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. Callbration activity that discloses the potential for discrepant material results In
the Initiation of a nonconforming product report for the purpose of determining

whether or not the potentlal was realized.

validation of Test Software

« All test hardware and software used for Inspection activitias are subject to the
sama requirernents as listed above for inspection, measuring, and test

equipment.

Control of a Nonconforming Product / Services

Policy

When the device Is not operational It is identified to prevent it from unintended

use,
« All nonconformances are eval

defined and documented
« Dr. Nevyas and the Direc

L]

uated and the responsibility for disposition Is

tor of IR are made aware of all nonconformities.

1dentification and Conkrol of Nonconforming product

. All employees at Nevyas Eye Associates are responsible for jdentifying

nonconformances concerning the device )
» Nonconformance can be applled to any raw material, component, agsembly or the

device that fails to conform to specified requirements.
« Nonconformances are segregated and jabeled until the nonconformity is
evaluated and the disposition approved. Only Dr. Nevyas or the Director of IR can

release the device for use.
« All nonconformances are documented no matter how Insignificant they may seem

or how easlly they can be reworked. Each non-conformity is glven a unique

number and all actlvities are tracked.
» Dr. Nevyas and the Director of IR are made aware of all nonconformitles.

Review and Di ition of Nonconfor

+ Nevyas Eye Associates are responsible for all nonconformities and the preliminary
investigation and identification of the root cause. In cases where the root cause is
not easlly Identiflable, a formal investigation is initlated by the Director of IR,

« All dispositions are reviewed and approved by Dr. Nevyas. A justification of the

disposltion Is recorded.
o Nonconformity reports are not closed untll the investigations and corrective

actlons associated with it are completed.
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Control of the Device when Repair is Required

.  When the device is approved for repair, the repair procedure will be documented

as such.
o All repairs will be reinspected, documented and approved to insure that device

meets current approved specifications.
Repair activities are documented in the device master record.

CORRECTIVE AND PREVENTIVE ACTION

Policy
nitlated to fix and eliminate the causes of
nonconformances and potential nonconformances. Corractive actions are also

initiated to correct Internal audit findings. All employees are encouraged to Initiate
preventive action requests when a potential nonconformity s observed. All customer

complaints are documented and given a unique tracking number. Product
performance related complaints are tracked and resolved through the customer

complalnt system,.

Corrective and Preventive actlons are |

Corrective Action

a nonconformance Is ldentified. Corrective actions
are initlated to fix the root cause or causes that contributed to a non-conformity
or In response to internal audit observations. All corrective action requests
recelve a unique number and are documented,

« Corrective action Is taken when

Proposed corrective actions are raviewed before they are implemented.
Corrective actlons are assigned a due date to ensure timely implementation.

on that results In a process or design change Is valldated before
implementation. All corrective actions are verlfied by the Director of IR. Nevyas
keeps files on corrective action issues In order to ensure that actions are
implemented and verified In a timely manner.

« Corrective acti

Corrective actions are analyzed, trended and submitted for management review,

preventive Action

for a nonconformance Is Identified.
by reviewing Internal audit reports,
and other sources of quality data.

« Preventive action Is taken when the potential
The need for preventive action is determinead
customer complaints, nonconformity reports,

Trends are analyzed and action Is taken. All employees are responsible for
bringing potential nonconformity's to the attention of the Director of IR,
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. Preventive actions are tracked and documented using the same system as
corrective actions. Proposed preventive actions are reviewed and approved prior

to implementation.

. Preventive action that results in a process or design change is validated before

Implementation.

o All preventive actions are verified by the Director of IR The effectiveness of
preventlve action {5 verifled during internal audits and is submitted for

management review.

Customer Complaints

nts are initiated in response to all complaints refated to product

» Customer Complal
tomer Complaints are assigned a unique tracking number by

performance. Cus
Nevyas.

o All Customer Complaints are documented and contains at least the following
Information: Date the complaint was recelved, customer name, address and
phone number, product, catalog number, lot number, description of the
complaint, determination of serlous injury or death, complaint activity
investigation, and review and approval signature of the Director of IR.

« Complaints lnvolving the possible failure of the Nevyas device are investigated,
unless an investigation has already been performed for @ similar complaint. When
an Investigation is not determined to be necessary, a justification and the name
of the person responsible are recorded on the form.

