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GLOSSARY

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

Antibiotic 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: a condition resulting in an uneven shape of the cornea. Light rays are focused at
multiple points and at differing distances from the retina due to the uneven corneal shape. The
multiple focal points result in blurred distance and/or near vision.

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 proposed treatment not being
recommended.

Cornea: the clear front surface of the eye. Refractive surgery procedures reshape or flatten this
surface to correct vision.

Corneal Epithelium: the top layer of the cornea that may become disrupted during refractive
surgery. The epithelium typically heals after a few days.

Corneal Haze: a cloudiness of the cornea that may occur after a refractive procedure.
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 refractive error present from myopia,
hyperopia, or astigmatism in an eye.

Glaucoma: a condition usually associated with high pressure in the eye. 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 light that may appear around a headlight or other lighted
object.
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Herpes Simplex: a type of infection caused by a virus that can recur. This virus typically causes
cold sores and/or vesicles to 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.

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.

Immunodeficiency Disease: a condition that alters the body’s ability to heal. An example is
AIDS.

Intraocular Pressure (I0OP): fluid pressure inside the eye. Your doctor measures the pressure
inside the eye with a tonometer.

Keratoconus: a condition that results in a progressive thinning of the cornea. As the cornea
continues to thin, it typically becomes shaped like a cone, which distorts vision.

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

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

Ocular Hypertension: an increase in the pressure inside the eye.
Refractive Error: parallel light rays are not brought to a sharp focus precisely on the retina,
producing a blurred image. Examples of refractive errors are myopia (nearsightedness),

astigmatism, or hyperopia (farsightedness).

Retina: the back surface of the eye. The retina takes focused light and transfers the image to the
brain.
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HUMANITARIAN DEVICE: Authorized by U.S. Federal law for use in the treatment of
nearsightedness and astigmatism associated with keratoconus. The effectiveness of this
device for this use has not been demonstrated.

A. Introduction

Do you have keratoconus, also known as “KC,” and are you no longer able to achieve
adequate vision with your contact lenses or glasses? Are your contact lenses so
uncomfortable that you are unable to wear them for as long as you would like to? Have
you been told by your doctor that the only remaining option to restore your vision is for
you to undergo a corneal transplant procedure? The information in this booklet is
provided to help you decide whether or not you want to undergo a procedure to improve
your nearsightedness and astigmatism with INTACS® prescription inserts.

INTACS prescription inserts may provide an
alternative to restore your vision and to possibly
defer the need for a corneal transplant procedure.
INTACS prescription inserts work by reshaping
your cornea to a more normal shape. The goal, in
most cases, for the INTACS procedure is to
allow you to be successfully fitted with contact
lenses or glasses again so that your vision can be
restored.

INTACS prescription inserts

INTACS prescription inserts are tiny plastic segments that are placed in your cornea (the
clear front surface of your eye). They work by reshaping your cornea and thereby
correcting its refraction (optical power) and may allow you to be comfortably fitted with
contact lenses or glasses again to achieve optimal vision. INTACS prescription inserts are
the same product as currently approved by the FDA for the reduction or elimination of
mild myopia (nearsightedness).

Your doctor will place the INTACS prescription inserts in your cornea during an
outpatient surgical procedure. The procedure for placing INTACS inserts does not
involve the cutting or removal of tissue from the cornea’s central optical zone—the part of
the cornea that is most important for your vision. Your doctor can help you decide what
is the best treatment for you.
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B. How the Eye Functions
Natural Lens

In order to understand how INTACS
prescription inserts will reshape your
cornea and help to correct your
nearsightedness and astigmatism, itis
important to understand how the eye P
functions. The cornea of the eye is osticn
composed of transparent tissue and is
comparable in size to a contact lens.

The cornea functions as a window
through which light rays travel to the
retina. The retina sends the “picture”

of the viewed object to the brain
where the object is then “seen.” In

the normal eye with perfect vision, the light rays enter the eye and are focused precisely
on the retina. In this situation, a clear image is sent to the brain.

Retina

Cornea

Focus

Light .
1 Point

Rays

Normal Eye

The cornea provides about 75 percent of the eye’s focusing or refractive power. The
natural lens inside the eye provides the remaining focusing power. The shape, or
curvature, of the cornea determines how well you see and how “in focus” an image is
when it reaches the retina. Nearly all of the light that reaches the retina must pass through
the central area of the cornea or the “optical zone.” Because the optical zone is so crucial
for clear vision, INTACS prescription inserts were designed to be placed at the outer edge
of the cornea, away from the optical zone.

