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General Warnings

RESTRICTED DEVICE: 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. U.S. Federal Law restricts the use of this device to practitioness who
have been trained in its calibration and operation and who have experience in the
surgical treatment and management of refractive errors.

Performance of procedures, use of controls, or any other adjustments other than
those specified herein may result in a hazardous condition.

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

All patients must be given the opportunity to read and understand the Patient
Information Booklet and to have all their questions answered to their satisfaction
before giving consent for Laser Assisted In Situ Keratomileusis (LASIK) oz
Photorefractive Keratectomy (PRK) surgery.

. GAS HANDLING: High-pressure gas cylinders are contained in a protected
compartment within the VISX STAR S2™ Excimer Laser System. Storage of
additional cylinders and the replacement of used cylinders must be done in
accordance with “Gas Safety” (Section 4.5) and “Gas Maintenance” (Section 14.1)
and must comply with all applicable Occupational Safety and Health
Administration (OSHA), local, and national requirements for gas safety.

The premix (argon/fluotine) gas mixture used in this laser system is highly toxic.
VISX, Incorporated, recommends that anyone working with the gas cylinders:

1) be trained in the proper handling of toxic and compressed gases, 2) know the
location of the emergency exhaust fan/room purifier switch, 3) have easy access
to all required protective equipment, and 4) be familiar with safety procedures and
Materials Safety Data Sheets (MSDS) provided by the site’s safety officer. Gas
discharge into the atmosphere may be evidenced by a sharp, penetrating odor and
by eye, nose, and throat irritation.

SKIN AND EYE EXPOSURE: The VISX STAR S2 System contains a Class IV
laser with an output at 193 nm, which is potentially hazardous to the skin and the
surface layers of the cornea. This laser radiation will not enter the cye and poses no
threat to retinal structures or the crystalline lens. The fixed optical system restricts
the beam path, which is bounded by the operating table or the floor. Reflectivity
from objects in operating rooms, including surgical instruments, is extremely low
for 193 nm radiation. '

The arca of potential hazard (Nominal Hazard Zone) for production of a
photochemical keratitis has been determined to be less than 40 ¢m from the primary
beam. All healthcare personnel should avoid direct exposure to the skin or eye by
the primary beam. While no hazard may exist farther than 40 cm from the beam, the
use of protective eyewear is recommended if the possibility exists that healthcare
personnel will approach closer than this distance from the primary beam.
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PRECAUTIONS: Carefully read all instructions prior to use.The laser beam is

invisible. The user cannot tell if the Jaser is emltlmg radiation by looking for

the beam. Observe all contraindications, warnings, and precautions noted in this

~ manual. Failure to do so may result in patient and/or user complications. This laser
system is not for use in mobile clinics. Device performance in a mobile clinic has

not been tested.

ELECTROMAGNETIC FIELD (EMF): The thyratron emits an
electromagnetic pulse which is shielded by the metal coverings of the

VISX STAR S2 Excimer Laser System. This metal covering reduces the EMF
below the limits set by applicable standards for electromagnetic compliance.

WARNING: The effects of electromagnetic emissions from the excimer laser

system on other devices, such as cardiac pacemakers or lmplantcd defibrillators, is

unknown, Operation of the laser in proximity to such devices is
not recommended.

AIRBORNE CONTAMINANTS: Airborne contaminants which are produced by
the ablation process are captured in proximity to the cornea near the point of
production and fed into an aspirator with a filter. This aspirator is designed to
prevent any of the products of ablation from contaminating the surgical suite.
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1.0 Device Description

The VISX STAR S2 System is designed to create a superficial lamellar
keratectomy on exposed corneal tissue. Corneal tissue ig removed by a process
known as Ablative Photodecomposition. Ablative Photodecomposition occurs
when far-uliraviolet radiation reacts with organic molecules, resulting in the
~ photochemical breakdown of the molecular bonds without a significant local
thermal effect. The source of the far-ultraviolet photons is a high-efficiency,
gas-discharge excimer laser that electronically excites a combination of argon
and fluorine, producing an ultraviolet wavelength of 193 am.

The VISX STAR S2 Excimer Laser System combines submicron precision of
tissue removal by an excimer laser with a sophisticated computer controlled
delivery system. Features and components of the VISX STAR 82 System include:

Excimer Laser ' :
An argon-fluoride excimer laser module, with an output wavelength of 193 nm.

Gas Management System

A gas cabinet containing a working gas cylinder for laser operation; a gas
cleaning system; a gas leak audio alarm with a sensot to detect fluorine (one
part-per-million); a gas discharge system, using an activated charcoal filter to
absorb fluorine; an emergency safety system using a positive-action solenoid
safety valve, which automatically seals the premix cylinder in the event of & power
failure; and a second charcoal scrubber to neutralize fluorine in case of a leak.

Laser Beam Delivery System :

Beam shaping and homogenizing optics designed to produce a uniform, coaxial
beam profile; a spatial integrator and beam rotator for temporal integration; and an
iris diaphragm and rotating slit blades used to shape the beam.

Patient Management System :

An operating microscope with reticle, used to observe a patient procedure and to
facilitate accurate focus and laser beam alignment; a debris-removat system
designed to evacuate the debris plume that occurs during ablation; a patient
operating chair used to align the patient for treatment; a video camera and monitor
used to record and monitor patient treatment; an illumination device used to
illuminate the patient’s eye for observation and treatment, and a fixation LED used
by the patient to maintain proper alignment during treatment.

Computer Control
An IBM-compatible computer and video monitor; a computer keyboard with
trackball for user interface; a printer; a VisionKey card driver; and system software.

VisionKey Card

A write-once-read-many (WORM) optical memory card designed to alow
compilation, storage, and printout of essential patient data and :
procedural information.

0030-23058
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2.0 Indications, Contraindications, Warnings;
Precautions, and Adverse Events

2.1 Indications for Use

Laser Assisted In Situ Keratomileusis (LASIK) procedure using the VISX STAR
52 System is intended for use:

in patients with documented evidence of a change in manifest refraction ofno
more than 0.5 D (in both cylinder and sphere components) for at least one
year prior to the date of pre-operative examination; and -

in patients 18 years of age or older in LASIK 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 5.0 D.

Fhotorefractive Kcmtectohly (PRK) procedure using the VISX STAR S2 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 pre-operative examination; and

in patients 18 years of age or older in treatments for the reductionor
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 thf 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.

Refer to the preceding General Warnings section of this
Professional Use Information Manual, in addition to the
warnings and precautions found in this section.

Caution must be used to calculate treatment in MINUS CYLINDER at the spectacle
plane (vertex distance 12.5 mm) before entering the refraction into the laser in order to
conform with the Indications for Use.
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2.2 Contraindications

Laser refractive surgery is contraindicated:

+ in patients with collagen vascular, autoimmune or
immunodeficiency diseases.

« in pregnant or nursing women.

+  in patients with signs of keratoconus.

*  in patients who are taking one or both of the following medications:
isotretinoin (zﬁwcutaa.ne® ); amiodarone hydrochloride (Cordarone“’f).

23 Warnings

«  The decision to perform laser refractive surgery in patients with systemic
disease likely to affect wound healing, such as connective tissue disease,
diabetes, severe atopic discase, or an immunocompromised status, should be”
approached cautiously. The safety and effectiveness of the VISX STAR 82 -
System has not been established in patients with these conditions.

»  Laser refractive surgery is not recommended in patients with a history of
ophthalmic Herpes simplex or Herpes zoster.

+  Lower uncorrected visual acuity rates of 20/20 and 20/40 may be anticipated
with higher degrees of correction of refractive error.

2.4 Precautions
A General

There is no safety and effectiveness information for PRK refractive treatments
greater than -12.0 D of myopia, greater than +6.0 D of hyperopia, or greater
than 4.0 D of refractive astigmatism.

There is no safety and effectiveness information for LASIK refractive
treatments greater than -14.0 D of myopia or greater than 5.0 D of
refractive astigmatism.

"To avoid corneal ectasia, the posterior 250 microns (um) of corneal stroma
should not be violated by the laser or the microkeratome.

*Accutane is a registered trademark of Hoffmann-La Roche Inc.
+Cordarone is a registered trademark of Sanofi.

0030-2305B

73



Of the eyes treated in the PRK trials, only 21/200 (10.5%) of highly myopic eyes
had myopia between -10 and -12 diopters and only 13/275 (4.7%) of hyperopic
eyes had hyperopia between +4 and +6 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. _

PRK patients with +4.0 to +6.0 D of spherical hiyperopia may be at a greater risk
of regression of correction. '

PRK patients treated for hyperopic astigmatism greater than or equal to 5 diopters
spherical equivalent pre-operatively are less stable and have lower predictability
with a greater probability of undercorrection.

2.1% of hyperopic PRX patients with pre-operative Best Spectacle Corrected
Visual Acuity (BSCVA) of 20/20 or better, had post-operative BSCVA of worse
than 20725, but not worse than 20/32.

Sufficient data were provided to evaluate LASIK treatment to -14.0 diopters of
sphere and -5.0 diopters of cylinder; however, there were insufficient eyes treated
with a combination of -12.0 diopters of sphere and -3.5 or higher diopters of
myopic cylinder to determine the fevel of effectiveness or the complication rates
for this refractive error range with the same reliability as for eyes with less severe
refractive errors.

The effects of laser refactive surgery on visual performance under poor lighting
conditions have not been determined. It is possible, following laser refractive
surgery, that patients will find it more difficult than usual to see in conditions such
as very dim light, rain, snow, fog, or glare from bright lights at night. Visual
performance possibly could be worsened by large pupil sizes or decentered pupils.

Astigmatic patients between the ages of 21 and 30 should be reminded that, due to
larger pupils, they are more likely than the over-30-year-old population to
experience a degradation in visual performance under these conditions.

The safety and effectiveness of the VISX STAR $2 System have NOT

been established:
« for PRK treatment of astigmatism in patients with refractive cylinder of less
than 0.75 D.

+  for PRK treatment of hyperopia in patients with refractions less than +0.5 D.

« for LASIK and PRK in patients with progressive myopia, progressive
astigmatism, ocular disease, corneal abnommality, previous corneal surgery, or
trauma in the ablation zone. :

+ for LASIK and PRK in patients with comeal neovascularization within
1.0 mm of the ablation zone.

+ for PRK in patients under 21 years of age with myopia greater than -6.0 D,
with no more than 1.0 D of refractive astigmatism.
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for PRK in patients under 21 years of age with hyperopia between +1.0 and
+6.0 D spherical equivalent, with no more than 1.0D of

refractive astigmatism.

for PRX in patients under 21 years of age with hyperopia between +0.5 and
+5.0 D spherical equivalent, with refractive astigmatism between +0.5

and +4.0 D.

for LASIK or PRK in patients under 18 years of age.

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; more
than 1 year after PRK surgery for hyperopia; or more than 6 months after
LASIK surgery for myopia with or without astigmatism.

for PRK in patients with a history of keloid formation.
for LASIK and PRX in patients who are taking sunmh'iptan_(lmitrex‘).

for PRX in patients taking hormone replacement therapy or antihistamines
who may have delayed re-epithelialization of the comea following surgery.

for LASIK in patients treated for myopia with or without astigmatism who
have had prior incisional refractive surgery.

for LASIK in patients with myopia greater than -14.0 D and astigmatism
greater than -5.0 D.

for PRK in patients with hyperopic astigmatism greater than +5.0 D sphere or
greater than +6.0 D of manifest refraction spherical equivalent.

for PRK retreatment of hypetopic astigmatism.
Patient Selection

Consideration should be given to the following in determining the appropriate
patients for laser refractive surgery:

Complete examination, including but not limited to, cycloplegic evaluation,
must be performed. The lens must be evaluated, especially in the older
patient, to assure that nuclear sclerosis or any other lens opacity is not present
prior to laser surgery. Myopic patients will have a higher incidence of retinal
pathology, and indirect ophthalmoscopy through a dilated pupil is essential.

To obtain accurate refractive information, contact lens wearers must be
examined after abstaining from contact lens use for at least 2 weeks for soft -
lenses and at least 3 weeks for hard lenses. Prior to treatment and after at least
3 weeks of contact lens abstinence, patients who wear rigid gas permeable or
hard (PMMA) lenses must have 3 central keratometry readings and manifest
refractions taken at 1 week intervals, the last 2 of which must not differ by
more than 0.50 diopter in either meridian. All mires must be regular. Any

*Imitrex is a registcred trademark of Glaxo Group Ltd.
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patient with keratometry or a clinical picture that is suggestive of keratoconus
is specifically contraindicated as described above.

«  Glaucoma is more common in myopic patients than in the general population.
Evaluation of the optic nerve and measurement of the intraocular pressure are
necessary. If there are any concerns regarding the appearance of the optic

nerve, a Humphrey 24-2 Fastpac or equivalent threshold test of the visual field

should be performed. If elevated intraocular pressure and/or evidence of
glancomatous damage are found, topical steroids should be used only with
carefuf medical supervision or the patient should not undergo laser
refractive surgery. :

»  Pre-operative corneal mapping is essential on all patients to exclude
topographical abnormalities. This is especially important when astigmatism
or steep keratometry readings are present, which may indicate the presence of
keratoconus or other irregularities.

« Baseline evaluation of patients requesting refractive surgery should be
performed within 30 days of the laser refractive surgery.

«  The patient should have the ability to tolerate local or topical anesthesia.
«  The patient should have the ability to lie flat without difficulty.

«  The patient should be able to fixate steadily and accurately for the duration of
the laser refractive procedure. '

= The patient must be able to understand and give an informed consent.

». Patients must be clearly informed of all alternatives for the comrection of
myopia, hyperopia, and astigmatism. These alternative corrections include but
are not limited to spectacles, contact lenses, and other refractive surgeries
such as radial keratotomy or automated lamellar keratoplasty.

C. Procedure

The output of the laser is potentially hazardous orly to the skin and the surface
layers of the cornea. This radiation has not been shown to pose a threat to retinal
structures or the crystalline lens. The area of potential hazard (Nominal Hazard
Zone) for production of a photochemical keratitis has been determined to be less
than 40 ¢m from the primary beam.

All healthcare personnel should avoid direct exposure to the skin or eye by the
primary beam, While no hazard may exist farther than 40 cm from the beam, the

use of protective eyewear is recommended if the possibility exists that healthcare .

personnel will approach closer than this distance to the primary beam.
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D. Post-Procedure

1) PRK

A slit-lamp examination should be performed on a daily basis until
re-epithelialization is complete. After re-epithelialization, the following
examinations are recommended on a schedule of at least 1, 3, 6, and 12 months:
- Uncorrected Visual Acuity (UCVA or VA-sc).

»  Manifest refraction with the Best Spectacle Corrected Visual Acuity
(BSCVA or VA-cc).

« Intraccular pressure (IOP).
s Slit-lamp examination, including corneal clarity evaluation.

+  Videokeratography at 6 months (sooner only if unanticipated events occur
during the healing process). ' _

+ Iftopical steroids are used post-operatively, patients should be monitored for
development of possible steroid side-effects, including but not limited to

ocular hypertension, glaucoma, and/or cataract.
2) LASIK

The following post-operative examinations are recommended on day 1 or day 2,
and at 1, 3, and 6 months:

«  Uncorrected Visual Acuity (UCVA or VA-sc).

- Best Spectacle Corrected Visual Acuity (BSCVA or VA-cc).
»  Manifest refraction.

- Intraocular pressure (Goldmann applanation) at 3 months.
Slit-lamp examination.

+  Keratometry and videokeratography at 3 and 6 months.

2.5 PRK and LASIK Adverse Events
There was 1o patient death related to the usc of the VISX STAR S2 System.

The following transient complications might be expected with patients undergoing
the PRX procedure: moderate pain (1 to 4 days), foreign body sensation, tearing,
photophobia, redness, itching/scratchiness, burning, dryness, headache, blurred
vision, corneal swelling, and pupil enlargement.