« Any complaints that may be reportable to the FDA are promptly reviewed,
avaluated, and jnvestigated. A Medical Device Report (MDR) Is filed. The
Director of IR I1s responsible for all communications and follow up with the FDA.

and trended. Corrective action is Initiated as

. Customer complaints are analyzed
tion is submitted for management review.

appropriate. All complalnt Informa

CONTROL QF QUALITY RECORDS

policy

Quality records demonstrate that procedures were performed correctly and that the
speclfied level of product / service quality was achieved.

Device Master Record (DMR)

The device master record was established and maintained for the device
produced at Nevyas Eye Assoclates. The device master racord contains or
references the device specifications, production methods and specifications,
Quality Control procedures, instaltation, maintenance. and servicing procedures

where appropriate.
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pevice History record (DHR)

. Multiple devices wlll not be bullt, Multipte DHRS are not appllcabie in this case.

pesign History File (DHF)

history files aré established for each new/improved product as itis
r references the records necessary to demonstrate that
proved deslign pian and

« Design
designed. It contains 0
the deslgn was developed in accordance with the ap

approprtate regulations.

Quality system record

rafars to the location of procedures and the
to a particular type of device, The

ment control in the Director of

. The quality gystem record
documentation of actlvities that are not gpeclfic

quality gystem record will be stored under docu
Nursing office.

Establishment of records

. Quality Records are established to demonstrate conformance with spec\ﬂed
requirements and the effective operation of the quality gystem. records are
ysually established hy the person who performs the activity that is being
documented. when appropriaté, quality records from subcontractors are part of

the quality records. -

. Records are stored in @ manner to facilitate thelr retrieval. This Includes

approprlate labeling of containers and storage cabinets.

¢« Where required by contract, quality racords will be made available for evaluation
by the customer, the customer's representative and the FDA

storage and Retention perlods

» Records are stored in @ manner to minimize deterloration and allow for timely
retrieval. Electronic records are packed up on @ regular basis.

. Device history records are maintained for the design and expected lifa of the
product or a minimum of two years from the date of the ralease of the product

for commercial distribution.

o Storage and retention periods of department gpecific documents and records has
been determined to be seven years.

review records, internal audit reports and other non-device specific

] Management
a period specified In thelr respective procedures.

documents aré maintalned for
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INST ALLA‘TIQN AND §ERVIC$NG

policy

edures and instructions are documented. service

Installation and servicing proc
on ls passed on to the affected areas.

reports are reviewed and service informati
1nstallation

ccording to documented procedures to ensure that the

. Installation is performed a
n and test results are documented to

device functions properly. Inspectio
demonstrate proper installation.

gervicin

« When servicing 18 speclﬂed by procedures and instructions are malntalned to
ensure that gervicing activities meet speciﬂed requirements.

gervice reports are revlewed to assure that: servicing meets speciﬂed
'requirements, trends are noted and communicated to Dr. Nevyas.

. Service reports are documented and malntained by the Manager of Quality
Assurance. Note: Service data 18 submitted for Dr. Nevyas for review in all

cases.

STATIST!CAL TECHNIOQU ES

pollcy

The rasponsibility to establish methods and instructions for the application of
trending and statistical analysis 15 assumed at Nevyas. All incoming materials,
components, parts, etc. are 100% inspected prior to use.

1dentification of Need

s Nevyas employees are responsible for identifying and determining where trending
and statistical techniques areé needed asﬁrelated to customer c_omplaints and

jssues.

They are also responslble for procedures to Implement and control the application
of trending and statistical technigques in this area.

Ssampling plans

o Sampling plans are hased on 100% inspection of parts and components used to
service, repalir of preventatively malntain the device.
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Clinical Research Consultants, Inc.

3028 North CHff Lane * Cinclnnati, Ohlo 45220
Telgphone: (513) 7513637 * FAY: (513)-751-3773

MEMORANDUM

To:  Richard Sterling -- Dr. Nevyas
From; Barbara Fant, Pharm.D.
Date:  July 30, 1997

Subject: IRB Documents

Recent changes at FDA make it imperative that we get the IRB approval for your
myopia protocol as soon as possible. If you already have conditional approval, you -

need this to start your study. If your IDE is under review, obtaining the IR

approval now will get you up and running with your study quicker.
Your myopia protocol and consent form are being sent o Schulman Associates IRB
for review and approval. Enclosed is the investigator’s guide for the IRB. Please

complete the following documents that are contained in the investigator’s guide and
send them to me as 500N a3 possible and I will forward them to Schulman’s :

1. Site questionnaire (Appendix I
2. Sample Sﬁbmission Letter (Appendix I
3. Indemnity Agreement (Appendix V)

Penses st oy Btpest 7
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a professional association of 350 eye doctors in the Delaware valley
who have chosen us as their refractive surgeons of cholice. We conduct
many educational geminars for Delaware valley eye doctoxrs on the
aubject of refractive surgery, and we routinely comanage refractive
surgical patients with them to provide better care and more
convenience foxr our patients. We have constructed, with the help of
laser engineers, an extremely fine excimer laser surgical system which
utilizes the highest quality components and which can be controlled by
the surgeon to provide the best and most individualized surgical
results. We have invented a very special fixation system which
improves the centration of the excimer laser ablation. Our results

have bheen excellent.