C. What is Keratoconus?

Keratoconus, pronounced as
(KEHR-a-toh-kohn-nus), is a
vision disorder that occurs when
the normally round dome- shaped
cornea progressively thins causing /

a cone-like bulge to develop.

Examples of a normal-shaped eye

and a domed-shaped keratoconus Noliéye el

eye are shown here. Since the

cornea is responsible for refracting most of the light coming into the eye, abnormalities of the
cornea can create an associated reduction in visual acuity. The abnormal shape of the
keratoconic cornea prevents the light entering the eye from being properly focused on the retina
for sharp, clear vision. The bulging or “cone-shape” protrusion is caused by the normal pressure
of the eye pushing out on the thinned areas of the cornea. The changes in the cornea’s natural
domed shape often lead to significant distortion and a reduction in vision sharpness (visual
acuity). This impairment in vision can severely affect a keratoconus patient’s life by making
even simple daily tasks, such as driving, watching television or reading a book, difficult to
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perform. The actual cause of keratoconus is not yet known, but there have been studies
that suggest a genetic link to the disease. The disease typically affects both eyes, but they
may not be affected at the same rate.

In the early stages of the disease, keratoconus causes slight blurring and distortion of
vision along with an increased sensitivity to glare and light. These symptoms usually first
appear during one’s teen years to early twenties. Keratoconus may progress for another
10-20 years, with the rate of progression typically slowing during one’s forties. As
keratoconus progresses, vision often becomes more distorted. Glasses or soft contact
lenses may be used to correct the mild nearsightedness and astigmatism that is created in
the early stages of keratoconus. As the disease progresses and the cornea continues to thin
and change shape, rigid gas permeable (RGP) lenses are often prescribed because glasses
and soft contact lenses are no longer adequate to correct one’s vision. The RGP lenses
must be carefully fitted and frequent checkups and lens changes are often required to
continue to achieve good vision. However, over time the cornea may become scarred, the
contact lenses may no longer be comfortable to wear on a daily basis, and/or the contact
lenses are no longer able to adequately correct vision. In severe cases of keratoconus, the
last resort is to have a corneal transplant procedure, also known as a penetrating
keratoplasty procedure (PKP), due to the development of corneal scarring, corneal
thinning or the inability to wear contact lenses any longer. A corneal transplant procedure
involves removing the patient’s cornea and replacing it with healthy corneal tissue from
a donor. Most patients will still need to wear glasses or contact lenses for clear vision
following a corneal transplant.

When RGP lenses no longer are effective or have become uncomfortable to wear on a
daily basis, a corneal transplant has been a keratoconus patient’s only option to attempt
to restore their visual acuity until now. INTACS inserts may offer an alternative to restore
functional vision and potentially to defer the need for a corneal transplant procedure.

Page 3



CorneaGen, Inc. Patient Booklet
INTACS Prescription Inserts-KC

D. What Are INTACS Prescription Inserts?

INTACS prescription inserts are two small, plastic crescents or arcs. They are composed
of the same material (PMMA\) that has been safely used for nearly 50 years in intraocular
lenses used to treat patients with cataracts (clouding of the eye’s natural lens).

INTACS inserts are designed to remain
permanently in the eye, yet they can also be
removed or replaced, if desired. The INTACS
procedure is typically performed in an outpatient
setting using drops to numb your eye. The total
procedure for one eye, including preparation time,
is usually completed in less than one hour.

Cross section of cornea showing INTACS
prescription inserts placement.

INTACS inserts are surgically placed through a tiny cut that is made on the cornea, after
numbing drops have been applied. Once in place, the two arcs flatten the cornea so that
light rays can properly focus on the retina. Since
INTACS inserts are placed in the outer edge of the
cornea, the center of the cornea remains untouched.
INTACS prescription inserts reshape and add support
to the thinning areas of the keratoconic cornea to
prevent or decrease the forward bulging of the cornea.
The structural support provided by INTACS inserts
will help create a more regular surface of your cornea,
which may allow you to be fitted with contact lenses
or glasses again to improve your vision.