Other adverse events that might be expected with patients undergoing the PRK
procedure but have not been observed in the VISX clinical studies are comeal
perforations, intraocular infections, hyphemas, hypopyon, post-treatment lens
abnormalities with vision loss, significant overcorrections, persistent corneal
decompensation/edema, or cystoid macular edema.
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Adverse events that might be expected with patients undergoing the LASIK
procedure are glare, halos, monocular diplopia/polyopia, surface irregularity
associated with cap healing, irregular ablations, decentered ablations, foreign body
sensation, corneal scarring, keratitis (infectious or sterile) with the possible
sequelae of corneal ulceration or perforation, dellen formation, foreign bodies in
the interlamellar intetface, vitreoretinal hemorrhage, cataract, comeal
decompensation, and tenderness to touch.

Excimer laser energy has the potential to induce micromechanical damage to

_ endothelial cells, induce cataracts, and cause mutations. These effects have not
been observed in any clinical use, nor have they been reproducible in various
animal and in viiro test systems.

2.5.1 PRK Adverse Events
A Low Mydpia

Nine hundred and nine (909) eyes of 676 subjects were used for safety analyses.
Five hundred and forty-two (542) eyes were followed for at least 24 months.

Adverse events for 1 month and later are presented in Table 2-1.
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Table 2-1 — Low Myopla Adverse Evénts (PRK)
Eyes Treated with 6.0 mm Ablation Zone (n = 809)°

o 3taG M 1M =M
Adverse Event Dascription (n = 856)" in=520)" (n=542)"
n % n % n %
1, Loss x 2 Lines of BSCVA 50 60° [ N 22 H 0.2
2. Pre-treatment BSCVA 20/20 or Belter
With Post-treatment BSCVA
‘Worss than 20/25 52 g4t | w0 21t 7 13
With Post-treatment BSCVA
Worse than 2040 7 09 1 02 a 0
3. Dvercorraction: _
>1D A 52 6 1.2 7 13
»2D g 11 i 0.2 3 06
4. Increase in Refractive Cylinder:
=1D 45 5.8 16 31 16 30
x=2D 3 0.4 1] ] 0 [i]

5. Glare Testing: Abnormal

{= 2 lina loss in BSCVA with glacs) 1 1.0* 1 17¢ 0 9
6. 10P increase:
> 5to10 mmHg 61 13 g 18* | 19 3.6*
> 10 mm Hg 7 08 0 0 0 0
7. Comeal Haze = Grade 2 : 1 1.3 3 06 1 02
8. Comneal Infection/Ulcer/Infilirate 0 i 0 0 0 4
9. Corneal Decompensaticn/Edema 0 0 0 0 0 o
10. Lens Abnormality Post-treatment ¥ 2 02 1 02 3 06
1. Secondary Surgical Intervention:
Single Retrestments 1 0.1 yrJ 42 2 04
Double Retreatments 0 0 0 0 0 0
Other Refractive Procedures & 0.5 14 7 9 1.7
12. Subjactive Patient Responses™ :
“Double/Ghost Images™
Somawlist Worse " 17 3 06 4 07
Much Worss 9 1.1 5 1.0 3 06
“Sensitivity to Bright Lights™ %'
Somewhat Woarse 0 a5 19 a7 14 25
Much Worse 5 0.6 6 16 2 04
“Ditficulty with Night Vision™ **7
Somewhat Warss 29 34 14 17 11 20
Much Worse 12 1.4 13 25 L1 18

*  Last Observation - Post-retreatment data not included.
** for all adverse events, percentages are given as:
mbar of eyes with at lozst gne rrance pbsaryed at the ifigd study visi
: number of ayas axaminad at the spacifiad study visk
& These values were calculated using an {n) valua slightly smaller thari the {n} shewn in the colufn
heading dusto missing measurements.
t Adverse Event 110: lens abnormality post-treatmant coumd bry first occumanea.
it Reflects patient responses obtained from subjective questionnaires.
t Results of quastionnaire responses were not vafidated by glara testing in a clinical setting.
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B.  HighMyopia

Two hundred (200) eyes of 157 subjects were used for safety analyses. One
hundred and fifty-six (156) eyes were followed for at least 12 months.

During clinical trials, no new issues of patient safety or effectiveness were identified
in the greater than -10 diopter range of pre-operative myopia. Because of the low
numbers of patients (10.5%, 21/200) with myopia between the -10 and -12 diopters
treated in these trials, there may not have been a sufficient population to determine
the level of effectiveness or the complication rates for this refractive error range.

Adverse events for visits 6 months and later are presented in Table 2-2.

Tabla 2-2 — High Myopia Adverse Events* (PRK) (n = 200)

M 1ZM
Advarse Event Description {n=198) {n =156)
n % n %

1. Loss of = 2 linas BSCVA dus to o

All Cauzas 17 85 ] 5.8

Cameal Causes 15 75 8 51
2. Pre-treatment BSCVA 20,20 or Better with a

Post-treatmant BSCVA Worse than 20/25 A 70 7 45

Post-treatment BSCVA Waorse than 20/40 ] 0 2 13
3. 0P Increase*® ' _ ~

> 5 i Hy from baseline 5 27 1 0.7

> 10 mm Hg from haseline : 2 1.1 9 i}

> 25 mm Hy 1 0.5 Q ¢
4 Comeal Hazet

With loss of = 2 lines BSCVA 7 35 2 13

With loss of > 2 lines BSCVA 4 240 2 13
5. Retreatments nof for primary undercomection 0 0 3 15

*  Patient survey not conducted for subjactive evaluations of vision after surgery.
** Thare is a lower “n” for LOP dats dua to missing valuas (6M nx185 snd 12M n=148}.
t Tharais alower "n~ for Haze dats dusg ta missing valuas {12M n=153).

C. Myopla with Astigmatism

One hundred and sixteen {116) eyes of 71 subjects, treated at five U.S. centers,
were used for safety analyses. Eighty-two (82) of these eyes were followed for at
least 2 years.

Adverse events for visits 6 months and later are presented in Table 2-3. They are
ordered by frequency at final visit.
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Table 2-3 — Myopia with Astigmatism Advarse Events (PRK) (n = 116)

Percemages of safety outcomas are reported as:

number of eyes with gt leas
number of

than 2/8l-1.

ona
eye.

examined at the spacifi

*  nciudes two eyas in one patient wha had cataract formation upan enrolimant and one eye of ane
patient who had a stroke; these lasses of BSCVA ware not attributed to comeal wound haaling.
At xo tima did any eye lose BSTVA bayond 20/50 and at the Final Visit no sys was worse

*  The final visit occurred at 24 + 3 months after treatmant.
Tt Reflects pationt rasponsas obtained from subjective questignnaires,

0030-23058

&M 1z Final Visit*
Adverse Event Description {n=108) {n=582) {n=B2)
i n % n % n %
1. Loss of = 2 lines BSCVA
Due to Any Causa 5 45 6 65 1 85
Due to Comoal Causas 4 3.7 4 43 4 49
2. Pro-traatment BSCVA 20/20 or Bettar
With Post-treatment BSCVA .
Worse than 20/25 5 48 4 43 5 6.1
With Post-treatment BSCVA
Worse than 20/40 0 0 2 22 0 qa
3. Secondsry Surgical Intervention
Retreatments 0 q [} 43 5 6.1
4, 10P increase
> 510 10 mm Hy 8 14 2 22 2 24
>10 mm Hyg 1] 1] 0 0 0 4]
5. Cornoal Haze = Grade 2 1.9 4 43 1 12
6. Secondary Surgical Intervention
. Other Refractive Procedures 0 ()] ] 1.1 0 (1
7. Subjective Patient Responses *:
“Dauble/Ghost Images™™"
Somewhat Worse 5 46 1 11 5 6.1
Much Worse 1 09 4 . 43 0 1}
“Sensitivity to Bright Lights™* _
Somewhat Worse 13 120 ] B.5 5 13
Much Worsa 5 46 6 6.5 7 85
“Ditficulty with Night Visian™ 77
Somewhat Worse 16 148 9 948 13 159
Much Worse 12 1.1 8 87 6 13
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D. Hyperopla

One hundred and tweaty-four (124) subjects, treated at eight U.S. centers were
used for safety analyses. The subjects were followed for at least 12 months.

Adverse events are presented in Table 2-4.

“Table 2-4 — Hyperopia Adverse Events (PRK)

6M 12M
Advorse Event Bascription® {n =201} (n=118)
n % [} %
1. Dscrease in BSCVA:
» 2 lines . 2 10 1 09
2Llines 0 0 3 26
Worse than 20/40 0 | 1 049
2 Pre-treatmant BSCVA 20/20 or Better with &
Post-treatment BSCVA Worse than 20/25 0 ¢ 2 2.1*
Past-reatment Worsa than 20/40 0 D 0 0
3, Increase >2.9 D Cylinder ] 9 1. 09
4, Comeal Haze = Grade 2 1] V) 1 049
5. 10P increase
> 51010 mm Hy _ 1 a.5* 1 150
> 10 mm Hy a 0 i, ]
Overcomection>1.0D 4 20 3 26
7. Subjective Pationt Raspnnsu"
“Double/Ghost images™™ :
Somewhat Worse ] 30 6 52
Much Worse 4 20 t 09
“Sensitivity to Bright Lights™**,™
Somewhat Worse n 55 7 6.1
Much Worse 1 03 1 09
=Ditficulty with Night Vision™**,""
Somewhat Worse 8 a0 5 43
Much Worse 2 1.0 2 1.7

* The parcentape of sdverse svents reportad reflacts the actual number of sccurrances reportad divided by the
number of data points avalable for sach visit Therefore, the percent repartad may differ from the apparant
wvalue dua to missing data points. -

=+ Extansive contragt sansitivity and glare tosting under mesopic and photopic conditions did not yield cny'
statistically significant Yosses, nor any losses that could be interprated as chinically significant.

M Reflacts patiant rasponses obtained from subjective questiomaires.
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E Hyperopla with Astigmatism

Two hundred and seventy-six (276) eyes of 172 subjects, treated at seven U.S.
centers were used for safety analyses.

Adverse events are presented in Table 2-5.

Table 2-5 — Hyperopla with Astigmatism Adverse Events (PRK)

Adverse Event
Description

1M
{n=Z75)

{ne=272)

&M
(=272}

aM
{n = 255)

M
{n=237)

n %

%

n %

n %

1. Corneal Enfiltrata/
Ulcer

+*

3 1.1

0

0.0

0 0D

0 o0

2. Persistent Epithelial
Defect at 1 Month
ac Later

0 oD

e

0.0

0 00

0 00

3. Uncontrolled IOP
>5mm Hyg or any
reading >25 mm Hg

4. Lata Dnzet of Haze
Beyond 6 Months

of BSCVA

with Loss of 22 Lines |

of >10 Letters wot
dua to Irregular
Astigmatism as
Shown by Hard
Contact Lens
Refraction, at 6
Months or Later

5. Decreasa in BSCVA

0 0o

6. Retinal Detachmant 0

0.0

0o 00

0 oo

0 040

000

0.0

7. Retinal Vascular
Accidents

0.0

0.0

0.0

0.0

=]

0.0

Thrueyasdevdwﬁwmhﬂmm“nassodawdwﬂhmhmedatemﬂpemﬂve
pediod with nwnhdhtwhplmandalmsohadwmdinimllyslgriﬂwisequelae.

Tmilamemwas1ewmathadaZIineloesdBSCVAatmemmonﬂwileMwasmt

considered anadvarsswentbocauseitwasmtedtomsoweaﬂardlsomtinuaﬁond

serzone medication.

0030-23058

53



Table 2-5A — Hyperopla with Astigmatism Patlent Symptoms: Comparison of Vision
After Surgery (All Eyes with a Pre-Operative Sphere < 5.0 and Questionnaire, n = 206)

Warsen (-=2)* Worsen (=2}
Patient Symptom Description GM(n= 205} 12 M (n= 180)

n % . n %
1. Shampness snd Clarity 7 34 1" 6.1
Z Conslstency of Vision 4 20 3 17
3. Sustained Close Work 13 6.5 19 108
4. Daylight Driving § 3.0 | 9 - 50
5. Night Driving o [ 30 b 34
6. Night Vision with Glare 5 25 1 39
7. Resading in Dim Light 8 40 - 16 8.0
8. Ganeral Vision in Dim Light 17 8.5 25 140
8. Overall Visual Comfort 0 0.0 o 0.0

* Thistablareﬂeclsmeresponsasmapaﬁeuiquesuomalmmamleoﬁ {poorito 5
{excelient). Responses at 6 and 12 months were compared to the pre-operative responses,
The results presented refiect changes in response from baseling. :

The following post-operative complications were noted at a frequency of less than
1% at any visit: corneal edema, recurrent comeal erosion, foreign body sensation,
ghost/double images. '
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252 LASIK Adverse Events and Complications
A Myopia with or without Astigmatism

Twelve hundred and seventy-six (1276) eyes were used for safety analyses. Eight
hundred and sixty-seven (867) eyes were followed for at least 6 months. The
following Adverse Events (AEs) occurred at a rate of less than 1% at 6 months:
Loss of 2 or more lines of BSCVA; BSCVA less than 20/40; increase of 2 D or
more of cylinder; BSCVA less than 20/25 when the pre-operative eye was 20/20 or
better; flap edema; interface epithelium; persistent staining; stromal edema;
uncontrolled IOP; and wrinkling of the cap.

The following Adverse Events (AEs) did not occur: Corneal infiltrate or ulcer;
melting of the flap; late onset of haze; retinal detachment; retinal '
vascular accidents.

Intra-operative complications are presented in Table 2-6.

Table 2-6 — LASIK intra-Oparative Complicatlons {n = 1276)

Damagae to Epithelium 7 10.5%)
Epithelial Defoct 8 10.6%)
Free Cap ' 54 (4.2%)
Oval Keratactomy 9 (0.7%)
Small Flap 2 {0.2%)
Small Flap with Thin Flap 1{0.1%)
Surgery Aborted: inadequate Flap 2 {0.2%)
Thin Flap 4{0.3%)

Patient Findings

Patients graded their glare, halo, and visual fluctuations complaints before and at
3 months post-operatively. Severe glare was reported in 9% of subjects
pre-operatively while 6% of subjects complained of severe glare at 3 months
post-operatively, Severe halos were reported in 9% of subjects pre-operatively
while 4% of subjects complained of severe balos at 3 months post-operatively. Four
percent of subjects reported severe fluctuations pre-operatively while 2% of
subjects complained of severe fluctuations at 3 months post-operatively.
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3.0 PRK and LASIK Clinical Results

3.1 PRK Clinical Results
3.1.1 Low Myopia

A prospective, non-randomized, unmasked, multicenter clinical study was
conducted. The refractive inclusion criteria specified that the primary cye have
myopia of -1.0 to -6.0 D spherical equivalent at the comeal plane with refractive
astigmatism less than or equal o 1 D.~ _ .

Patients who exhibited any of the following conditions were excluded:
keratoconus; active ocular disease likely to affect wound healing; unstable central
keratometry readings with irregularly shaped mires or corneascope photographs
with broken central rings; use of systemic medications likely to affect wound
healing; and an immunocompromised status. :

A About the Study

Nine hundred and nine (909) eyes treated at 6.0 mm comprised the cohort of eyes
used for safety evaluations. These 909 eyes were treated between May 1992 and
May 1995. Efficacy evaluations were done on 480 eyes from the 309-eye cohort.
These 480 eyes were treated between May 1992 and October 1993 at ninc
participating centers. The patients were evaluated pre-operatively, every 24 to 48
hours post-operatively until re-epithelialization, and at 1, 3, 6,12, 18, and 24
months post-treatment. - :

Both pre- and post-operatively, the patients were asked whether they experienced
any visual symptoms. Following surgery, satisfaction with the procedure was -
assessed periodically. Objective measurements included: uncorrected and best
spectacle corrected visual acuity (UCVA and BSCVA), manifest refraction,
keratometry, intraocular pressure (IOP), pachymetry, clinical assessment of
comeal clarity (haze), the anterior chamber, vitreous, retina and lens, and
assessment of complications or adverse events.