How should I choose my eye gurgeon?

Tt would be best to choose a surgeon who is highly skilled, highly
experienced and well recommended. He or' she should have
recommendations from patients and particularly from doctors who are
familiar with his/her work. He or she should not have a large
malpractice experience. He or she should utilize an excimer laser in
a true surgical operating room rather than a commercial office suite.
vou should meet with him or her and feel comfortable with his or her

degree of expertise.

of having my refractive surgexry in a fully

what is the advantage
rgical centerxr guch as The Delaware valley Lasex

licensed ambulatory su
surgery Institute?

Our ambulatory surgical center has fully equipped

ophthalmic operating rooms which are available should any emergency
surgery be required, The operating rooms are equipped with special
air cleaners with finely filtering HEPA filters that reduce
particulate matter in the air and thereby make it less likely that
particulate matter will be trapped in the flap~corneal interface.

guch particles can be irritating and can carry infection. The
operating rooms have special flooring which does not allow dust to
collect at the corners and is easily cleaned. We use powder-free
gloves and our personnel wear scrub suits to reduce the possibility of

contamination.

ry centers place their lasers in regular carpeted
of fice suites in an of fice building. Such environments are conducive
to high levels of particulate matter and fibers in the air and do not
protect adequately against {nfection. Our operating rooms are
carefully controlled as to particulate matter, temperature and
humidity, making LASIK surgery safer and more precise.

gome refractive surge

What refractive erroxs can you correct?

with refractive surgery of one variety or another, we can correct
almost any refractive error in existence. We are experienced in a
number of procedures, not just one, and we utilize the procedure which
ig best for each patient. The majority of our refractive surgical
patients do best with LASIK surgery which is performed in our own
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surgical center. We correct myopia from ~0.5 to —15 diopters and
astigmatism from 0.5 to 7 diopters. We correct hyperopia from 0.5 to

yperopic LASIK, and we can correct any degree of high

5 diopters with by
myopia or high hyperopia with refractive lensectomy and intraocular
42 diopters of

1ens implantation. We have corrected as much as
nearsightedness with refractive jensectomy and as much as 12 diopters
of farsightedness. With astigmatic keratotomy we have corrected as

much as 14 diopters of astigmatism.

will I have any pain?

There is essentially no pain reported by nmost of our LASIK

surgery patients. some stretching of the eyelid is felt as the eyelid
holder is put into position, and a transient feeling of pressure
usually for less than a minute, is felt while the suction ring is
placed for creating the corneal cap with microkeratome. Most people
have just slight operative discomfort and no pbstoperative pain at
all. We usually give a small amount of oral Valium prior to surgery

o relax you.
Do you do both eyes at one time?

we usually perform LASIK on both eyes together, however in some
cases, especially those of very high nearsightedness, we may perform
the two procedures at two separate times. This also depends on the
patient's preference. We always perform refractive lensectomy with
the two eyes done at separate times, ugually a week or two apart.
pigmatic keratotomy are usually performed bilaterally.

what are the risks of refractive surgery?

The primary annoyance with LASIK is seeing halos around lights at
night. This ia more prominent in people with large pupils and less
pronounced in people with relatively small pupils. We measure
everyone'sd pupil with a "night vision' measuring device 80 that we can
know the size of the pupil in the dark to enable us to warn patients
with unusually large pupils that they may be subject to glare at

night.

The extremely rare cage of infection or retinal detachment has heen
reported at times around the world. We have never had either of these
problems occur after refractive surgery in our center.

There 1is a relatively rare gituation known as diffuse lamellar
keratitis or vgands of the Sahara® syndrome characterized by a sterile
inflammation of the interface between the corneal cap and the deeper
part of the cornea. We have seen a very mild case of this on only one
occasion and have never seen another case or a more severe case. The
one case which we saw responded very well to a short course of steroi
we take great pains to clean all blades with acetone prior

eyedrops .
o using them in order to remove any machine oil residues which are
thought to be one factor responsible for this condition.
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A few cases of postoperative retinal hemorrhage have been reported,
primarily in Korea where very 1arge ablations for extremely high
refractive errors, much larger than we will do, were performed. We

have never seen such a case.

