK (using WaveScan
WaveFront® System) for more than 1 year after surgery, for prior intraocular or corneal surgery
of any kind, or for retreatment.

Conventional LASIK (Manifest Refraction)

There is no safety and effectiveness information for the patients who have had prior incisional
refractive surgery, for patients with hyperopic astigmatism, for more than 6 months after LASIK
surgery for myopia with or without astigmatism, hyperopia with or without astigmatism, or mixed
astigmatism.

PRK

There is no safety and effectiveness information for PRK refractive treatments over the long term,
more than 3 years after PRK surgery for low myopia; more than 1 year after PRK surgery for high
myopia with astigmatism or for hyperopia with or without astigmatism, patients with a history of
keloid formation, patients taking hormone replacement therapy or antihistamines who may have
delayed re-epithelialization of the cornea following surgery, PRK retreatment of hyperopic
astigmatism. Of the eyes treated in the PRK trials, only 21/200 (10.5%) of highly myopic eyes had
myopia between -10.0 and -12.0 diopters and only 13/275 (4.7%) of hyperopic eyes had hyperopia
between +4.0 and +6.0 diopters. These populations were not sufficient to determine the level of
effectiveness or the complication rates for this refractive error range with the same reliability as
for eyes with less severe refractive errors.

PTK

The safety and effectiveness of the STAR S4 IR® System has not been established in treatment of
recurrent corneal erosions, treatment of corneal disease in eyes with recurrent or active ocular
disease such as iritis, uveitis, keratitis sicca, and severe blepharitis, treatment of scars and
irregularities in patients with keratoconus, patients with corneal neovascularization near the
ablation zone, patients with systemic disease likely to affect wound healing, patients with previous
corneal surgery, pregnant women, or patients under 18 years of age.

ATTENTION: Reference the Operator’s Manual for a complete listing of Indications and
Important Safety Information.
CAUTION: U.S. Federal Law restricts this device to sale, distribution, and use by or on the order

of a physician or other licensed eye care practitioner.

~

-

CAUTION — CLASS 4 LASER PRODUCT

LASER TYPE: EXCIMER ArF
MAXIMUM AVERAGE POWER: 30W
MAXIMUM PULSE ENERGY: 650mJ
PULSE DURATION: 15-30ns

WAVELENGTH 193nm

ALSO CONTAINS CLASS 2 LASER
LASER TYPE: LASER DICDE

QUTPUT POWER: 0.8mW
WAVELENGTH 835nm

IEC 80825-1:2007
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