Additional post-operative evaluations were performed in subsets of subjects
as follows: cycloplegic refraction, corneal topography, glare testing, contrast
Isensitivity, endothelial cell counts, and visual fields.

B. Patient Accountabllity

The cohort evaluated for safety was comprised of 909 eyes treated. The cohort
evaluated for efficacy was comprised of 480 eyes representing the subset of eyes
that met the inclusion criteria and completed =2 years of follow-up.
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C. Data Analysis And Results
1) Pre-Operative Characteristics

Pre-operative characteristics are presented for 480 eyes treated with a 6.0 mm
ablation zone and =2 years follow-up:

Table 3-1 — Low Myopla: Pre-Operative UCVA (n = 480)°

20/100 orWorse’ 20150 to 20/80 20/25 to 20/40
n % n % n %
454 04.8 24 5.0 2 0.4

* Percentages may not add to 100.0 due fo rounding.

Table 3-2 — Low Myopia: Pre-Opaerative BSCVA {n = 430)"

20/40 20/30 to 20/25 20/20 or Better
n % n % n %
1 0.2 13 27 466 971

*  Percentages may not add ta 100.0 due to rounding.

Table 3-3 — Low Mycpia: Pre-Operative Myopia/Spherical Equlvalent (n = 480)*

Ato<-2D 2to<-3D. 3to<4D At0<-5D Sto-6D
n % n % n % | n % n %
37 77 75 156 | 119 248 | 128 267 | 121 252

*  Percentages may hot add to 100.0 due to rounding.

2) Post-Operative Results

Table 3-4 represents a summary of efficacy data for 480 eyes treated and 22 years
follow-up stratified by pre-treatment myopia. This table presents data based on the
Last Observed (LO) data analysis. The LO analysis presents data from the initial
treatment only; thus, data for eyes after retreatment are excluded.
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Table 3-4 — Low Mycpla: Efficacy > 2Years Follow-up™
First Treatment Only (Last Observed) {n = 480}

At0<2D |-2to<-3D | -3to<-4 D dto<-5D| -St0-6D ALL
Pre-treatment Myopia {n =37 (ne75 (n=119 {n=128 {n=121% {n =480
Eyes} Eyas) . Eyes} Eyes) Eyes} Eyes}
Efficacy Paramater n % n % n % n % n % n %
1. UCVA 20/20 or Batlor 26 70| 51 680 s55| 77 602| 60 496| 280 583
{Pre-treatment: n = 0) .
2. UCVA 20/25 or Better 32 BES| 63 B4D 7731103 s05| 93 769 383 798
{Pre-treatment: na 0)
3. UCVA 20/40 or Better 35 O48| 72 060[ 110 924 [ 121 945) 112 926 450 9338
(Pre-treatment: n = 2) :
4. Dev. From intended 33 917¢| 69 920 111 933|113 883 106 876|432 902¢
Within£tD
5. Dov.From intended=1D | 35 1000t 74 98.7] 119 1000|127 982] 118 975| 474° 99.0%
{Not Ovarcorrected) .

6. Dev.From Intended=-1D| 33 o017¢| 70 033 | 111 633} 114 891 [ 108 901 [ 437 91.2%
(Not Undercorrected) .
7 Cases With BSCVA 20120 | 39 8573 61 824%| 86 748% 95 76.0% 67 757%[369*f 77.4%
of Better Pre-traatment .

and UCVA of 2025 or
Better AND a Spherical
Equivalent Betweon )
40D and +0.5D
Post-treatmant _
8: Spherical Equivalent o ool o 00| 0 00| 0 00 1 08 1° 02

>+10

*  One patient did not stay to have refractive exam.,

t 15 other eyes had pre-treatment BSCVA worse than 20/20.
** Foliow-up based upon eyes trazted on or before 10/20/83,
1 These values were calculated using an {n) value slightly smaller than tha (n) shown in the

column heading due to missing measuraments.

a)  Uncomected Visual Acuity (UCVA)

Table 3-5 shows the distribution of uncorrected visual acuity, pretreatment and
post-treatment. Pre-operatively, 0.4% of eyes had a UCVA better than or equal to
20/40. At 1 month after treatment, 32.3% of the eyes had a UCVA of 20/20 or
better and 89.7% were 20/40 or better. At 2 years or more post-treatment, 58.3%
of the patients were 20/20 or better and 93.8% were 20/40 or better.
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Table 3-5 — Low Myopla: Uncorrected Visuat Acuity (UCVA) (n = 450)

Visual Preop 1M M EM C12ZM 18M x4 M
Aculty (n=480) | (n=436) | (n=415) | (A =421) | (n=344) {n=294) { (n= 480}
n % |ln % n %|n %ian %|n %in %
m:or 0 0.0]141 32.3)187 451|235 55.8|219 63.7| 193 65.6(280 53.3
r
gm:- 2 0.4 [250 57.3]197 475|163 38.7|108 31.4| 87 29.6]170 35.4
20/50 - 24 50|40 902{28 67|23 55|16 47113 44|28 58
20130
201000r (454 946] 5 11| 3 07| 0 00| 1 03| 1 03{2 04
Worse

b) Reduction of Myopla

In Table 3-6, the spherical equivalent data (based upon manifest refraction)
demonstrates the reduction of myopia, with most cases near emmetropia
(defined as a spherical equivalent within + 1 D of intended) post-treatment.
At 1 month post-treatment, 86.9% of the eyes were + | D and at =24 months
post-treatment this percentage had increased to 90.8%.

There is an initial hyperopic overshoot in some cases at 1 month post-treatment
(10.6% of eyes had a spherical equivalent of =+1 D). Bowever, thereisa
statistically significant decrease of this effect at 1 and 2 years post-treatment
(1.2% and 0.4% of eyes, respectively, remained =+1 D).

Table 3-6 — Low Myopia; Reduction of Myopia (n = 480)

“Preop 1M am &M 12M 18 M =24 M
Spherical | 2 480) | (n=434) | (02 411) | (n=419) | (n=342) | (n=234) | (n = 479"}
Equlvalent

n % n % n % n % n % n % n %
Myopia 368 767| 1 02| 2 o5} 4 10| 1 03|41 03 1 02
=-3D )
Myopla 75 156/ 3 o7} 7 17| 3 07| 1 03| 2 07| 3 O
2-¢3D :
h:wzlaw 37 77130 69|41 100]3¢ 8142 123]33 112|861 127
+0.5D 0 0.0 |207 68.4 (286 69.6(300 746|254 743|214 724|339 T04
+10 1 02 {377 669370 90.0|387 024)309 904|269 915|435 9038
Hyperopia 0 00|37 85|10 24| 7 17| 3 081 2 07| 2 04
*==<+2D
Hyperopla o o0|l7 16| 3 o7}j1 02l1 03ja¢ 00| O OO
+2-<+3D
Hyperopia | o 00| 2 o0s| 0 o0|{0 00| 0 00| 0 00| 0O 00
=+3D
*  Ona patient did not stay to have refractive exam.
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c) Deviation from Intended Correctlon (Predictability of Outcome)

In Table 3-7, the predictability of outcome has been assessed as the extent of
deviation from intended correction (i.c., difference between achieved correction
and intended correction). The intended final refractive error may not have been
plano in certain cases (i.¢., intended undercorrection for monovision). The percent
of cases within & 0.5 D and # 1 D, respectively, of attempted correction remains
relatively stable throughout the 24-month period. At 2 or more years, 90.2% of
cases were within £ 1 D of attempted correction.

Table 3-7 — Low Myopla: Deviatlon From Intended Correction (n = 480)

14 - 3M 6M 12M 1M =24M
Diopter (n=d34) | (n=411) | (n=419) | (n=342) | (n=294) [ (n=479°)
' n % n % n % n % n % n %
=0.5 261 60.4 1265 64.5|288 687|233 6841|203 €9.0 (309 645

=1 263 83.6 | 362 881 [384 916|310 916|270 91.8 (432 802

*  One patlent did not stay 1o have refraciive exam.

 3)  Stability of Qutcome

Stability of mean line improvement in UCVA and mean deviation from intended
correction between the 12- to 18-month, 18- to 24-month, and 12- to 24-month
time periods were assessed to evaluate stability of the visual and refractive
outcome. There are no statistically significant differences in mean lines improved
between any of the time periods assessed (p>0.75). Therefore, the mean line
improvement in UCVA following treatment with the VISX STAR 52 System
remains stable over the 12-, 18-, and 24-month periods. When all eyes evaluated
at each visit are plotted, the curve is not statistically significantly different.

Stability of the mean spherical equivalent has been assessed at each of the 1-, 3-,
6, 12-, 18-, and 24-month time points following initial treatment. Results of this

analysis show that the mean pre-operative refractive error of -4.07 D was reduced
to almost plano (-0.08 D) at 1 month following treatment. At 3 months the mean
myopia is -0.19 D and remains unchanged at 6, 12, 18, and 24 months. There is no
statistically significant difference in the amount of myopia at each follow-up
period (p=0.15).

Myopic shift (regression of effect) has also been assessed using the data available

at pretreatment, 1, 3, 6, 12, 18, and 24 months. Myopic shift based on mean
spherical equivalent over time during the follow-up period is not statistically
significant (p>0.15). Although 43/247 eyes (17.4%) had a myopic shift of -0.5D
from 12 to 24 months, only 7/247 (2.8%) of those eyes had a myopic shift of

z-1D. : -

0030-2305B

o



4) Retreatments

Retreatment data are presented for the initial cohort of the 909 eyes treated with
a 6.0 mm ablation zone, Patients were eligible for retreatment after 6 months of
follow-up. Thirty-three eyes (3.6%) were retreated. The data analyses for

retreatment are presented in Table 3-8 through Table 3-12.

Table 3-8 — Low Myopla:

Summary of Retreatment (n = 909}

Percentage of Percantage of
Reason for Number of Eyes Retreated Eyes All Eyes
Retraatment {n=33) . {n=909)
Regression* g 273 1.0
Undercorrection® 12 36.4 1.3
Ragression w/Haze 5 15.2 06
Undercorrection w/ 3 9.1 - 0.3
Regression and Haze 1 .
Other: Decentered 4 121 0.4
Ablation, Haze, Induced
Cylinder
Total 33 100.0 36
* ﬁegmssion: a myopic change in spherical equivalent of more than 0.5 D.
* Undercorraction: deviation from intended commection of < 0.5 D.
T Haze: a grade of a1 al any me prior lo retreatment.
Table 3-89 — Low Myopia: UCVA la Retreatment Cases (n = 33
Pre-Treatment Beofore Retreatment |  After Retreatment
UCVA n "% n % n %
Better than 20/20 0 0.0 0 0.0 2 7.4
2020 ~ 20/40 0 0.0 0 0.0 20 M4
20/50 — 20180 0 0.0 28 84.8 4 14.3
20/100 or worse 33 100.0 5 15.2 2 7.1
Total 33 100.0 33 100.0 28" 100.0

" Represents 33/909 (3.6%) of eyes requiring retreatment.
** 5 ayes did not have a visit = 6 months after retreatment.
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Table 3-10 —— Low Myopia: BSCVA In Retreatmant Cases (n = 33

.BSCVA Pre-Treatmont | Bofore Retreatment | After Retreatment
n % n % n %
Better than 20/20 4 121 2 6.1 4 14.8
20/20 27 818 | 21 636 | 18 66.7
20/25 2 6.4 5 152 4 14.8
20/30 0 0.0 4 12.1 0 0.0
20/40 0 0.0 0 0.0 1 37
20/50 0 0.0 1 3.0 0 0.0
Total 33 1000 | 33 1000 | 27 100.0

* Represents 33/802 (3.6%) of eyes reguiring relreatment.
- 5ayesdldnothamvisltxemonthsaﬂefmtreatmmt()neayehadnﬂssingBSCVAatthe\rlsll

after retreatment.

Table 3-11 — Low Myopla:

Spherical Equivalent In Retreatment Cases (n = 33

Spherical Pro-Treatment Before Retreatment | After Retreatment
Equivalent n o, n % n %
Mycpla>-3D 28 84.9 2 6.1 1 36
Myopia>-2--3D 4 12.1 5 15.2 1 36
Myopla > <1 --2D 1 3.0 150 45.5 4 14.3
+05D 0 0.0 2 6.1 14 50.0
+1D 0 0.0 10 30.3 2 78.6
Hyperopla > +1 - +2D 0 0.0 1 30 0 00
Total 33 100.0 33 100.0 28"  100.0

*  Reprasents 33/906 (3.6%) of eyes requiring retreatment.
* 5 ayes did not have a visit = 6 months after retreatment,
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Table 3-12 — Low Myopla: Haze in Retreatment Cases (n = 33)*

Haze Pre-Treatment Before Retreatment | After Retreatment
n % n % n %
0.0-0.5 Trace 33 100.0 28 84.8 25 82,6
1-1.5 Mid ¢ 0.0 3 21 1 37
20 Moderate 0 0.0 2 8.1 0 00
3.0 Severe 0 0.0 0 0.0 1 a7
Total 33 100.0 a3 100.0 27 100.0

* Represonts 33/909 (3.6%) of eyss requiring retreatment. :
** 5 syes did not have a visit 2 & months after retreatment. One eye had missing Hazs score at
visit after retreatment.

5) . Adverse Events
Refer to Table 2-1 in Section 2.5.1.

3.1.2 High Myopia

A prospective, non-randomized, unmasked, multicenter PRK clinical study was
conducted. The refractive inclusion criteria specified that the primary eye have
myopia of between -6.0 and -12.0 D spherical myopia at the spectacle plane
(with a vertex distance of 12.5 mm), and concomitant reduction or elimination
of refractive astigmatism of up to 4.0 D at the spectacle plane (with a vertex
distance of 12.5 mm) as determined by minus cylinder refraction. There were a
total of 200 eyes treated (157 primary eyes and 43 fellow eyes). Patients who
exhibited any of the following conditions were excluded: keratoconus; active
ocular disease likely to affect wound healing; unstable central keratometry
readings with irregularly shaped mires; use of systemic medications likely to
affect wound healing; or patients with an immunocompromised status.

A.  Aboutthe Study

Treated eyes were followed for at least 12 months. Analyses of results were
performed for 6 months and 12 months visits. Effectiveness analyses included:
reduction of astigmatism, vector analysis (intended versus achieved, residual
cylinder), stability of correction over time, and uncorrected visual acuity. Safety
analyses included: closely examining best spectacle corrected acuity losses of two
or mare lines (“significant logses™), slit lamp findings (e.g., haze), and IOP
increases. Eyes with examinations at the 6-month and 12-month visits prior to
retreatment are included in the effectiveness analyses. This approach is meant to
present the data and not overstate effectiveness results. Safety issues are reported
regardless of treatment or retreatment.
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B. Patient Accountabllity

Two hundred (200) eyes of 157 subjects, treated at two interational centers
(one in Canada and one in England), were used for safety and effectiveness
analyses. One hundred and fifty-six (156) eyes out of 171 were available for
follow-up visits at 12 months.

C. Data Analysis and Results
1) Pre-Operative Characteristics
Pre-operative characteristics for the 200 eyes are presented in Table 3-13.