Refractive lensectomy entails all of the risks of cataract surgery
including infection, inflammation and dislocation of the intraocular
1lens. Howevexr, We have nevexr seen any of these problems with
refractive lensectomy, and they're quite rare with modern cataract
surgery in general, especially cataract surgery performed on a
relatively clear lens. We use the latest rechnique of clear corneal,
self-sealing, N guture surgery with "no needle"” eyedrop anesthesia

for most cases of refractive lensectomy.

what is RK7?

Radial Keratotomy (RK) is one of a group of procedures that can be
used to correct nearsightedness. There are many guch procedures that
ag a group are called refractive surgery. RK gets lts name from the

fact that it involves making radial incisions on the edge of the

cornea to cause it to hulge outward, flattening the center of the
i for you is

cornea. Which of the refractive surgery procedures 18 right
a decision that your surgeon will make in consultation with you after

he or she has avaluated your needs.

gince the introduction of the first refractive surgery
n the 1970's. over two million people have had refractive

he success record is impressive. The vast
orrection to at least 20/40

Note:
technique i
surgery performed. iy
majority of these people have experienced c

without the need for glasses.

will T have 20/20 vision after the procedure?

cessful experience with your refractive gurgery begins
with realistic expectations of what it can do. The purpose of the
surgery is to enable you to perform many activities without glasses,
not to give you 20/20 vision. While the vast majority of patients
achieve at 1east 20740 unaided vision, not everyone gains complete
freedom from glasses. The goal of refractive surgery igs to obtain
uncorrected vision close to the same corrected vision as you have now

using your glasses Or contacts.

gaving a suc

What is the procedure that uses & lager?

When people talk about using a laser for refractive surgery, they are
referring most often to the excimer laser. This laser vaporizes
corneal tissue instantaneously. There are two main ways of using the
laser to correct nearsightedness. one is to flatten the cornea by
removing tissue from the front of the cornea (Photorefractive
Reratectomy (PRK). The gecond is to ralse a very thin flap of the
front of the cornea and to use the excimer laser to remove tissue from
within the cornea rather than the gurface (Laser in-situ

keratomileusis or LASIK).
NYR Q0669
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Do you think I need refractive gurgery?

Nobody needs refractive surgery. It 1s an elective procedure. Many
people can benafit from it, however. Refractive surgery can make &
person 1egs dependent on contact lenses oL glasses. Thig can bhe
valuable from a quality of 1ife standpoint and even in certain
circumstances from a safety perspective, particularly in occupations

where unimpaired eyesight ig critical.
will I be able to see without glagses after the procedure?

The majority of refractive surgery patients are able to perform most
111 need help for

activities without glasses, but some may st

especially demanding vigsion gituations (such as driving at night or
tations). Also, you may still need reading
glasses as you grow older. Your surgeon will give you more
information on what results you can realistically expect.

How long will it take?

¢ ten minutes. There 1s some equipment

The procedure itself takes abou
but once everything is get up, it

setup and patient preparation time,
doesn't take very long at all.

How much does it cost?

Refractive surgery, depending on the procedure recommended for you can
cost between $1500 to $2500 per eve. The fee covers all pre~operative
the surgery itself and any enhancements needed in the first
year of post—operative care. (It is rare to require further surgery
after six months.) If needed, payment plans are available. The full
details will be explained to you when you go for your evaluation by

the surgeol.

Who will do the procedure and are they experienced?

The SUrgeoils at Nevyasg Eye Associates: Dx. Herbert Nevyas, Dr. Anita
Nevyas-Wallace, or both. The surgeons are Very experienced and
prominent in their fields, with many Years of experience in anterior
segment surgery and refractive surgery. Thelir refractive surgery
experience extends to all aspects of refractive surgery and not just

one or two modalities.

where will the procedure by done?

It will be performed next to Nevyas Eye Asgociates offices in Bala
laware Valley Laser Surgery tnstitute. The DVLSI is

cynwyd in the De
the most modern and well~equipped private ophthalmological gurgical
d by the

facility in the Delaware valley. It is fully accredite
Accreditation assoclation for Ambulatory Health Care (AARHC) and

1icensed by the State of pennsylvania.
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can I change mY mind after I g0 for this avaluation?

ves, This is an elective procedure. vou may change your mind at any
time. Before you decide whether to have the procedure, we will
explain the procedure tO you, as well as possible complications and
previous results. We want you to be fully informed SO that you will
nave all the information you need to make an informed decision.

why do I have to make out tWO chacks hefore gurgery?