INTACS prescription inserts placed
in the cornea.
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E. What Are the Benefits of INTACS Prescription Inserts?

e INTACS inserts may improve your vision by creating a more regular surface for your
cornea, which may allow you to be successfully fitted with contact lenses, glasses or
both.

e INTACS inserts may reduce the nearsightedness and astigmatism associated with
your keratoconus.

e INTACS inserts preserve the central part of the cornea which is most important for
your vision.

e INTACS inserts may defer the need for a corneal transplant procedure.

e INTACS inserts can be surgically removed or replaced.

F. What Are the Risks of INTACS Prescription Inserts?

As with any refractive surgical procedure, there are certain risks and complications
associated with the INTACS procedure. It is important to discuss these risks with your
doctor before you make the decision to have your surgery. If the results of your INTACS
procedure are not satisfactory you may need to have the INTACS inserts removed or
replaced. If your INTACS inserts are removed, you may need to have a corneal transplant
procedure. The long-term safety risks of using INTACS inserts in the keratoconus
population are unknown. There may be other risks that cannot be foreseen.

The adverse events and complications observed using INTACS inserts to treat patients
with keratoconus are summarized below. There have been very few surgical or
postoperative complications associated with using INTACS inserts to treat patients with
keratoconus. Three clinical studies, involving a total of 164 keratoconus patient eyes,
have been performed wusing INTACS inserts. The reported postoperative
complications/adverse events from the three keratoconus studies include: channel
deposits, incision haze, visual symptoms, shallow segment placement, non-infectious
healing response, blood vessels in the cornea and redness/discomfort due to a patient
getting sand in his eye (not related to INTACS inserts).

INTACS inserts have been successfully removed from 14/164 (8.5%) of patient eyes from
the three keratoconus clinical studies. The primary reasons for removal included: visual
symptoms (n=10), shallow segment placement (n=2) and astigmatism/surface
irregularities (n=2). In the cases where the INTACS inserts were removed, the patients
returned to their preoperative condition. Several of these patients have gone on to have
successful corneal transplant procedures performed after their INTACS inserts were
removed. Surgeons generally recommend that a corneal transplant procedure be
performed at least three months after removal of the INTACS inserts.
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INTACS inserts were removed from 34/452 (7.5%) of eyes in the U.S. clinical studies
for myopia (nearsightedness). Reasons for removal of INTACS inserts included: 1 for
infection, 12 for patient dissatisfaction with correction achieved (undercorrection,
overcorrection, astigmatism), 19 for patient dissatisfaction with visual symptoms (glare,
halos, difficulty with night vision, etc.) and 2 for other reasons (delayed replacement
procedure, Federal Aviation Administration (FAA) restrictions).

Removals and Replacements

If the results of the INTACS procedure are not satisfactory, you may need to have another
surgical procedure to remove or replace your INTACS inserts. If your correction requires
an adjustment, then your INTACS inserts can be replaced with either a thicker or thinner
size. INTACS inserts can be easily removed in a brief, outpatient procedure.

The removal results from patients in the INTACS clinical studies demonstrate that:

e Patients’ vision returned to their preoperative levels by 3 months following removal,
in most cases.

e The central cornea remained clear for all patients.

e A small percentage of patients reported more frequent and/or more severe vision
symptoms three months following removal of INTACS inserts than they had prior to
their procedure.
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G. Contraindications

You should NOT have INTACS prescription inserts placed if:

e you have extensive corneal thinning as a result of your keratoconus;

e you have autoimmune or immunodeficiency diseases (for example: lupus,
rheumatoid arthritis, AIDS);

e you are pregnant or nursing;

e you have known conditions of the eye that may increase the likelihood of future
problems; or

e you are taking prescription medications, such as Accutane!(isotretinoin) or
Cordarone? (amiodarone hydrochloride), that may affect corneal healing or your
vision. You should discuss all medications you take, even over-the-counter
medications, with your eye doctor.

H. Warnings

e If your pupils are large under low light conditions, you are more likely to
experience some visual symptoms such as glare and sensitivity to light.

e The long term effect of INTACS inserts on the cornea has not been established.
Additional long-term data are being collected.

e Under poor visibility conditions, such as dim light or fog, you may have some
reduction in the sharpness of your vision.

l. Precautions

e INTACS inserts are not recommended if you have insulin-dependent diabetes or
other medical conditions that affect wound healing.

e INTACS inserts are not recommended if you have had a Herpes infection in your
eyes.

e Ifyour INTACS inserts are removed, the results of future surgical procedures to
correct your vision are not known.

e If you are taking Imitrex® (sumatriptan) for migraine headaches.