Table 3-13 — High Myopla: Pre-Op Refractive Emor Stratified by Diopter Sphere
and Cylinder (n = 200)

Pre-Operative Sphere
Pre-Op | 61to | 7110 | 8110 | 9.1t0o | 105t | tL1to Yotal
Cylinder| 7.0 8.0 9.0 10.0 11.0 120 -
n=g7 | n=43 | n=a27 | n=20| n=10| n=7 n %
0.00 20 | 10 4 3 1 1 39 | 195
001to | 35 20 13 10 4 4 87 435
1.00
101to | 23 14 9 4 4 2 56 28.1
2.00
~201t 7 2 0 2 1 0 12 6.0
3.00
3.01to0 1 3 1 1 0 0 6 30
4.00 :

2) Post-Operative Resuits
a) Uncorrected Visual Aculty (UCVA)

At 12 months following treatment, 140/156 (89.7%) of eyes were 20/40 or better,
125/156 (80.1%) were 20/30 or better and 79/156 (50.6%) were 20/20 or better. No
eye was worse than 20/200 unaided. _

Table 3-14 presents a matrix that summarizes the post-operative uncorrected
visual acuities of eyes treated stratified by pre-operative UCVA. While no eye was
better than 20/200 pre-operatively, regardless of the pre-operative UCVA, the
majority of eyes (88.9% at 6 months and 89.7% at 12 months) were 20/40 or
better after treatment. This represents a substantial improvement in uncorrected

_ visual acuity sustained over time.
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Table 3-14 — Righ Myopla: Post-Operative UCVA Stratifled by Pre-Operative UCVA

Pre-Op _ 6 M (n = 138) 12 M {n = 156)
{n = 200)

{ucva n 1< 20720 120/20-25] 20/30-40 | > 20/40 | < 20/20 |20/20-25| 20/30-40 | > 20/40
20/200 6 1 4 0 1 1 3 1 '
20/400-

600 50 9 26 10 5 8 24 | 10 3

=20/800 | 144 | 23 &7 a7 16 15 48 30 12

Total 200 | 33 97 47 22 24 75 41 16
(6.7 | (487 | (238) | (11.1) | (15.4) | (48.1) | (26.3) (10.3)

b) Best Spectacle Corrected Visual Acuity (BSCVA)

Best spectacle corrected visual acuity (BSCVA) was analyzed at the 6-month and
12-month visits. No eye was worse than 20/40 pre-treatment.

At the 12-month visit, 126/156 (80.8%) are 20/20 or better and 153/156 (98.1%)

are 20/40 or better. Three eyes had a BSCVA that was worse than 20/40, although

" none was worse than 20/80. One of these eyes had progressive nuclear sclerosis

which decreased the BSCVA from 20/20 to 20/80 (this patient later recovered _

~ BSCVA to 20/20 following lens extraction). The reduction of BSCVA in the other
two eyes were atiributed to an anomalous refraction and decentered ablation

(which later recovered to 20/30) in one eye and an irregular astigmatism in the

other eye (this eye was 20/40 at pre-op).

Table 3-15 — High Myopia: 12-Month BSCVA Stratified by Diopter of
Pre-Operative Sphere (n = 156)

Pre-Operative Sphere
Post-Op | 6.1t 7.4to | 8110 | 9.1to | 10.4t0] 11.1t0 Total
7.0 8.0 8.0 10.0 110 12.0

BSCVA na71| n=38) n=20| n=45| n=7 n=5 n %
204012 § 13 2 4 2 0 0 21 135
2011518 [ 25 12 6 1 0 0 44 28.2
20/20 25 19 5 7 3 2 61 39.1
20{25 4 3 3 1 2 2 15 9.6
20/30 2 2 0 a 2 1 10 64
20/40 0 0 2 o 0 0 2 1.3
< 20740 e 0 9 1" 0 0 3 19

- 8885115-2 (20/40 to 20/60—due o reguiar astigmatism)

* (189 {20116 to 20/60—dus to an anomalous refraction and decentarad ablation) and 8411-1
{20420 to 20/60—dus to progressive ruclear sclerosis)
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Best spectacle corrected visual acuity was also assessed by the number of lines of

visual acuity gained or lost compared to baseline. This analysis was conducted on

data from the 6-month and 12-month data. Seventeen (17/199 or 8.5%) eyes lost 2

lines or more of BSCVA at 6 months post-op, though not one of these eyes had an

acuity that was worse than 20/40. By 12 months, the number of eyes that lost 2 or -

more lines of BSCVA had diminished to nine eyes (9/156 or 5.8%) and four
(4/156 or 2.6%) had lost more than 2 lines of BSCVA.

c) Reduction of Mean Spherical Equivalent

The mean spherical equivalent was reduced at all time periods examined. .
The mean pre-treatment manifest refractive spherical equivalent was -8.27 D.

At 6 months -0.16 D was the mean spherical equivalent or a mean reduction of
£.11 D (a mean reduction of 98%). At 12 months the mean spherical equivalent
was -0.25 D which represents a mean spherical equivalent reduction of 8.02 D
(a mean reduction of 97%).

Table 3-16 — High Myopia: Mean Spherical Equivalent Over Time

Pre Qp {n = 2040) 6 M (n=199) 12 M (n = 156)
Mean 8.27 0.16 0.25
Median -7.88 0.00 -0.13
sD 147 1.12 1.02
Min -12.00 -7.00 -4.25
Max £.25 3.00 250

3) Stability of Outcome

The stability of outcome is demonstrated by a change of 1 D or less in manifest
spherical equivalent between the 6 and 12-month visits. Of the 200 eyes initially
treated, 155 had both a 6 and 12-month refraction. Of these, there were 133/135
cyes (85.8%) that had a change of not more than 1 D of manifest spherical
equivalent between the 6 and 12-month visit.

The reduction in spherical equivalent is stable and the difference between the
6 and 12-month values are not statistically significant (p>0.05).

4)  Retreatments

Three eyes were retreated (3/200 or 1.5%) during the study during the initial
12 months after primary treatment. In each case retreatment resulted in visual
tecovery 1o at least the pre-operative level. Table 3-17 below summarizes the
3 retreatment cases that occurred during the 12-month follow-up period.
Retreatment was performed to address post-operative imregular
videokeratographic maps, regression and haze, and irregular astigmatism.
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Table 3-17 — High Myopla: Re-Treatment Summary

_ Post-Retreatment
Pre-Treatmant Pre-Retreatment at LastVisit
Sublect | ycva | BSCVA | UGVA | BSCVA | UCVA BSCVA
7494-2 800 20 200 40 100 15
7432834 800 20 400 40 200 20
97971 800 20 200 30 25 20
5) Refractive Cylinder Over Time
Table 3-18 — High Myopia: Observed cwinder OverTime _
Pre-Op (n =200) 8-Month {n = 199) 12-Month {n = 156)
Mean 40.99 -0.43 -0.41
Modian -0.75 _ : -0.25 0.25
SD 0.85 0.56 0.56
Min 0.0 0.0 0.0
Max 4.00 ' 4.00 3.25

6) Adverse Events
Refer to Table 2-2 in Section 2.5.1.

~ 3.1.3 Myopia with Astigmatism

A prospective, non-randomized, unmasked, multicenter clinical study was
conducted. The refractive inclusion criteria specified that the primary eye have
myopia of -1.0 to -6.0 D spherical equivalent with between 0.75 and 4.5 D of
refractive astigmatism, There were a total of 116 eyes treated (71 primary eyes
and 45 fellow eyes). Patients who exhibited any of the following conditions were
excluded: keratoconus; active ocular disease likely to affect wound healing;
unstable central keratometry readings with irregularly shaped mires; use of

© systemic medications likely to affect wound healing; or

immunocompromised status.

A.  About the Study

" One hundred and sixteen (116) eyes were treated. These eyes were treated
between August 1993 and June 1995. The patients were evaluated pre-operatively,
every 24 to 48 hours post-operatively until re-epithelialization, and at 1, 3, 6, 12,
and 21 months or later after-treatment. Eyes were analyzed for: reduction of
astigmatism, vector analysis of intended versus achieved refractive cotrection,
residual refractive cylinder, stability of refractive correction over time, and
uncorrected visual acuity.
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Additional parameters were analyzed by closely examining best spectacie
visual acuity losses of two lines or more (significant losses), endothelial cell
counts, contrast sensitivity results, glare results, patient subjective symptoms
(e.g., worsening of double vision, sensitivity to bright lights, and night vision
disturbances), clinical signs (e.g., haze), and IOP increases, in addition to the
adverse events as reported by the investigators and monitored throughout the
course of the study. . '

B. Patient Accountability

One hundred and sixteen (116) eyes of 71 subjects, treated at five centers in the

United States, were used for safety and effectiveness analyses. Eighty-two (82)
eyes out of 91 were available for follow-up visits at 24 months or longer.

C. Data Analysis and Results
1) Pre-Operative Characteristics
Pre-operative characteristics for the 116 eyes are presented in Table 3-19.

Table 3-19 — Myopla with Astigmatism: Cohort Pre-Operative
Refractiva Characteristics (n = 116} '

: Spherical Spherical

All Cohort Eyes (n = 116) Equlvalent Myopla Astigmatism

Mean 434D 352 -164D

SD 14 1.52 0.71

Range -1.38—--663D 0.00--6,00D -0.75--4.00D
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2) Post-Operative Results

The following table represents the number of eyes in which data were collected
for the particular field at the indicated visit intetval.

Table 3-20 — Myopla with Astigmatism;: Eyes Tasted at Each Visit*

Examined | Refracted | BSCVA UCVA Con Sen Glare
Pre-Op 116 116 116 115 111 m
&M 108 108 104 106 90 87
12M 92 ag 89 90 74 74
Final Vislt 84 a2 82 82 66 &7

*  Not all paramaters were available for each patient at each examination.

-a) Uncorrected Visual Acuity (UCVA)

Table 3-21 is a distribution of uncorrected visual acuities (UCVA) stratified by
pre-operative refractive cylinder the at final visit. At the final visit 91.5% {75/82)
of eyes treated attained 20/40 or better vision without correction and 81.7% (67/
82) attained an uncorrected visual acuity of 20/30 or better. No eye was able to
attain 20/40 uncorrected acuity pre-operatively.

Table 3-21 — Myopia with Astigmatism: Final Visit UCVA of Cohort Eyes Stratified by
Diopter of Pre-Operative Cylinder (n = 82*) _

0.75-1.0 [ 11-20 | 21-3.0 | 31-40
AllEyes | AllEyes | AllEyes | AllEyes
= 20/20 12 18 3 | o
< 20/20 — 20/30 8 19 8 1
< 20/30 — 20/40 2 4 1 1
< 20/40 — 20/50 1 2 1 0
< 20/50 - 20/60 0 0 0 0
< 20/60 - 20/70 .0 0 0 0
< 20/70 —20/100 1 1 1 0
< 20/100 - 20/200 0 0 0 0
< 20/200 — 20/800 0 0 0 0
CF orWorse 0 0 0 0
TOTAL 24 4 12 2

* UCVA data for 2 eyes were not available at this visit.
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Table 3-22 — Myopla with Astigmatism: Cylinder Maghltude and Axis {n = 116)

i 6 M (n = 105)" 12M (n=89)~ Final Visit {n = 82} T
Sphare (SIRGARCH |3.18/3.27 972% 3.30/3.36 98.2% 3.22/3.31 97.3%
Cylinder (SIRGARC)* | 1.25/1.47 85.0% 1.18/1.43 B82.5% 1.14/1.44  79.2%
Meaﬁ absolute o
vector axis eror 7.2 1049° 11.5
Mean vector 022D 025D 03D
magnitude error

*  The refractive data for 2 ayes are nhot avallable for this visk.
** The refractive data for 3 eyes are not avallable for this visk.
t  Tha refractive data for 2 eyes are not available for this visit.
3 Surgically Induced Refractive Changelintanded Refractive Change.

b) Reduction of Mean Spherical Equivalent

* The mean spherical equivalent (S.E.) was reduced at all time periods examined
(Table 3-23). Not all eyes were targeted for emmetropia; the mean target was
20.10 D. The mean pretreatment manifest refractive S.E. was -4.34 D. The mean
S.B. was reduced by 92.9% at the final visit.

Table 3-23 — Myopla with Astigmatism: Reduction of Mean Spherical Equivalent

&M 12M Final Visit

{n = 106)° (n=89)" (n=82)
Mean 4,06 4.15 4.03
Median 4.19 4.13 413
SD 1.72 1.60 1.64
Min 0.88 0.88 0.00
Max 8.00 8.63 8.63

*  The refractive data for 2 eyes are not available for this visit.
** The refractive data for 3 eyes are not available for this visit
1 The refractve data for 2 eyes are not available for this visit.
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c) Deviation from Intended Correction (Predictability of Outcome)

The predictability of outcome has been assessed as the extent of deviation

from intended correction (i.¢., difference between achieved correction and
intended correction) by considering mean reduction in spherical equivalent and
cylinder over time. The intended final refractive error was not plano in all cases
(i.e., intended undercorrection for monovision); the resultant mean intended result
was reduced by 92.9% at the final visit. The reduction in absolute cylinder was
62% at the final visit. '

Predictability of outcome was also examined by performing vector analyses of the
refractive data from follow-up visits. Because astigmatic corrections have three
components (sphere, cylinder, and axis), an accurate outcomes assessment can be
obtained only with a vector analysis to determine the magnitude and direction of
change. A summary of the results is included in Table 3-22.

3)  Stabllity of Outcome

Stability of outcome is presented by assessment of UCVA, spherical equivalent
refractive error, and refractive cylinder over time. Over the course of the study, a
significant number of eyes (86.7%, 86.6%, and 91.5% at the 6-month, 12-month,
and final visit, respectively) achieved and maintained uncorrected visual acuity of
20/40 or better. The mean reduction in spherical equivalent was 4.06 D (SD 1.72)
at 6 months, 4.15 D (SD 1.60) at 12 months, and 4.03 D (SD 1.64) at the final
visit. The mean pretreatment cylinder was -1.64 (SD 0.71). The mean observed
cylinder was -0.55 D (SD 0.54) at the final visit. The reduction in absolute mean
cylinder was 1.15 (SD 0.79) at 6 months, 1.08 (SD 0.8 1) at 12 months, and 1.05
(SD 0.73) at the final visit. This represents a 67%, 64%, and 62% reduction in
cylinder at each time point, respectively.

4  Retreatments

Nine eyes were retreated (9/116 or 7.8%) during the study. The majority were
retreated for initial undercorrection of refractive error.
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Table 3-24 — Myopla with Astigmatism: Retreatment Summary

Pre-Treatment Pre-Retreatmant Post-Retreatment **

Patlant UCVA BSCVA UCVA BSCVA UCVA BSCVA
1 80-2 25+3 50 20-2 25 20
2 400 20-2 80+4 25¢ 60 20
3 CF 20 40 20 20 20

4 CF 25 50 +3 25-1 25-3 25-1

§ 400 12 50-2 15 30 20-3
B CF 20 25+2 20 25+1 20
7 B0 20 50 20 30 20
8 200 15 20 -1 15 30 15
9 125 10 50 15 30 15

* The data listing Indicates this BSCVA to be 20/80+4 in emor; the corrsct value is included

for accuracy.

** i ast visit available.

5) Cylinder Axis Shift

Table 3-25 — Myopia with Astigmatism: Distribution of Axis Shift betwean Pre-Op
and Final Vislt Stratified by Pre-Op Cylinder (n = 82)*

Axis Shift 0.75-1.0 11-20 24-30 31-40
{degrees) {n =24} (n=44) (n=12) (n=2)
0-15 21 3 9 2
16-30 1 7 2 0
31-45 1 2 0 0
46 - 60 1 1 0 0
6t-75 0 0 0 0
76-90 0 1 1 0

*  The refraciive data for 2 aves are not availabla for this visit.