Your surgeon and the comanaging doctor (Optometrist and
Ophthalmologist)if you choose to be comanaged are independent
professionals working together to manage the care of your eYes.
ecach bill geparately for our portion of your services.

We

Wwill my insurance cover this procedure?

urance does not cover refractive surgeon. The

tive and almost cosmetic in as much as
Enhancement of lifestyle does
ance companies.

totomy for

Most health ins
procedure is considered elec
anyone can continue to wear glasses.
not count as medical necessity for most insux
d some insurances will cover astigmatic kera

astigmatism generated during surgery.

A L & candidate for LASIK?

Anyone dependent on glasses and/or contact jenses, who ig at least 18
years old can be considered a candidate. we are able to correckt
nearsightedness, farsightedness and/ox astigmatism with LASIK. The
best way for you to find out if you are a candidate for LASIK 1s to

schedule an evaluation with Nevyas Eve Associates.

' why is LASIK the preferred procedure at this time?

edure 18 extremely accurate and treats & broader range

The LASIK proc
i recovery time than

of patients with a more rapl and more comfortable
other refractive procedures.

Am I awake during the procedure and will T feel any pain?

procedure.. vour eyes will be numbed
sghould not feel any pain. Most patients
y a feeling of slight

You are'fully awake during the

with topical eye drops so you
report minimal discomfort, and report onl

pressure during the procedure.
vou may be given a mild sedative, but the majority of our patients do
not need any medication.

How long is the recovery time and what ghould I expect during that

cime?

Recovery from LASIK ls very rapid and is one of the reasons it is the
preferred procedure. rmmediately following the procedure, most
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patients show marked improvement and within 12-24 hours have a return
to normal function and can return to work the next day.

y notice some fluctuations in your vision
process. Night glare and
but usually cease by the end

puring the first week, you ma
which is normal and ig part of the healing
halos may persist for the first few weeks

of the two to three month healing process.

Ts LASIK consgidered permanent or does it need to be repeated?

LASIK has undergone numerous clinical trials and has been done for
years in canada and Euxope. patients .that have had this procedure
several years ago are still enjoying remarkable vision. NEA feels so0
strongly that LASIK is permanent and we offer to do any additional
laser treatments at no ~ost to you. Some patients do not require full"
correction with the initial procedure and may have a need for an

enhancement. An enhancement is a secondary procedure where additional

laser must be added to achieve the full correction. This is more
ighted or have

common in patients who are moderately to extremely nearsil
a lot of astigmatism. ' .

What are Intacs?

rneal ring segments are two small, transparent

KeraVision Intacs cO
d of the =same material that has

crescents or arcs. Thay are compose
been safely used for nearly 50 years in hard contact lenses and

intraocular lenses used to treat patients with cataracts (clouding of
the eye's natural lens of the eye). gince Intacs are placed in the
outer edge of the cornea, the center of the cornea remains unitouched.
Tntacs are meant to remain permanently within the cornea; however,

they can be removed oOr replaced.

who is a candidate for Intacsa?

ntly available for people with mild myopia

no more than .75 diopters of astigmatism.

f you are & candidate for the procedure is
ns of NEA so that he/she can

Intacs are curre
(nearsightedness) who have

The best way to find out i
to schedule an appointment with the surgeo

evaluate your vigion.
vou may cqualify for Intacs, if:

Your prescription for eyeglasses OI contacts is between ~-1.00 and

-3.,00 diopters, with no more than 75 diopters of astigmatism.
If you don't know your current prescription, we can schedule you
for a (complimentary) examination and congultation;

vou have healthy eyes, free from disease or injuries;

vou have had stable vigion for at least one year; and

vou are at least 21 years of age.
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Who it NOT & candidate for Tneace?

you should NOT have Intacs placed if:

You have autoimmune oI immunodeﬁicienCy diseases (Lupus;

rheumatoid arthritis or aIps, for example) i

vou are pregnant or nursing (6 months after delivery);

You have conditions of the eye that may increase the possibility

of future problemsi or

You are raking prescription medications that may affect corneal

healing oY your viasion.

our general medical histoxyY with you
ny conditions that might guggest you

diabetes OT other conditions trhat might affect wound healing.
should also bring & 1ist of any prescr
medicines that you take.

what are Intacs made of?