! Accutane® is a registered trademark of Hoffman-La Roche Inc.
2 Cordarone® is a registered trademark of Sanofi.
* Imitrex® is a registered trademark of Glaxo Group Ltd.
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J. Are You A Good Candidate For INTACS Prescription Inserts?
If you are considering INTACS inserts, you must:

e be at least 21 years of age;

¢ have nearsightedness and astigmatism as a result of keratoconus;

e be unable to achieve adequate vision correction with contact lenses or glasses;

e have clear central corneas (for example: no scarring or infection present);

o h_a\{e a corneal transplant procedure as the only remaining option to improve your
vision;

¢ be informed of the risks and benefits as compared to other available treatments for

vision correction associated with keratoconus; and

e Dbe willing to sign an informed consent form and to understand that the effectiveness
of using INTACS inserts in treating patients with keratoconus has not been
established, that the INTACS procedure is likely to only temporarily stop the
progression of your keratoconus and that you may still be required to undergo corneal
transplantation as the next course of therapy.

K. What You Need to Know About the INTACS Procedure

It is important that you are informed of what to expect before, during and after the
procedure. Detailed instructions about how to care for your eye following the INTACS
procedure can be found in Attachment 1.

Before the Procedure

You will need to have a preoperative eye examination to determine if your eye is healthy
and is suitable for this procedure. Your examination will include a variety of standard
ophthalmic tests, general medical tests and a review of your medical history.

Important:

e If you wear contact lenses, it is very important to stop wearing them 2-3
weeks before your preoperative examination per your doctor’s
instructions. Failure to do this may produce poor results.

e If you wear eye makeup, you should stop 2-3 days before the procedure to
reduce the risk of infection after your procedure.

Please tell your doctor whether you are taking any medications or have any known
allergies or reactions to medication. Your doctor will advise you on whether or not you
will be allowed to eat or drink prior to the procedure. You should arrange for
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transportation after the procedure and to your next examination, since you should not
drive immediately after the procedure. Your doctor will advise you when it is safe to
resume driving.

Ihe Day of the Procedure

Your physician will briefly discuss the details of the INTACS procedure and what to
expect during your procedure. Your presurgical preparation will vary depending on the
type of anesthesia your doctor chooses. You will be positioned comfortably, facing up,
on a surgical table or reclining chair. Your face will be covered with a surgical drape
exposing only the surgery eye. The surgeon will place an instrument between your eyelids
to hold your eye open during the procedure. Anesthetic (numbing) drops may be placed
in the procedure eye. The procedure will be performed using an operating microscope. A
special surgical knife will be used to make a single small incision. A device will be placed
on your eye to keep it steady during the procedure. You may experience some discomfort
(typically a pressure sensation) during this part of the procedure. The total procedure,
including the presurgical preparation, is usually completed in less than one hour.

After INTACS inserts are placed in your eye, your doctor will put some drops or ointment
into your eye to reduce swelling. Your eye may then be covered for your protection and
comfort. You may experience some discomfort or pain in your eye following the
procedure. Most patients describe their discomfort as moderate and it typically diminishes
within 48 hours. Your doctor may recommend a medication to help ease your discomfort.
Please remember to make arrangements for transportation as you should not drive the day
of your procedure.

The First Weeks After the Procedure
Your doctor will typically examine your eye the day following your procedure. You will

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

Important:

e Do not rub your eye for the first six months after the procedure. This is important
to promote proper healing of the incision.

For the first few weeks following the procedure, your eye will be healing. During this
time, you will need to take special precautions with your eye to keep it clean and to protect
it from injury and infection.

Your doctor should prescribe an antibiotic to be used following the procedure. Apply the
antibiotic directly into your eye as instructed. Your doctor may prescribe steroid drops
for the first week or two following the procedure to decrease irritation and redness of your
eye.
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IMPORTANT:

Use the steroid eye drops and lubricants, as instructed by your doctor. Your
surgical results depend upon following your doctor’s directions.

Your doctor may recommend that you wear an eye shield at night. The shield should be
worn to protect your eye from irritation and injury, such as rubbing or scratching, while
you sleep.

Most patients do not experience significant pain following the procedure. If you do
experience pain, ask your doctor about taking medication, such as a pain reliever, to ease
the discomfort. Other pain medication may be prescribed by your doctor.