6) Adverse Events

Refer to Table 2-3 in Section 2.5.1.
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3.1.4 Hyperopia

A prospective, non-randomized, unmasked, multicenter PRK clinical study was
conducted. The refractive inclusion criteria specified that the primary eye have
hyperopia of between +1.0 and +4.0 D spherical equivalent and no more than
1.0 D of refractive astigmatism. The difference between the manifest and
cycloplegic refractions may be no more than 0.75 D. There were a total of 124
patients treated in the United States supplemented with clinical data from a
Canadian study on refractive errors from +4.0 to +6.0 D. Patients who exhibited
any of the following conditions were excluded: keratoconus; active ocular disease
likely to affect wound healing; unstable central keratometry readings with
irregularly shaped mires; use of systemic medications likely to affect wound
healing; or immunocompromised status.

A.  Aboutthe Study

Treated eyes were followed for at least 12 months. Analyses of results were
performed for 1, 3, 6, 9, and 12 months visits. Effectiveness analyses included
distance uncorrected visual acuity, uncorrected near acuity, refractive error,
stability of outcome, and predictability of outcome. '

Additional parameters were analyzed by examining absolute and relative best
spectacle visual acuity over time, haze, intraocular pressure, induced astigmatism,
contrast sensitivity, endothelial cell study, adverse events, and complications.

B. Patient Accountability

One hundred and twenty-four (124) eyes of 124 subjects treated at eight centers in
the United States were used for safety and effectiveness analyses. One hundred
and twenty-four (124) eyes were available for follow-up visits at 12 months.

C. Data Analysls and Results
1) Visual Aculty

Table 3-26 presents the distance uncorrected visual acuity (UCVA)
pre-operatively and at 1,3, 6, 9, and 12 months post-operatively. Pre-operatively,
5.4% of eyes were 20/20 or better. This increased to 53.3%, 69.7%, and 63.9%
post-operatively at 6, 9, and 12 months, respectively. While 17.9% of eyes were
20/40 or better pre-operatively, 96.0%, 98.0%, and 94.8% were 20/40 or better
post-operatively at 6, 9, and 12 months, respectively.
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Table 3-26 —Hyperopia: Uncorrected Visual Aculty (UCVA)

Pre-op 1M IM aM | 1ZM

M
Visual Acuity (n=166) | (n=166) | (n=158) | {n -’15::} {n=99) | {n=97)

n % ln %|n %|n %{n %|n %

20/20 orBetter | 0 54 | 22 133| 52 329| 80 53.3| 69 69.7; 62 638

|20/25 orBetter | 13 7.8 | 44 265( 96 608110 73.3]| 84 B84.8 78 804

20/32 or Batter | 20 12.0| 79 47.6| 126 79.7|135 90.0| 93 93.8| 91 938

20/40 or Better | 20 17.5| 100 60.2] 139 88.0] 144 96.0| 97 08.0| 92 948

Of hyperopic patients who were 20/20 or better pre-operatively and who were
examined 12 months post-operatively, 9% lost more than one line of Best Spectacle
Corrected Visual Acuity (BSCVA) and no eye was worse than 20/32. Note: It can
be anticipated that there will be a small BSCVA loss on image minification.

2) Refractive Error

All investigators were instructed to use a full plus refracting technique to assure
measurement of maximum manifest hyperopia without cycloplegia. Cycloplegia
was performed on all patients pre-operatively to confirm the full plus refraction and

" to preclude any patient with a large amount of latent hyperopia from being treated.
Cycloplegic refractions were repeated at the 6 and 12-mopth visits. Table 3-27
presents the mean manifest refraction spherical equivalent pre-operatively, and at 1,
3, 6,9, and 12 months post-operatively. :

Table 3-27 — Hyperopla: Manifest Refraction Spherical Equivalent Over Time
All Eyes Targeted for Emmetropia )

Pre-Op iM In 6M 9M 2M
n 192 192 183 175 116 115
Mean (D) 228 | 086 | -050 | -0.18 0.00 0.11
sD 0.84 0.68 0.60 0.51 0.51 0.58
Min 0.38 -3.50 288 2.00 -1.50 -1.63
Max 4.00 1.00 1.00 1.38 175 { 225
Mean+95%Cl |  2.40 0.76 0.41 0.10 010 | 021
Mean-95% Ct | 2.16 095 0.59 025 0.09 0.00

*One patient did not have a manifest refraction at this visit.
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3)  Stability of Outcome

Table 3-28 presents the mean change in manifest refraction spherical equivalent for
all eyes that had 1, 3, 6, 9, and 12-month visits (n = 107). Between the 9 and the 12-

month visits, there was a mean change of 0.11 £ 0.45 D and 104 eyes (97.2%)
experienced a change of not more than 1.00 D.

Table 3-28 — Hyperopia: Refractive Stability: Mean of the Differences In MRSE
{All US Eyes With 1, 3, 6,9, and 12-Month Visits,n = 107}

N D 1and 3M 3and 6 M 6andSM 9and 12 M
n % n % n % | = %

<1.00D &7 813 | 98 916 | 102 953 | 104 972

get;er:e e 0.41 0.32 0.16 0.10

sb 0.74 0.56 0.49 0.45

95% C! 02 021 s 002

In consideration of the unique accommodative patterns of hyperopic subjects, -
refractive stability was further analyzed as a function of corneal power stability and
resultant non-comeal power variation. The mean of the two meridians measured by
standard keratometry (Mean K) was analyzed for the pre-operative, 1,3, 6,9, and
12-month post-operative follow-up visits to demonstrate corneal stability. Total
refractive change at these time points was examined through changes in mean
refractive spherical equivalent (MRSE) in the same eyes.

Table 3-29 presents the mean change of the Mean K for all eyes having a target of
emmetropia that had 1, 3, 6, 9, and 12-month data (o = 105). Between 1 and 3
morith visits, there was a mean change of -0.55 + 0.88 D; between 3 and 6 months,
there was a mean change of -0.22 + 0.69 D; between 6 and 9 months, there was a
mean change of -0.11 + 0.47 D; and between 9 and 12 months, there was a mean
change of -0.03 £0.35D. .

0)30-2305B
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Tabla 3-28 — Hyperopia: Refractive Stabllity: Mean of the Differences
in Keratometry
{All US Eyes With 1, 3, 6, 9, and 12-Month Visits, n © 105)

1and3M 3and6M Gand8M gandi2 M
n % n % n % n %
1.00D 78 743 90 857 | 97 924 | 1056 100
gr;er:e - -0.54 -0.22 011 -0.03
SD 0.88 0.69 0.47 035
5%l o7t 035 020 209

The stability of the keratometry means when compared to their corresponding
manifest spherical equivalent means and the predictive value of age are most
significant and indicate the role of accommodative variation as the most probable
factor in the apparent instability of measurement of the refractive state. This
supports the overall stability of the induced comeal change.

Table 3-30 presents a combination of eyes with pre-operative refractive errors

between +1.00 D and +6.00 D (o = 145) from both the U.S. and Canadian studies
that were treated identically and had follow-up visits at 3, 6, 9, and
12 months post-operatively.

Table 3-30 — Hyperopia: Refractive Stabliity: Mean of the Differences in MRSE
{(All Eyes +1 to+ 6 D With Visits 3 to 12 Months, n = 145)

Maan Pre SE
| 42540 3tobM Gto9 M 9to12M
n % n % n %

=1.00D 134 924 140 96.6 142 ar.9
Mean Difference 0.34 0.15 0.11
sD 0.53 046 0.42

0.25 0.08 0.04
95% ¢l 0.42 0.22 0.18
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4  Predictability of Outcome

Predictability of outcome was determined by comparing the intended MRSE with
the achieved MRSE at each visit. Since target MRSE is not a factor in determining
the accuracy of the procedure, all eyes were used in this analysis. Table 3-31
presents predictability of outcome as measured by post-operative manifest
refraction spherical equivalent within + 1.00 D and £ 0.50 D.

Table 3-31 — Hyperopia: Predictability of Outcome: Intended vs. Achleved

(All Eyeas)
1M 3M &M M 128
(n=222) {n=213) {n=201) {n = 116) {n=115)
n % n % n % n % n %
Within 78 351 119 5591 1490 741 | 91 784 | 87 757
0.50 D
Within 144 849|172 808 182 '605] 111 957 | 106 922
100D
*One eya did not have a refraction al this visk.
5) Adverse Events
Refer to Table 2-4 in Section 2.5.1.
0030-23058
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3.1.5 Hyperopia with Astigmatism

A prospective, non-randomized, unmasked, multicenter PRK clinical study was
conducted, The refractive inclusion criteria specified that the primary eye have
naturally occurring hyperopia of between +0.5 and +6.0 D sphere at the spectacle
plane with between +0.5 and +4.0 D of refractive astigmatism at the spectacle
plane, as determined by manifest refraction. The difference between the manifest
and cycloplegic refractions may be no more than 0.75 D and no more than 15
degrees (axis). There were  total of 172 patients treated in the United States.
Patients who exhibited any of the following conditions were excluded:
keratoconus; active ocular disease likely to affect wound healing; unstable central
keratometry readings with irregularly shaped mires; use of systemic medications
likely to affect wound healing; or immunocompromised status.

A About the Study

Analyses of results were performed for 1, 3, 6, 9, and 12 months visits.
Effectiveness analyses included distance uncorrected visual acuity, uncorrected
near acuity, refractive error, stability of outcome, predictability of outcome, and
cylinder correction analysis.

Additional parameters were analyzed by examining best spectacle visual acuity,
change in best spectacle visual acuity, haze, intraocular pressure, induced
astigmatism, contrast sensitivity, endothelial cell study, adverse events,

and complications. . :

B. Patient Accountability

Two hundred and seventy-six (276) eyes of 172 subjects treated at seven centers in
the United States were used for safety and effectiveness analyses. Subject
accountability was 99%, 93%, and 88% at 6, 9, and 12 months. _

C. Data Analysis and Results
1) . Summary of Safety and Effectiveness

The key safety and effectiveness variables over time are presented in Table 3-32.
The key safety and effectiveness variables stratified by pre-op MRSE at 12 months
are presented in Table 3-33. ‘
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Yable 3-32 —H

ropla with Astigmatlsm: Summary of Key Safety and
Effactiveness Variables OverTime

=207

Change <1.00 D

{887, 95.4)

7

™ 3IW M N 1ZM
Critaria n % n % n % [ % n
{95% CI) (95% C1) {95% Ci) (95% C1) {95% CI)
n=192" n n n =190 n
UCVA 20720 orbefter | 30 15.7 | 85 452 ( 134 600 [ 108 61.2'( 88 587
{10.5,20.8) | (38.1,52.3) | (53.0,67.0) | (54.1,684} | (51.2.66.2)
UCVA 20/40 or betler | 138 71.2 | 171 010 | 187 084 | 174 078 | 163 978
(64.8,776) | (86.9,95.1) | (96.6,100) | (95.6,99.9) | (95.3, 99.9)
n=234"F ns=233 n=230 n=231 n=218 ns=205
31 133 | 87 G378 316 502 | 113 51.8 | 100 488
UCVAZ020 orbetter | o o 577 | (316, 44.1) | (438, 56.7) | (452,585) | (418, 558)
UCVA 20/40 or better | 160 687 | 205 B89.1 [ 223 965 ( 208 g5.4 | 185 951
(62.7,746) | (85.1,83.2) | {94.2,88.9) | (92.6,08.2) | (82.2,98.1)
n=252 n=251 n=248 n =249 n=231 n=217
[MRSE % 0.50 D B4 335 | 157 ©63.3 | 159 €30 | 144 623 | 132 60.B
(27.6,38.3) | (57.3.69.9) | (57.9,60.8) | {56.1,68.6) | (54.3,67.3)
[MRSE £ 1.00 O 178 709 | 216 867 | 217 €71 | 187 B1.C | 166 765
_ (65.3,76.5) | (82.5,90.8) | (83.0,91.3) | {75.9,860) | (70.9,82.1)
MRSE £2.000 731 020 | 242 976 | 244 980 | 226 918 | 210 968
' (95.7, 99.5) {96.0, 99.7)

n=207

(64.4, 89.1)

167 807 | 176 ©50 | 196 947 | 198 957
(75.3.86.1) | (80.2,89.9) | (91.6,97.7) | (92.9,988.4)

0.53

0.44

0.19

n=254 |

‘=276 nm=215 n=272 n-
Loss of = 2 Lines 37 135 8 2.0 1] 2.2 3 1.2 1 04
BSCVA _ 94,175 | (08.48) (0.5, 4.0 {0.0,25) {0.0,1.2)
Loss of > 2 Lines 22 8.0 5 18 4 1.5 0 0.0 [1] 0.0
BSCVA {48, 11.2) {0.2,3.4) (0.0, 2.9) (0.0, 6.1) {0.0,6.4)
BSCVA worse [ 22 1 0.4 2 0.7 2 68 1 04
than 20/40 (05,3.8) 00, 1.1) | (0.0,18) (0.0, 1.9) {0.0,1.2)
Increase>2D 0 0.0 4 0.0 ] 0.0 0 0.0 0 0.0
Cylinder (0.0, 5.9) (0.0, 5.9) {0.0,5.9) (0.0,6.1) {0.0,6.4)
n =220t n=219 n= 216 n=7 n=201 n =188
| BSCVA worse i 05| 0 00| 0 @b | o0 00 0 00
than 2040 (0.0, 1.3) (0.0, 8.7 {0.0,6.7) (0.0,6.9) (0.0,7.1)

*  Excluding eyes intentionally overcomected for monovision.
T BSCVA 20/20 or batter pre-operatively.
$ Includes eyes with a pre-oparative BSCVA worse than 20/20.
" ** Includes only eyes with all vislts.
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Table 3-33 — Summary of Key Safety and Effectiveness Variables Stratified by

Pre- Op MRSE (12 Months)

Criterla 110199 | 260299 | 316389 | 410498 | 5059 | 60699 | 710798 | Cum Total
W, (%) | N, (%) | o, (%) | W, (%) | 0N, (%) | o, (%) | N, (56) | N, (%)
(%C) | (%C) | (WCh | (&Ch | (ACh | (%Ch | (%C) | (%CY

Effectivenass Varishles '

n=167 n=3] n=53 a=3? [ Y- ] n=12 =2

UcvA200 |36 973 [52 981 (35 946|26 100 {12 10012 100 [N

20/40 - T

orbatter " [(g2.1,100) | (94.5, 100} | (87.3, 100) | (808, 100) | (1.7, 100} | {30.7, 100}

R=205 acld uxhd n=i8 =3 A= n=i -

uovAZ M 139 975 |57 966 (s a17f;s om1 |18 o0 f4 00 |

orbettar™* | (92.7, 100} | (92.0, 100) | (83.8,99.51 | {91.4, 100) | {76.9, 100} | {51.0, 100] 3

a=217 n={l n=63 andd n=3d ‘a2 n=# -

wnse |2 780 @0 635 [0 ses[1s 529 |9 43 |3 750 [N 132 608

H-0500  |(65.4,907)| (515, 75.4) | (433, 60.9 | (36.2,69.7) {204, 61.5) | (326, 100) [N {54.3,67.3)

MASE 3 o1 |s2 25 138 77|24 708 (10 455 |3 7508 _

+-130D | (ga.5, 100} | (732, 91.9) | (59.5, 838} {653, 85.9) | 24,6, 66.3) | (32.6, 100) [ENENEH

Safety Variablos

n =237 "0l | a6l | B3 | ned | me2t | a=i2 | a=6 | w=23

Lossof=2 [0 00 |0 00 |0 eojo go jo 000 ooly w7 1 04

léi;?vn 00,1531 | (00,123} | (00,135 | (0.0,16.8) | (0.0, 185) | (0.0,28.3} | (0.0, 46.5) | 10.0,1.2)

lossof»2 |0 00 0 0o (0 0ol oo o 00|0 000 00 fo o0

tines BSCVA| (0.0, 1531 | (0.0, 7231 | (0.0, 3351 | (0.0, 16.8) | 8.0, 185} | {0.0,28.3} | (0.0,40.0} | {0.0,6.4)

BSCVA ¢ o0 |0 o0t 1910 o0 o 0o |0 6oj0 00 J1 04

m’g‘“"“ (0.0, 1531 | (00,123} | 100,55} | {0.0,16.8) | {0.0,18.5) | (0.0, 283) | 0.0, 40.0) | (00,12}

n=188 =38 =57 n=#l n=26 n=1? nb =3 n=182

BSCVA ¢ 0o o 000 polo o0 lo oc2je oofo oo 6 00

‘{3&'“‘“ {0.0,15.9) | {0.0,13.00 § 10.0, 1531 | {0.0.19.2) | (0.0, 23.8} | (0.0, 40.09 } (0.0, 56:68) | {0.0,7.1)

*Excluding eyes intentionally overcomocted for monovision,

~ +BSCVA 20120 or batter pre-operativety.