Intacs are nade of a special biocompatible plastic that has been
safely used for nearly 50 years in contact 1enses and in the
intraoculaxr lenses used to treat patients with cataracts. Intacs are

designed for permanent placement in the eve, put they are also
removable.

what is the difference between Intacs and otherxr refractive procedures:
ned to be placed in the outer edge of the cornea away
from the ncentral optical zone." pecause nearly all the 1ight that
reaches the retina must pass through the central optioal zone, it is

the part of your cornea most important for clear vision. Therefore,
rical zone. The procedure

Tntacs are desig

i prooedures that permanently alter the
are also removable and replaceable.

How 4o intacs work?

Simply. Intacs gently change the ghape of your cornea to correct your
vision. 1IN the nearsighted eye, the curve of the cornea is too steep.
the eye are pent too much and axe focused in front

as a result, things far away appear
hlurry. Tntacs change the shape of the cornea, allowing the light
the retina. But unlike laser surgery: which reshapes

rays to focus on
the cornea by removing rigsue from the centeXr, Intacs are placed in
the outer edge leaving the central optical zone intact.

NYA 00673
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What is the central optical zone and why is it so important?

The central optical zone refers to the center area of your cornea.
virtually all light that enters youxr eye passes through the central
optical zone in order to be focused., For this reason, the central
optical zone is crucial to clear vision. Intacs corneal ring segments
are specially designed to be placed in the outer edge of the cornea
away from the central optical zone.

what's involved in the procedure?

patients are given a mild oral sedative and eyedrops to
A tiny opening, less than 2 mm is

beneath the eyelid. Intacs are

Typically,
numb the eye before the procedure.

made near the upper edge of the cornea
inserted through this opening so that they rest between the layers of

tissue in the cornea, outside the central optical zone, Thisg
procedure usually takes about 15 minutes and is performed on an

outpatient basis.

What are the risks?
As with any refractive surgical procedure, there are certain risks and
showed that, infection,

complications. Olinical studies in the U.S.
which is a risk with any surgical procedure, occurred 0.2% of the time
with Intacs. Other adverse events included: shallow Intacs placement

{0.2%); temporary loss of 2 lines of best corrected vision (0.2%); and
anterior chamber perforation during surgexry (0,4%)., None of these
events resulted in a permanent loss of vision. Othexr complications
included: overcorrection, reduction in central corneal sensation, ‘
difficulty with night vision, undercorrection, induced astigmatism,

blurry vision, double vision, corneal blood vegsels, halos, glare,

Fluctuating distance vision and a reduction of 2 or more lines of best
procedure are not

corrected vision. If the results of the
Intacs removed or replaced.

satisfactory, you may need to have your
The surgeons of NEA will be happy to discuss the potential risks and

benefits in detail with you.

Ts the procedure reversible?

Intacs are removable. While the Intacs are in your eye, it gently
reshapes the corneal tissue, which causes the light rays to focus
properly. But it doesn't touch the part of your cornea most critical

for clear vision. Clinical data has shown that patients'’ refractions
returned to their preoperative levels by 3 months following removal,
in most cases. The patient's correctable vision was 20/20 or better

in all cases following removal of Intacs.

s the proceduxe painful?

d with this procedure. You may

Usually there is no pain associate
lly a pressure sensation) that only

experience some discomfort (typica
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e of minutes, Topical anesthetic will bhe used to

lasts for a coupl
ing the proceduxe.

help alleviate any discomfort dux

will I have & 1ot of pain following gurgery?

You may experience some discomfort oOr pain in your eye

procedure. vou will be mildly sensitive £o light an
feeling that something is in your eye '

patients describe thelr discomfort ag moderate and it typically
diminishes within 48 hours. vour doctoxr may recommen
help ease your discomfort. Gi
nap after the procedure may help to al

have.

Wwill I be able toO drive myself the day of gurygery?

day of the procedure and to

t drive immediately after
hen it is cafe to resume

vou should arrange for gransportation the
your next examination, gince you should no
the procedure. vour doctor will advise you W

driving.

After the procedure will T have to wear a ghield?

vour doctor may recommend that you may wear an eye ghield at night.
The shield should be worn to protect your eye from irritation and
injury, such as rubbing o¥ acratching, while you sleep.
when will I ke able to xeturn to work/resume normal activities?

after surgery. we recommend

While some people return ro work the day
expect to

you take the day atter surgery off. @enerally, you can
return to your normal daily routines within a few days.

How long does the procedure take?

imately 15 minutes for oneé eye, and you go
ral procedure, including the pre—surgical
leted in less than one hour.

The procedure takes approx
home the same day. The to
preparation, is usually comp

what can I expect my vigion to be?
in U.S. clinical studies, 97% of patients saw 20/40 or bettexr with
74% gaw 20/20 or better-—the standard for good vision, and 53%

better, & 1evel that exceeds the standard for good
4 what your potential results might be, we

Iintacs;

gaw 20/16 or
vigion. TO pettexr understan

can schedule a complimentary exam for you.
DAY 1 MONTH 3 MONTH 12
UNCORRECTED VISION .
20/16 13% 49% 53%
20/20 34% 71% 74%
55% B6% 87%

20/25
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. slowly throughout the postoperative period.

20/40 81l% 97% 97%

1n the first couple of monthsg, you may experience SOme glare, |
1 and improves

starbursts, halos and fluctuating vision. This is norma
In most patients, these

symptoms improve when Intacs are placed in the second eye.

Wwill I still need glasses oY contact lenses after the procedure?

eg for correction of

Typical}y, patients no ljonger depend on glass
their distance vision. Some patients may still wear glasses for
on. For example, Intacs doas not

reagons specific to their situati .
correct presbyopia, so you may still need reading ¢
recommended that a contact lens be worn OCi an eye t

jasses. It is not
hat has Intacs.

How long do Intacs gtay in the eve?

without

o remain permanently in place
agily remove them.

Intacs are intended t
ained ophthalmic gurgeon camn €

maintenance, yet a tx

can Intacs be felt once they are in place?

No. Intacs are not felt because they are placed in the cornea peneath

the nerve endings.

can Intacs be seen by the naked eye?

Intacs are barely noticeable to other people and their appearance in

the eye is similarx to a contact lens.

can they dry out or get dirty 1ike a contact lens?

No. Intacs are designed to remain permanently in placed within the

cornea and don't require maintenance.

could I have an allexgic reaction to ntacs?

The material used for Intacs has a long history of being safely used
in the eye. It has not been known to interact with eye tissue to
produce an allergic reaction or other gide effects, such as swelling

or irritation.

What 1f my vision changes?

yesight will change. Tf the Intacs You were

given no longer provide the amount of correction you need, they may be
removed Or replaced. Your doctor will help you determine the best

means to accommodate any changes in your vision.

As you get older, your e

What will my vigion be like if I later want Intacs removed?

Tntacs can be easily removed in a prief outpatient procedure. When
Intacs were removed in U.S. clinical studies, patients' vigion
returned to their preoperative jevels, in most cases. This process

13 NYR 00676



typically
or better

took three months.
following the

remova

aAll patients’
1 of Intacs.

corrected vigion wa

g 20/20
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typically took three months . All patients‘ corrected vigion was 20/20

or better following the removal of Intacs.

TESTIMONIALS

Andrew Kessler—
why did you decide to have the LASIK procedure:

n addition to being & father,

1'm a skier and a tennls player and I like to spend (obviously skiing)
a lot of rime outdoors. Coming indoors from outdoors in the winter,
glasses has had the experience of having the
condensation on thelxr glasses, and just peing able to pbe in the ocearn,

doing the things T want to do, glasses were an inconvenience.

T lead & relatively active 1ifestyle.

we know there's some risk involved, when you

With any gurgary
how did you weigh penefits against the risks?

approached this,

14 NYR 20678



T

was the opportunity to not have

Well, obviously what T was lookingd at
i t all the potential

o wear glasses anymore but prlmarlly T looked &
operations that were available and I've heen 100king foxr a 1ot of
years. T have the benefit of being the son of an optometrist, go for
apout the 1agt fifteen years 1'Ve peen lookind for some way ro avoid
wearing my glasses and at some point it was made known to me that
there was this LASIK procedure which has & very high 1avel of success,

for which I was a very good candidate.

after belngd ghrough this procedure, what do you think?
eful to Dr. Nevyas—Wallace. gince I had

I'm ecstatic. r'm also grat
d glasses free, L1 aml thrilled.

the procedure, T am correcte

Dr. Tammy gchuler-

o has had LASIK performed, what kind

AS an optometrist and gomeone wh
nd deciding

of legwork do you recommend to pecople when researching a

whether they should get this done and by whom.

Usually when patients are interested in refractive procedures,
recommend that they 100k for 2 surgeon that they feel comfortable with
and also one that has experience. vou should be comfortable with the
person who performs the surgery pecause you will have concerns both

from & vision gtandpoint and from an anxiety standpoint.