$includes eves with a pre-operative BSCVA worsa than 20/20.
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2) Stability of Outcome

Tables 3-34 through 3-37 present stability of MRSE, Avg K, mean MRSE over

time, and mean MRSE at 12 months stratified by diopter of pre-operative MRSE.

Tabls 3-34 — Hyperopla with Astigmatism:Stability of MRSE (Eyes with 1,3, 6,9, and

12-month visits, n = 207)

1 and 3M 3and6M 6 and M 9 and 12M
MRSE n % n % n % n C %
{95% Ci) {95%Cl) (95% CI) {os% Cl)

Change 165 797 | 176 B850 | 196 947 | 198 895.7
=1.00D (74.2, 85.2) (80.2, 89.9) (91.6, 87.7) (92.9,98.4)
Hein 0.53 0.44 0.19 011

sD 0.74 0.58 0.51 0.49
85% Cl {0.43, 0.63) (0.36, 0.52) (0.12, 0.25) {0.04, 0.18)

Table 3-35 — Hyperopia with Astigmatism:Stabillty of Avg K (Eyes with 1,3, 6,9, and

12-month visits, n = 207)
1and 3M 3and 6M 6 and 9M 9 and 12M
Avg K n % n % n % n %
{95% CI) {95% C) (35% Cl} {95% Cl)

Change 161 77.8 | 187 91.2 | 188 926 | 201 98.0
=1.00D {72.1, 83.4) {86.3, 94.4) (86.9, 94.8) (94.8, 99.4)
Mean -0.50 0.35 -0.19 . 0.08

sD 0.86 0.51 0.50 0.41
85% CI {-0.62, <0.38} {(-0.42, -0.28) (-0.26, -0.12) {-0.13, -0.02)
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To evaluate mean MRSE over time it is important to consider only those eyes
targeted for emmetropia at each visit. Between 9 and 12 months 95.7% of eyes
changed no more than one diopter of MRSE with a mean change of 0.11 D.
Figure | presents the mean of the differences in MRSE and Avg K.

Figure 1 — Stabllity: Mean of the Differences MRSE and Avg K

L 31
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Table 3-36 — Hyperopla with Astigmatism: Mean MRSE Over Time for Eyes Targeted

for Emmetropla (n = 234)
T M &M oM 12M
MRSE(D) | (nm233) {n = 230) me=231) | @u218) | (n=205)
Mean 075 0.8 0.20 0.38 0.50
) 0.1 0.64 0.61 0.67 0.70
95% Cl (:0.65, 0.85) | (0.09,0.26) | (0.28,0.12) | (0.47,0.29) | (0.59, 0.40)
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Table 3-37 — Hyperopla with Asﬂgfnatism: Mean MRSE at 12 Months Stratified by
Diopter of Pre-Operative MRSE {Eyes Targetsd for Emmetropla, n = 205)

MRSE(D) | 1t0199 | 260290 | 3tc3.99 | 410499 | 510598 | 610699
(n=40} | (n=59) | (n=48) | (n=34) | (n=20) | (n=4)

Mean 0.31 - 0.34 0.59 0.58 0.95 0.72

sD 0.53 0.59 0.74 077 082 117

95% Cl {0.14,0.47) | (0.19, 0.4} | (0.38, 0.80) | (0.32, 0.84) | (0.59, 1.31) | (-0.43, 1.87)

3) Uncomrected Visual Acuity (UCVA)

Pre-operatively, 0.4% (1/234) and 7.3% (17/234) eyes were 20/20 and 20/40,
respectively. Post-operatively, 50.2% (116/231), 51.8% (1 13/218), and 48.8%

(100/205) eyes had a UCVA of 20/20 or better at 6, 9, and 12 months. In addition,

96.5% (223/231), 95.4% (208/218), and 95.1% (195/205) eyes had a UCVA of
20/40 or better at 6, 9, and 12 months. Table 3-38 presents the distance uncorrected:
visual acuity of eyes targeted for emmetropia over time.

Table 3-38 — Hyperopla with Astigmatism: UCVA Over Time
{Eyes Targeted for Emmetropla, n = 234)

Pre-Op 1M IM 6M oM 12M

(n=23) | (n=233) (n =230) m=231) | (=218 | (n=205)

n % n % n % n % n * n %

{35% CI) {95% Lt} {95% CI) {95% €1} (95% CI) (95% CI)
20720 ar 1 04131 133 |8 378 |16 502 [ N3 H18 [ 100 483
hetler {0.0,131 (8.9,17.7) (31.6,84.1) | (438,567 | (452,585) | (419,556}
20/25 ue 2 09|70 300 |40 609 |64 7O {158 725 | 140 683
hettar (0.0, 200 {242,359} | (546,67.2) | (653,768 | (66578.4) | (619,747}
20/32 or 5 210124 532 (w8 774 |03 879 |88 862 | 173 844
better (03,400 | (468,598} | (720,828 | (837821 | (817,908 | (79.4,89.4)
20/40or 17 73] 160 687 | 205 831 |23 965 {208 954 | 195 961
betior (39,106 | (627,746} | {85.1,832) | (942,989 | (925,982 | {922.381)
20/53 o 73 32|24 %1 |28 "y | @ 100 | 216 991 {202 3985
betier (253,37.1). | (8379860 | (979,100} | (836, 100) {s7.8,700} { (96.9,100)
20/80 o 97 415{229 983 |29 6 | B 100 { 218 100 205 100
better (351,478} | {96.5,100) (987,100} | (336, 100) {63.4.100} | (93.2. 100}
202000r | 209 893 |23 100|280 100 {23 0 | 213 100 206 100
bettsr (854,933) | (93.6, 10 (835,100) | (336, 100) {934,100} | (93.2 100}
Worsethan | 25 107 |0 00 |0 00 [0 00 |0 00 |0 0.0
20/200 {6.7,14.6) {0.0,6.4} {0.0.6.5) {0.0, 6.4} {0.0,66) {0.0, 6.8}
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4  Predictability of Qutcome

Predictability of outcome was evaluated by analysis of attempted versus achieved
manifest refraction spherical equivalent. At 6 months or later no eye was
overcorrected by more than 2 D while approximately 2.0% of eyes were
undercorrected by more than 2 D. The target cutcomes for accuracy of MRSE
(50% within 0.50 D and 75% within 1.00 D of attempted correction) are exceeded
at 3 months and later. Table 3-32 (see section C.1) presents the accuracy of MRSE
over time. Table 3-39 presents the number and percentage of eyes over and
undercorrected over time. Table 3-40 presents this information at 12 months
stratified by pre-operative MRSE.

Table 3-39 — Hyperopla with Astigmatism: Predictability of OQutcome —
Attempted vs, Achieved (n = 252)

Overcorracied

o 00

Pre-Op 1M M EM aM 12M
{n = 252) {n=251) (n = 248} {n = 249) {r=2M) {n=217)
n % n % n - % n % n b n %

{95% €1)

65 269

{95% CI)

{%5% Cl)

FA a5

{95% CI)

3 1.3

(35% C1)

4 18

| Undorcarrected L

0 00

{0.0,6.2

{4.0,10.4)

8 32

i0.0,1.9)

12 18

a 117

{0.0, 6.4}

<1.00D
{0.0,6.2) {205,313} (5.0, 11.9) 0.0,3.2) (0.0, 2.8} {0.1, 3.6l
<2.000 0 00 | 18 72 | 2 08 00 0 0.0 0 0.0

47 217

{0.0,6.7}

»>+1.00D
(0.0,6.2) {1.0,54) 22,75} {7.3,15.2) {128, 227) | {16.221.1)
»2.000D ¢ 00 (2 0s | 4 16 20 |5 22 |7 a2
{00,6.2) {0.0,19) {0.0,32) (0.3, 3.8) {0.3, 4.0} (0.9, 5.5
WSOSB
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Table 3-40 — Hypempla with Astligmatism: Accuracy of MRSE: Attempted vs.
Achleved at 12 Months Stratified by Diopter of Pre-Op MRSE

10199 | 260299 | 3503.99 | 4ta 499 | 5599 | 6106.99 | CumTatal
(n=41) | (n=63) | (n=53) | (n=34) | (n=22) | (n=d) | (n=217)

W % [N % [WN % |wWN % |wN % |WN % |[wN %
(% en (%) | (%C) {(%Cl) (% CY) %0y (% Cl)

Dvercomrscted o e S e E
<1.00D 0 0.0 |3 48 {0 00 1 29 |0 0o (0 0.0]4 18
{0.0,15.4) | (00,100 { (0.0,135 | (0.0,858) | (0.0,209) | (0.0,49.0) | [0.0,3.5)
<2.00D 0 0.0 |0 00 10 0G |0 0o [0 00 |0 00 |0 0.0
{0.0,15.4) | (0.0,123) { (0.0,13.5) {0.0,168) | (00,209 | 0,430} | (00,67

Undercorrected (RS T S N
D |z 45|8 127015 283 |s 5 |12 ss |1 ol 27
wons | s 209 | ez aa | e ns | w154 | woe | ez
2000 |t za|0 o0lz 38 |1 298 |2 1 |1 mo7 - a2
00,72 | (00,123 | 0089 | wo.8s | 0oLy | (00.570 | (08,58

Predictability of outcome was also evaluated by analysis of attempted versus

achieved manifest refractive cylinder and sphere. At 1 month post-operatively,

cylinder correction easily met minimum target values and at 3 months so did the

spherical component of the refraction. Of the 217 eyes examined at 12 months

post-operatively, 67.3% (146) of cyes were within 0.50 D and 84.8% (184) were

within 1.00 D of attempted sphere correction, and 65.9% (143) of eyes were within
" 0.50 D and 93.1% (202) were within 1.00 D of attempted cylinder correction.
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5) Cylinder Correction Analysis

Table 341 presents the cylinder vector magnitude at 12 months for all eyes targeted
for emmetropia. There was a mean intended refractive change (IRC) of

1.6 D cylinder. At the final visit, there was a mean surgically induced refractive
change (SIRC) of 1.55 D cylinder, The SIRC/IRC indicates surgical efficiency of
97% in the reduction of cylinder. Table 3-42 presents cylinder correction efficacy
stratified by pre-operative cylinder at 12 months.

Table 3-41 — Hyperopla with Astigmatism: Cylinder Vector Magnitude

at 12 Months, n = 207
Pre Post IRC SIRC SIRCARC
Mean 1.46 0.45 .59 -1.55 0.97
Median 1.25 0.50 .30 -1.30 1.00
SD . 092 0.48 1.02 0.99 R
Min 0.50 0.00 471 497
Max 400 325 0,52 0.02

Table 3-42 — Hyperopia with Astigmatism: Cylinder Correction Efficacy Stratified by
Pre-Opetative Cylinder at 12 Months

Pra-Operative Percent Reduction of Achieved vs Intended Vector
Cylinder Absalute Cylinder (Nota Magnitude Ratio (SIRC/IRC)
Vactor}

=10D 52% {0.36/0.75) 112% {-0.91/-0.81)
>10t0520D " 72% (0.451.61) - 90% (-1.59/-1.76)
>20to<30D 76% {0.63/2.58) 95% {-2.71/-2.86)
»>30to<30D 78% (0.78/3.57) . 92% {-3.57/3.49)

Total £9% (D.45/1.46) 98% (-1.55/-1.58)

Pre-operatively, 47.1% of eyes had less than 1 D of astigmatic error.

The residual astigmatic error was evaluated at the point of stability (12 months). At
that time, 77.9% (180/231) had less than 1 D of residnal astigmatic error, and
41.9% of eyes had no residual error at 12 months post-operatively. Table 3-43
presents the residual astigmatic error at 12 months. '
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Table 3-43 — Hyperopla with Astigmatism (PRK): Resldual Astigmatic Error

at 12 Months
' Absolute Shift in Axis
0 OtosS | >5to <10 |[>10 to <15|>15t0 <30 »30 " Total
(n=77) | (n=81) (n=3) (n=11) | (n=13) | (a=32) | (n=217)
Rasidual -
Cyfinder n % | n % | n % | n % | n % |n % | n %
Magnitude ’
(95% C1) | (95% €I} | (85% C1) | (95% C) | (95% €1) | (5% CY) {95% CI)
0.0 7T 100 O 00| 0 00| 0 0g| 0 0o} 0 00|77 355
{88.8, 100) [ (0.0, 10.8} | (0.0, 56.6} | (0.0, 29.5) {0.0,27.2) | (0.0, 17.3) [(29.1, 41.9)
»00tc<05 |0 00|19 235/ 1 333 |0 00|2 154]|6 18.8/ 28 129
(0.0, 11.2) | {14.2, 32.7)] (0.0, 86.7) | (0.0, 29.5) [ (0.0, 350) | (5.2,32.3} | {8.4,17.4)
20.5 to <1.0 a 00138 481| 2 _66.7 7T 6366 4682|21 656;75 348
(0.0, 11.2) [{37.3, 59.9) {13.3, 100} [ (35.2, 82.1)| (191, 73.3)|(49.2, 82.1)| (28.2, 40.9)
«1.0 to <2.0 0 00|21 258} 0 0013 2rals 3350 5 15634 157
{0.0,11.2) [(16.4, 35.5)] (0.0, 56.6) | {1.0, 53.6} [{12.0, 64.9) (3.0,28.2) [{10.8, 20.5)
*2.0 t0 <3.0 0 00| 2 251 O 001 0 paj o 001 0 00} 2 0.9
(0.0,11.2) | (0.0,5.8) | (0.0,56.8) §(0.0,29.5) | {0.0, 27.2) | (0.0, 17.3) | {0.0,2.2}
3.0 0 0o} @ 00] 0 0oy 1 811 0 poy 0 001 05
{0.0, 11.2} { (0.0, 108} (0.0, 58.6) | (0.0,26.1} | (0.0, 27.2}1 (0.0, 17.3) | (0.0, 1.4}
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6) Patient Symptoms

Patient questionnaires reflected the following patient symptoms after treatment.