How do you feel about yourt results?

I am very Very pleased. From the moment that 1 had the procedure I
very little discomfort. 1 was told

was 20/20 and I experienced very
that I could anticipate & 1ittle it of glare night because T have &
1arge pupil size. did experience glare at night "howevexr it was

never hindering because my vigion was clear. After apout three months
it totally dissipated and is now gone.

Glenn Macnow-

1'm one of those people who couldn't see the hand in front of their
face when it'g two feet in front. T wore glasses up until my 30'g; I

wore contacts after that. T hated it. I hated breaking the glasses.
1 hate cleaning the lenses. I hated not being able to gee in the
morning until I put the glasses O, T couldn't even read the clock.

Eye Associates what T really 1iked is, I didn't
salespeople and they weren't trying to push me
thing that was going toO happen, step by
step. L must have asked them six thousand questions, they never got
tired of my questions. T probably had a lot of gtupid questions.
They never made me feal stupid about them. They Eiguratively held my
hand through the procedure. 7'm still amazed that I go to a football
game, I g° gee the Philadelphia Eagles, and I i
T'm talking 200 yards away on the other side ©

When I cane to Nevyas
feel as if they were
into it. They explained every

15 NYR QUE79
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coach and I can see what he's saying and
talking to and I can See forever and that really
tell you something else and this again ma
brighter than they were. I used to see t
used to see the distance as sort of a shadin
the leaves on the trees and it's individual le
into the distance and I can see the color bhrea
The surprise was how much bette¥ I see.
the same but not have to wear the glasses oY t
learned is, how much better I could see.

16

y sound corny,
he leaves on the
g of colors.

king into
T figured I wou
he contacts.

T can make out who he's
has amazed me.

colors are
tress,
Now I see

Now I look off

that color.

1d see about
what I

NYR @680
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Harberl J, Nevyas, M.D.
Resfractive, Cataract. and
Corneol Surgery

Juann V. Nevyas, M.D.
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iy Therary

Anla NevsavWallace. M.D
Refractne. Cataract, and
Corneal Surgery

Iry B. Walluce, M.D.
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2
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.jward A, Deglin, M.D.
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Glaucoma Surgery and Therupy, Caturict

. Medieal und Surgical Ophililmolog)

i M, Brandt, M.D.
Vitreo-retinal Diseuse

Richard H. Swerling. O.D.
Interprofessional Relutions
Refractive Surgery Coordinatwr

o eemanl address;

'\\-yus@uol.com

e-mitil nddress:
nevyus@auol.com

Nevyas Eye Associates / Delaware Valley Laser Surgery Institute

Ambuiatory Surgety Center
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Nevyas Eye Associates- LASIK Results

The refractive surgeons of Nevyas Eye Associates, Drs. Anita
Nevyas-Wallace and Herbert Nevyas pride themselves on their
dedication to excellence in all surgeries they perform including laser
assisted procedures such as LASIK. Since we began doing this
technique we tried to do as much as possible to guarantee a quality
result. Our dedication and hard work has paid off in the form of

many very happy patients.

When excimer laser was first approved for use ot the cornea in
October 1995 Nevyas Eye Associates began using the excimer beam
directly on the third layer of the front part of the eye, cornca
(LASIK), to minimize patient postoperative discomfort and
complications, Many surgeons began laser technology with PRK
which is simply using the excimer to remove the first, second and
part of the third layer of the cornea. Because the surgeons of Nevyas
Eye Associates had experience with ALK surgery (“lifting a flap”)
before excimer technology was approved they were able to offer
what has now been accepted as the procedure of choice for excimer

laser namely LASIK.

The patients who have had LASIK for their distance vision (not the
monovision eye) and who have at least 180 days followup have
attained 20/40 or better unaided (no glasses or contacts needed)
vision in 94% of the cases. Of those same patients 80% have
20/25 or better and 57% have 20/20 or better unaided visual

acuity.

The surgeons of Nevyas Eye Associates have worked very hard to
improve the technique as much as possible. In February of 1998 the
Drs. Nevyas invented a fixation device to minimize decentered laser
ablations (when the laser “yaporizes” comeal tissue). The results
speak for themselves 97% of the patients we’ve done LASIK for are
within +/- 1.50 diopters (smallest increment is 0.25 diopter) and
71% are within -+/- 0.50 diopters. Although there are very few
overcorrections (removing all nearsightedness and creating
farsightedness) the majority were less than +0,50 diopters.
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