Table 3-44— Hyperopla with Astigmatism: Patient Symptoms: Comparison of Vision
After Surgery (All Eyes with a Pre-Oporative Sphere «5.0 and Questionnaire, n = 206)

6Min=203) 12 M (n = 180)
Improve No Warsen NR Improve Ne Worsen NR
{+=2)* | Change | {-=22}* - {+22)* { Change | (-=2}*
1) 1)
n n n n n n . ] n
% % % % % %
Sharpness 39 157 7 0 34 135 n 0
and Clarity 19.2 713 34 18.9 75.0 6.1
Canslstency 68 131 4 0 54 123 3 0
of Vislon 335 £4.5 240 30.0 £3.3 1.7
Sustained % 162 13 2 23 137 19 1
Close Work 129 B0.5 6.5 128 6.5 10.6
Daylight 4] 140 ] 2 56 114 9 1
Driving 274 69.7 30 _ 313 637 5.0
Night Oriving 63 133 § 1 57 115 B 2
1.2 658 { 30 320 64.6 34
Night Vision 74 122 5 2 62 109 7 2
with Glare 36.8 8.7 28 348 612 33
Reading in 36 157 ] 2 28 134 16 1
Dim Light 179 78.1 40 157 75.3 9.0
General 17 165 17 4 i8 135 25 2
Vision in B5 829 | 85 101 758 140
Dim Light :
Qvarall Visual 178 yx] 0 2 148 n 0 1
Comfort 88.6 114 - 00 B27 113 0.0

*  This tabla reflects the responees to a patient questionnaire on a scale of 1 {poor) to 5

{excellant). Responses at & and 12 months wene compared to the pre-operative responses.

The results presented refiect changes In response from bassline.

7) Adverse Events

Refer to Table 2-5 in Section 2.5.1.
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Facts You Need to Know About

Laser Assisted In Situ Keratomileusis
(LASIK) Surgery and

Photorefractive Keratectomy (PRK)

Patient Information Booklet

LASIK;
Nearsighted Patients (0 to -14.0 diopters) with or without
-0.5 to -5.0 Diopters of Astigmatism

PRK: _
Nearsighted Patients {-1.0 to -12.0 diopters) or
Nearsighted Patients (0 to -12.0 diopters) with
up to -4.0 Diopters of Astigmatism
Farsighted Patients (+1.0 to +6.0 diopters) with
no more than 1.0 Diopter of Refractive Astigmatism

Farsighted Patients (+0.5 to +5.0 diopters) with
+0.5 to +4.0 Diopters of Refractive Astigmatism

Please read this entire booklet. Discuss its contents with
your doctor so that all your questions are answered to your
satisfaction. Ask any questions you may have before you
agree to the surgery.
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Introduction

The information in this bookiet is to help you decide whether to have
Photorefractive Keratectomy (PRK) or Laser Assisted In Situ
Keratomileusis (LASIK) laser surgery. PRK may be used to correct or partly
correct your nearsightedness (fnyopia) with or without astigmatism or
farsightedness (hyperopia) with or without astigmatism. LASIK may be
used to correct or partly correct your nearsightedness with or without

astigmatism. Some other ways to correct nearsightedness, farsightedness, .

and astigmatism are glasses, contact lenses, and other kinds of refractive
surgery such as radial keratotomy (RK) or automated lamellar keratectomy
(ALK). LASIK and PRK are completely different from RK and ALK.

If both of your eyes are nearsighted with or without astigmatism, your
doctor may recommend LASIK or PRK surgery for both eyes. If both of your
eyes are farsighted with or without astigmatism, your doctor may
recommend PRK surgery for both eyes. However, sometimes it is better to
" have LASIK or PRK done on only one eye. Talk with your doctor about
whether it would be better to treat one or both of your eyes.

Please read this booklet completely. Discuss any questions with your
doctor before you decide if taser vision correction is right for you. Only an
eye care professional trained in laser vision comection can determine

~ whether you are a suitable candidate. Some people, such as military pilots,
have job-related vision requirements that cannot be met by having RK,

ALK, PRK, or LASIK.

VISX STAR Patlent Information Booklet 0030-23078 1
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How the Eye Functions

The cornea and lens of the eye
focus light like a camera lens to
form an image on the retina at
the back of the eye. The cornea,
where light first enters the front of
the eye, provides about two thirds
of the eye's focusing power, and
the lens inside the eye provides
the other third. Some eyes focus,
or refract, the light too much, so

Normal Eye
Light_
- entering Ratina
eya
1
Comea —/
Lens

that the images of distant objects are formed in front of the retina, and the
image on the retina is blurred. This condition is called nearsightedness, of
myopia. Myopia usually starts in childhood and gets progressively worse

through adolescence. it usually stops changing by the late teens, butitcan

sometimes continue to get worse into the mid-twenties.

in astigmatism the image does not come to a point focus on the retina,
but there are at least two points of focus that are differing distances from

the retina.

Nearsighted Eye

Nearsighted and Astigmatic Eye

Light

entering . Retina

eye

I

Cornea -/

Lens
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In farsightedness the image focuses beyond the retina. In our youth, the
innate accommedating (focusing) power of the eyes often compensates for
farsightedness. But as we age, our eyes become less able to
accommodate. For this reason, farsightedness most commonly becomes a
problem later in life. Many farsighted eyes do not need correction until the
individuals reach their forties or fiftles.

Farsighted Eye Farsighted and Astigmatic Eye
Light |
. . Light
g;‘taenng Retina  entering Retina
eye
Fil 1 .
! 1 —
Cornea —/ Cornea —/
Lens Lans
Nearsightedness can be comrected Eye After Treatment
by any method that reduces the
. Light
total refractive power of the eye. entering Retina
Astigmatism correction makes all aye

of the rays of light focus at the H
same distance so that they all fali

right on the retina. Eyeglasses and

contact lenses do this by putting in Comea_/
front of the eye “negative” lenses Lens

that are thicker at the edge than in

the center. LASIK and PRK correct _
nearsightedness by flattening the central part of the cornea, and they
correct astigmatism by flattening the central cornea by different amounts at
different orientations to correct for the uneven focus of the rays of light.

VISX STAR Patient information Booklet 0030-2307B ' 3
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Farsightedness can be corrected by any method that increases the total
refractive power of the eye. Eyeglasses and contact lenses do this by
putting in front of the eye “positive” lenses that are thicker in the center than
at the edge. PRK does it by making the central part of the cornea more
steeply curved, and it corrects astigmatism by stespening the central
cornea by different amounts at different orientations to correct for the
unaven focus of the rays of light.

During a regular eye examination, your docior uses lenses to measure
your nearsightedness, astigmatism, or farsightedness in units called
diopters. The VISX STAR Excimer Laser Systemns are approved

for PRK treatments in correcting eyes with up to -12 diopters of _
nearsightedness with or without refractive astigmatism betwean 0.75to
4.0 diopters. For farsightedness, the systems are approved for correcting
eyes with up to +6.0 diopters of farsightedness without astigmatism, and up
to +5.0 diopters of farsightedness with refractive astigmatism between 0.5
and 4.0 diopters. The VISX STAR Excimer Laser Systems are also
approved for LASIK treatment in correcting eyes with up to -14 diopters of
nearsightedness with or without _refréctive astigmatism between +0.5 and
+5.0 diopters. -

What are PRK and LASIK?

PRK is laser surgery fo comrect nearsightedness (myopia), nearsightedness
with astigmatism, or farsightedness (hyperopia). For nearsightedness with
or without astigmatism, an excimer laser beam is used to flatten the front of
the cornea. The laser beam removes small amounts of tissue from the front
of the cornea. For farsightedness, the excimer laser beam is used to
steepen the front of the cornea. To do this, the laser beam removes smaill

amounts of tissue from a ring-shaped area around the center of the cornea.

LASIK is laser surgery to comrect nearsightedness with or without
astigmatism. The surgery is similar to PRK, but does not treat or alter the
front surface of the cornea. The doctor uses an instrument called a
microkeratome to create a circular flap of corneal tissue. The flap is then
lifted from the cornea while the doctor uses the excimer laser to remove

4 ) VISX STAR Patlent Infortnation Booklet 0030-23078
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small amounts of underlying tissue from the exposed cornea. The corneal
flap is then repositioned.

View of Microkeratome on Eye

Lifted L Suction Ring
Circular
Corneal
Flap

UEEESN RN

An excimer laser produces a powerful beam of ultraviolet light. The laser is
controlled by the doctor. It produces a series of rapid pulses that removes
small amounts of corneal tissue. Excimer laser light does not penetrate the
eye and leaves other eye structures (iris, lens, retina) undisturbed. FRK
and LASIK differ from RK, which uses a knife to make deep cuts around the
center of the cornea.

Benefits

"+ PRK surgery, as performed with the VISX STAR Systems, is effective in
reducing nearsightedness between 0 and -12.0 diopters with or without
refractive astigmatism between 0.75 and 4.0 diopters.

« LASIK surgery, as performed with the VISX STAR Systems, is effective
in reducing nearsightedness between 0 and -14.0 diopters with or
without refractive astigmatism between 0.5 and 5.0 diopters.

- PRK surgery, as performed with the VISX STAR Systems, is effective in
reducing farsightednass between +1.0 and +6.0 diopters without
astigmatism, and between +0.5 and +5.0 diopters of farsightedness
with refractive astigmatism between +0.5 and +4.0 diopters.

VISX STAR Patient Information Booldet (030-23078 : - &
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- LASIK surgery may reduce overall nearsightedness and astigmatism,
and it may-also reduce or eliminate dependency upon contact lenses
or glasses. '

- PRK surgery may reduce overall nearsightedness, farsightedness, and
astigmatism, and it may also reduce or eliminate dependency upon
contact lenses or glasses.

Risks

As with any surgical procedure there are risks associated with laser vision
correction. it is important to discuss these risks with your doctor before you
make the decision to have the surgery. if the results of the surgery are not
satisfactory, you may need to have additional laser refractive surgery in the
same eye.

IMPORTANT:

You may need reading glasses after laser surgery even if you did
not wear them before. Your vision may not be perfect, and you may
need to wear glasses or contact lenses for some activities even
after laser vision correction.

The First Week Following Surgery
« Moderate pain and discomfort may last for up to 4 days after surgery.

- Blurred vision and tearing will occur as the cornea heals.

» You will be sensitive {o bright lights.

The First Two To Six Months Following Surgery

« Your intraocular pressure may increase due to use of anti-inflammatory
medications. This is usually resolved by drug therapy or by stopping the
anti-inflammatory medication.

6 VISX STAR Patient information Booklet 0030-23078
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«  Your cornea may become hazy or cloudy enough to affect your vision.
. This haze typically disappears over time, but some patients may
continue to experience haze,

One or More Years After Surgery

Some patients report visual complaints at one or more years after surgery.
These problems are discussed in detail later in this booklet (see the section
titted Long-Term Post-Treatment Safaty Problems).

Contraindications
You should NOT have laser refractive surgery if:

+ You have collagen vascular, autoimmune, or immunodeficiency
diseases (for exampls, lupus or AIDS).

+ You are pregnant or nursing. _

«  You show signs of keratoconus (corneal disease).

« You are taking one or both of the following medications:
— Accutane* (isotretinoin). '

— Cordaronet {(amiodarone hydrochloride).

Warnings

Your treatment result might not be as good with higher‘corrections of
refractive error.

Discuss with your doctor if:
«  Your nearsightedness, astigmatism, or farsightedness is changing.

» You are diabetic or have severe allergies.
+ You have a history of Herpes simplex or Herpes Zoster of the eye.

* Accutane s a registered trademark of Hoffman-La Roche Inc.
1 Cordarone is a registered trademark of Sancfi.
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Precautions

The PRK clinical trials included only 21 out of 200 eyes with
nearsightedness between -10 and -12 diopters and 13 out of 275 eyes with
farsightedness between +4 and +6 diopters. These populations were not
sufficient to determine the level of effectiveness and complication rate for
patients with severe nearsightedness and'severe farsightedness.

If you have more than +4.0 D of farsightedness with or without astigmatism,

there is a greater chance that your farsightedness may return. For patients
“with farsightedness with astigmatism, there is a 36% chance of being

significantly {1 diopter or more) farsighted at 1 year after surgery.

The effects of laser refractive surgery on visual performance under poor
lighting conditions have not been determined. Following laser refractive
surgery, you may find it more difficult than usuat to see in conditions such -
as very dim light, rain, snow, fog, or glare from bright lights at night. If you
are under age 30 or have a large pupil size and have laser refractive
surgery for treatment of astigmatism, you will be more likely to experience
problems with your vision under poor lighting conditions.

The safety and effectiveness of the VISX STAR Excimer Laser Systems
have NOT been established:

» In eyes with corneal disease or abnormality (for example, scar,
infection, etc.).

- In eyes with previous surgery or injury to the center of the cornea
where the surgery will be performed.

» For hyperopia (farsightedness) treatment of patients with refractions -
fess than +0.5 D.

» In eyes with progres'sive nearsightedness, astigmatism,
or farsightedness.

« In eyes with abnormal blood vessels within 1.0 mm of the cornea aréa
where PRK or LASIK will be performed.

8 " VISXSTAR PatientInformation Booklet 0030-2307B
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In patients under 18 years of age for mild néarsightedness and under

21 years of age for high nearsightedness with or without astigmatism
and farsightedness. _

In patients over the long term. (For PRK surgery: 3 years for
nearsightedness, more than 1 year for highly nearsightedness with or
without astigmatism, or 1 year for farsightedness with or without
astigmatism. For LASIK surgery: 6 months for nearsightedness with or
without astigmatism.)

In patients who are taking sumatriptan (Imitrex*) for migraine.
in patients who have a tendency to form scars.

For PRK in patients with nearsightedness greater than -12.0 D,
refractive astigmatism greater than 4.0 D, or farsightedness greater
than +6.0 D.

For LASIK in patients with nearsightedness greater than -14.0 D or
refractive astigmatism greater than 5.0 D.

In patients taking hormone replacement therapy or antihistamines who
may experience delayed re-epithelialization of the cornea

following surgery.

in patients who have had prior incisional refractive surgery.

For retreatment of farsightedness with astigmatism.

Are You a Good Candidate for Laser Vision Correction?

If you are considering laser vision correction, you must:

Be at least 18 years of age for PRK treatment of mild nearsightedness
or LASIK treatment of high nearsightedness with or
without astigmatism.

Be at least 21 years of age for PRK treatment of high néarsightedness
with or without astigmatism or moderate farsightedness with or
without astigmatism.

* {mitrax is a registered trademark of Glaxo Group Ltd.
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/00



Have healthy eyes that are free from eye disease or corneal
abnormality (for example, scar, infection, etc.)-

Have nearsightedness {myopia) up to -12.0 diopters with or without
 refractive astigmatism between 0.75 and 4.0 diopters for

PRK treatment.

Have farsightedness (hyperopia) between +1.0 and +6.0 diopters
without astigmatism, or farsightedness between +0.5 and +5.0 diopters
with refractive astigmatism between +0.5 and +4.0 diopters for

PRK treatment. '

Have ne'arsig htedness up to -14.0 diopters with or without refractive
astigmatism between 0.5 and 5.0 diopters for LASIK treatment.

Have documented evidence that your refraction did not change by
more than 0.50 diopter during the year before your
pre-operative examination.

Be informed of PRK or LASIK risks and benefits as compared to other
~ available treatments for nearsightedness (myopia) with or without
astigmatism and farsightedness (hyperopia).

Re able to lie flat without difficulty.
Be able to tolerate local or topical anesthesia.

Be able to keep your eye accurately on the fixation light for the entire
PRK or LASIK procedure. '

Be willing to sign an informed consent form as provided by your
eye care professional.

VISX STAR Patient information Booklet 0030-23078
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Before the Surgery

If you are interested in having laser vision correction, you will need to have
a pre-surgical examination to determine if your eye is healthy and suitable
for surgery. This will include a complete physical and eye history, and

thorough examination of both eyes. In addition, computerized mapping of
your cornea will be done to determine if it is smooth and properly shaped.

WARNING:

If you wear contact lenses, it is very important to stop wearing
them 2 — 4 weeks before examination and treatment for the doctor
to obtain a stable eye measurement. Failure to do this might

produce suboptimal surgical results.

Before the surgery, please tell your doctor whether you take any
medications or have any allergies. Also, talk with your doctor about eating
or drinking immediately before the surgery. You should also arrange for
transportation, since you must not drive immediately after the surgery. You
may resume driving only after receiving permission from your doctor.

The Day of Surgery

Before the surgery you will be asked to listen to the sounds of the treatment
so that you will be prepared for the noise the laser makes during surgery.
Anesthetic (numbing) drops will be placed into the eye to be treated and
you will be escorted into the room with the laser. You will lie on your back in
a reclining chair and look up. An instrument will be placed between your
eyelids to hold them open during the surgery. There will also be a
temporary shield covering the eye not having surgery.

The PRK surgery begins with removal of the epithelium, the top layer of the
cornea. This is done either with the laser or with a small spatula.

The LASIK surgery begins with the placement of a suction ring which
elevates the pressure in the eye. The vision in the eye will go black as the
suction increases the pressure in the eye. The movement of the

VISX STAR Patient Information Booklet 0030-23078 11

ax



microkeratome in the track of the suction ring cuts a circular corneal flap.
This flap of tissue will be lifted by the doctor after the suction is released.
Vision will return to the eye after the suction is released.

Eor both PRK and LASIK surgery, the doctor will then repasition your head
in the chair and refocus the microscope. You will be asked to look directly at
a blinking red light. Try to keep both eyes open without squinting, as this
makes it easier to keep looking at the blinking red light. Small amounts of
tissue will then be removed from your cornea using the VISX STAR
Excimer Laser System.

PRECAUTION:

It is very important that you keep looking at the blinking red light
during the procedure, even If the light fades or becomes dim.You
need to concentrate on looking at this red, blinking light
throughout the treatment to prevent the laser vislon correction

from being off target.

Typically, the laser beam will be applied to your eye less than 1 minute and,
overall, the surgery may last about 10 minutes. '

After the laser surgery is complete, some eye drops may be placed on your
eye. The surgery is painless because of the anesthetic drops. If PRK
surgery was performed, a bandage contact lens or a patch may be placed
on your eye.

When the anesthetic drops wear off {about 45 to 60 minutes), your eye
may hurt moderately for 1 to 4 days if PRK surgery was performed. Most
patients describe this pain as moderate 1o severe. In LASIK surgery, the
discomfort is less severe, typically described as “a sandy sensation.” Your
doctor can prescribe pain medication to make you more comfortable during
this time after the surgery. To promote healing and to lessen the risk of
infection, do NOT rub your eyes for the first 3 to 5 days after PRK surgery
and for 3 to 5 months after LASIK surgery.

12 VISXSTAR Patient Information Booklet 0030-23078
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IMPORTANT:

Your doctor will m_onlfor you for any side effects if topical steroids
were used. Possible side effects of prolonged topical steroid use
are ocular hypertension, glaucoma, or cataract formation.

After Surgery

You will be mildly sensitive to light and have the feeling that something
is in your eye for the first 4 days. Sunglasses may make you more
comfortable during this time.

Your vision should become stable within the first several weeks after
surgery. However, you may experience some small changes (for example,
improvement or worsening of your vision). These changes may occur up to
six months or more after surgery. ' '

A haze or cloudiness may be seen in the cornea following surgery, but
usually does not affect your vision. This haze typically disappears over
time, but some patients may continue to experience haze.

IMPORTANT:

Use the antl-inflammatory eye drops and lubricants as directed by
your doctor. Your laser vision correction results depend upon your
following your doctor’s directions.

ViSX STAR Patlent Information Booklet 0030-23078 13
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Results from Clinical Studies
‘The clinical study results of the VISX STAR Excimer Laser System were:

- A. PRK surgery: without the help of glasses {results at 12 months
after surgery)

«  94% mildly nearsighted eyes could see 20/40 or better

+  91% mildly nearsighted eyes with astigmatism could see 20/40 or better |

+ 90% highly nearsighted eyes with or without astigmatism could see
20/40 or better 3

- 95% moderately farsighted eyes could see 20/40 or better

« 93% moderately farsighted eyes with moderate astigmatism could see
20/40 or better

B. PRK surgery: with the help of glasses* (results at 12 months
‘after surgery)

- 99% mildly nearsighted eyes could see 20/40 or better
. 98% mildly nearsighted eyes with astigmatism could see 20/40 or better

. 99% highly nearsighted eyes with or without astigmatism could see
20/40 or better

- 99% moderately farsighted eyes could see 20/40 or befter

»  100% moderately farsighted eyes with moderate astigmatism could see
20/40 or better

C. LASIK surgery: without the help of glasses (results at 6 months
after surgery)

» 97% highly nearsighted eyes with or without astigmatism could see
20/40 or better

* Data collacted from eyes that could see 20/20 or better with glasses before surgery.
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D. LASIK surgery: with the help of glasses (results at 6 months
after surgery)

«  99% highly nearsighted eyes with or without astigmatism could see
20/40 or better

Long Term Post-Treatment Safety Problems

The following is a list of the adverse events and complications that occurred
in PRK patients who are mildly nearsighted (MN}, mildly nearsighted
with astigmatism (MNA)}, highly nearsighted with or without
astigmatism (HN), moderately farsighted (MF), or moderately
farsighted with moderate astigmatism {MFA) at approximately 1 year
after treatment:

Problems MN | MNA | HN MF | MFA(
{%) (%) (%) {%} %}

Worsening of Best Spectacle Corrected Vision:
Significant worsening of vision in the

operated eye with the help of glasses (loss of
more than 2 lines of vision) 0.4 35 25 0 0

tacrease in Astigmatism: Uneven curving of the
cornea by 1 or more diopters that may distort
r;f:er; and require corractive glasses or contact 31 NA* | NA 0.9 0.8

a. Not available
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Patient Symptoms: Comparison of Vision After Surgery 1o Correct
Farsightedness with Astigmatism {All Eyes with a Pre-Operative Sphere

< 5.0 and Questionnaire, N = 206)

Worsen {-=2) "Worsen (=2}
6 Months (n = 203) 12 Months (n = 180)
n n
% %
Sharpness and Clarity 7 11
: _ 34 6.1
Consistency of Vision ‘4 3
20 17
Sustained Close Work 13 19
' 65 10.6
Daylight Driving 6 9
: 0 5.0
Night Driving 6 6
' 3.0 34
Night Yision with Glare 5 7
2.5 3.9
Reading in Dim Light 8 16
4.0 2.0
General Yision in Dim Light 17 - 25
B.5 14.0
Overall Visual Comfort 0 1]
0.0 0.0

16

VISX STAR Patiant Information Booklet 0030-23078

07



The following is a list of the adverse events and complications that occurred
in LASIK patients at approximately 3 months after treatment.

LASIK Patient Findings (All Eyes)®
Percent of Patients Reporting
Visual Findings Befors LASIK Surgery | 3 Months After
: ' LASIK Surgery
Severe Glare %% 6%
Severe Halo 8% | £%
Severe Visual Fluctuations % %

a. The following adverse events and complications occurred at a rate of less
than 1% at 6 months; loss of 2 or more lines of BSCVA (0.5%), BSCVA
worse than 20740 (0.4%), BSCVA less than 20/25 when the pre-operative
eye was 20/20 or better (0.4%), and wrinkling of the LASIK cap (0.3%).

Qll.l'estions to Ask Your Doctor

You may want to ask the following questions to help you decide if laser
vision correction is right for you:

» What other options are available for correcting my nearsightedness
with or without astigmatism or farsightedness?

«  Will | have to limit my activities after,surgery, and for how long?

«  What are the benefits of PRK for my amount of nearsightedness with or
without astigmatism or farsightedness with or without astigmatism?

«  What are the benefits of LASIK for my amount of nearsightednes_s with
- or without astigmatism?

« What vision can | expect in the first few months after surgery?

« If laser refractive surgery does not correct my vision, what is the
possibility that my glasses will need to be stronger than before? Could
my need for glasses increase over time?

«  Will | be able to wear contact lenses after laser surgery if | need them?

VISX STAR Patient Information Bookiet 0030-2307B 17
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» How is laser vision correction likely to affect my need to wear glasses or.
contact lenses as | get older?

+  Will my cornea heal differently if injured after having laser surgery?

« Should I have laser surgery in my other eye?

« How long will | have to wait before | can have surgery on my other eye?
« What vision problems might I experience if | have laser surgery only on

one eye?

Discuss the cost of surgery and follow-up care requirements with your
doctor, as laser vision correction is not covered by most heaith
insurance policies.

18 VISX STAR Patient information Booldet 0030-2307B
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Self-Test
Are You zn Informed and Educated Patient?

Take the test below and see if you can correctly answer these questioﬁs

after reading this booklet.

1. Laser refractive surgery is risk free.

2. Laser surgery is the same as radial
keratotomy (RK).

3. It doesn't matter if | wear my contact lenses
when my doctor told me not to.

the chair.

i will be less dependent on eye glasses.

laser surgery.
8. It doesn't matter if | am pregnant.

9. _ If | have an autoimmune disease, | am still a
good candidate for PRK or LASIK. .

4. The laser does all the work; | just have to lie on
5. After the surgery, there is a good chance that

6. | may need reading glasses after laser surgery.

7. There is a risk that | may lose some vision after

TRUE

[]
(]

[]
(]
[]

[1
11

[]
[1]

FALSE

[]
[]

[]
[]
[]

[]
[]

!
[1]

Answers to SELF-TEST are found on page 21.
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Summary of inportant Information

»

Laser vision correction is a permanent operation to the cornea
and is irreversible. '

Laser vision correction may not eliminate the need for reading
glasses, even if you never have worn them before.

Your vision must be stable for at least one year before laser vision
correction. You will need written evidence that your
nearsightedness with or without astigmatism or farsightedness has
changed less than 0.50 diopters.

Pregnant and nursing women should wait until they are not nursing
and not pregnant to have the surgery.

You are not a good candidate if you have degenerative or
autoimmune diseases, or have a condition that makes
wound healing difficult.

L aser vision correction may result in some discomfort. The surgery
is not risk-free. Please read this entire booklet, especially the
sections on Benefits and Risks before you agree to the surgery.

PRK and LASIK are nof laser vefsi_ons of radial keratotomy (RK) or
automated lamellar keratectomy (ALK). PRK and LASIK are
completely different from RK and ALK.

Alternatives to PRK and LASIK include, but are not limited to,
glasses, contact lenses, RK, and ALK.

Some peopls, such as military pilots, have job-related vision
requirements that cannot be met by having RK, ALK, PRK,
or LASIK.

Before considering laser vision correction you should:

a. Have a complete eye examination.

b. Talk with one or more eye care professionals about the potential
benefits of PRK or LASIK surgery, and the complications, risks,
and time required for healing.

20
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Answers to Self-Test Questions:

1. False (see Risks on page 6); 2. False (see What are PRK and
{ASIK? on page 4); 3. False {see Before The Surgery on page 11),

4. False (see The Day of Surgery on page 11); 5. True (see Benefits on
page 5); 6. True (see What are PRK and LASIK? on page 4); 7. True
{see Risks on page 6); 8. False (see Contraindications on page 7);

9. False (see Contraindications on page 7). ‘
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Glossary |

This secﬁon contains definitions of terms used in this information booklet.
Please discuss with your doctor any questions you may have about
these terms.

Antiblotic Medication: a drug used to treat or prevent infection.

Anti-Inflammatory Medication: a drug that reduces redness and swelling
associated with inflammation. May be a corticosteroid, or a nonsteroidal
anti-inflammatory drug.

Astigmatism: The cornea and lens focus light rays at multiple points at
differing distances from the retina. The multiple focal points result in blurred
distance and/or near vision.

Automated Lamellar Keratectomy (ALK): a type of surgery used to
correct vision by removing a cap of cornea using a microkeratome (an
automated instrument), reshaping or flattening the cap of cornea, and then
replacing the cap on the corneal bed. '

Cataract: an opacity or clouding of the lens inside the eye that can cause a
loss of vision.

Collagen Vascular Disease: a condition that may result in inflammation or
swelling of parts of the body, such as muscles, joints, and blood vessels.
Examples of this type of disease are lupus and rheumatoid arthritis.

Contraindications: any special condition that results in the treat}nent :
being inadvisable.

Cornea: the clear front surface of the eye. Surgery such as PRK and |
LASIK reshape or flatten this surface to correct vision.

-Corneal Eplthelium: the top layer of the cornea. The doctor removes this
layer during PRK surgery. The epithelium then grows back a few days after
PRK surgery. :
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Corneal Haze: a cloudiness of the cornea that may occur after PRK
and LASIK.

Corneal Ulcer: an infection of the cornea that may result in a loss of vision.

Diopter (D): a unit used to measure the amount of myopia, hyperopia, or .
astigmatism of any eye.

Farsightedness: The cornea and lens focus light rays from near objects
beyond the retina, causing images of near objects to appear blurry.
Hyperopia is another term for farsightedness.

Glaucoma: a condition usually associated with high eye pressure. This
condition results in damage to the nerve at the back of the eye and possible

loss of vision.

Halos: circular flares or rings of fight that may appear around a headlight or
other lighted object.

Herpes Simplex: a type of infection caused by a virus that can recur. This
virus typically causes cold sores and/or vesicles 1o appear on the face or
other parts of the body.

Herpes Zoster: a type of infection caused by a virus that can recur.
Vesicles typically appear on only one side of the body.

Highly Nearsighted: nearsightedness greater than -6 diopfers.

Hyperopia: The cornea and lens focus light rays from near objects beyond
the retina, causing images of near objects to appear blurry. Farsightedness
is another term for hyperopia.

Immunodeficlency Disease: a condition that alters the body's ability to
heaf. An example is AIDS.

Intraccular Pressure (IOP): fluid pressure inside the eye. Your doctor
measures the pressure inside the eye with a tonometer.

Keratoconus: a condition of the cornea that results in a thinning of the
cornea. A change in corneal shape like a cone typically occurs.
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LASIK: a type of surgery used to correct vision by raising a flap of cornea
using a microkeratome {an automated instrument), then reshapirig the
cornea underneath using an excimer laser, and then replacing the flap on
the corneal bed.

Lens: a structure inside the eye that helps to focus light onto the back of
the eye. |

Miidly Nearsighted: nearsightedness between -1.0 and -6.0 diopters.
' Moderately Farsighted: farsightedness between +1.0 and +6.0 diopters.

Myopla: The cornea and lens focﬁs light rays from distant objects in front
of the retina, causing images of distant objecls to appear blurry.
Nearsightedness is another term for myopla.

Nearsightedness: The cornea and lens focus light rays from distant
objects in front of the retina, causing images of distant objects to appear
blurry. Myopia is another term for nearsightedness.

Ocular Hypertenslon: an increase in the pressure inside the eye.

Photorefractive Keratectomy (PRK): a type of surgery used to correct
vision by reshaping the cornea using an excimer laser. '

Radial Keratotomy (RK): a type of surgery used to correct vision by
flattening the cornea with a scalpel.

' Re-epithellalization: regrowth of the top layer of the cornea. The
epithelium is removed before the PRK treatment and usually grows back
within a few days after the treatment.

Regresslon: a decrease in the amount of vision correction after PRK or
LASIK surgery. '

Retina: the back surface of the eye. The retina takes focused light and
transfers it to the brain. . :
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Patient Assistance Information

Primary Eye Care Profess'lonal

Name:

Address:

Phone:

Laser Vision Correction Doctor

Name:

Address:

Phone:

Treatment Location

Name:

Address:

Phone:

Laser Manufacturer:

VISX, Incorporated
3400 Central Expressway
Santa Clara, CA 95051
U.S.A.

Tel: 408.733.2020 -
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