WARNING:

e You should immediately contact your doctor if you experience any pain,
discomfort, feeling that something is in your eye or change in your vision
after the initial postoperative recovery period (typically 7 days).

e Your doctor will monitor you for any side effects if steroid eye drops are
used following the procedure. Prolonged topical steroid use may cause
ocular hypertension (an increase in the pressure inside the eye), glaucoma
(a condition usually associated with high eye pressure that can result in
damage to the nerve at the back of the eye and possible loss of vision) or
cataract formation (an opacity or clouding of the natural lens inside the
eye that can cause a loss of vision).

L. Questions to Ask Your Doctor

You may want to ask the following questions to help you decide if INTACS inserts are
right for you:

What other options are available for correcting my vision?

Will | have to limit my activities after the INTACS procedure, and for how
long?

What are the benefits of INTACS inserts for the amount of nearsightedness
and astigmatism that is associated with my keratoconus?

What type of vision can | expect in the first few weeks after the procedure?

If INTACS inserts do not adequately correct my vision, what are my options?
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e After having the procedure will my cornea heal differently if injured?

e Should I have INTACS inserts placed in my other eye? If so, how long will |
have to wait before | can have the procedure performed on my other eye?

e When will | be able to return to work/resume normal activities?

Discuss the cost of the INTACS procedure and follow-up care requirements with your
doctor.
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M. Self-Test
Are You an Informed Patient?
Take the test below and see if you can correctly answer these questions after reading
this booklet.
IRUE EALSE
1. The procedure for placing INTACS inserts is risk-free. ][]
2. All treatments for keratoconus are the same. (] L]
3. Itdoes not matter if I wear my contact lenses when my 1 [
doctor told me not to.
4. After the INTACS procedure, there is a good chance that L1 []
my keratoconus will be cured.
5. 1 will be able to drive immediately after the procedure. ][]
6. 1 may still need to wear glasses or contact lenses after the 1 [
INTACS procedure.
7. Thereis arisk that I may have difficulty driving at night. ][]
8. Itdoes not matter if | am pregnant and plan to undergo this HEN
procedure.
9. If I have an autoimmune disease, | am still a good 1 [
candidate for INTACS inserts.

You can find the answers to the Self-Test at the bottom of Page 13.
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N. Summary of Important Information

The INTACS procedure does not permanently alter the central part of the cornea and
INTACS inserts can be removed or replaced.

You may still need glasses or contact lenses after having INTACS inserts placed.

Pregnant or nursing women should wait until they are not pregnant or not nursing to
have the procedure performed.

You would NOT be a good candidate if you have autoimmune or immunodeficiency
diseases (for example: lupus, rheumatoid arthritis, AIDS), insulin-dependent diabetes
or other conditions that make wound healing difficult.

The INTACS procedure may result in some discomfort. The procedure is not risk-
free. Please carefully read this entire booklet, especially the sections on Benefits and
Risks, before you agree to the procedure.

Alternatives to INTACS inserts for the treatment of keratoconus include, but are not
limited to, glasses, contact lenses or a corneal transplant procedure.

The procedure to place INTACS inserts is not a version of Radial Keratotomy (RK)
or laser refractive surgery.

The vision requirements of some occupations such as a pilot, policeman or the
military cannot be met by having any refractive surgery, including INTACS inserts.

Before considering INTACS inserts you should:
a. have a complete eye examination

b. talk with one or more eye care professionals familiar with refractive surgery
about the potential risks and benefits of INTACS inserts.

Answers to Self-Test Questions:

1. False (see Page 5); 2. False (see Page 3); 3. False (see Page 9); 4. False (see Page 9); 5.

False (see Page 9); 6. True (see Page 1); 7. True (see Page 8); 8. False (see Page 7); 9.
False (see Page 7).
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0. Patient Assistance Information

Primary Eye Care Professional

Name:

Address:

Phone:

INTACS Doctor

Name:

Address:

Phone:

Procedure Location

Name:

Address:

Phone:
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Attachment 1

Patient Postoperative Care Information

Now that you have received your INTACS inserts, it’s very important to care for and
protect your operative eye while it is healing. Y ou may experience a temporary distortion
of vision for several days after your procedure; this is normal and will be discussed with
you during your regularly scheduled follow-up examinations.

There are a number of simple things you can do to avoid potential problems with your
eye. The following guidelines have been developed by your eye doctor and Addition
Technology to help you understand how to care for your eye following the INTACS
procedure. Please read and follow these guidelines carefully.

FOLLOW DIRECTIONS ON ALL OF YOUR MEDICATIONS

Use all eye drops, ointments or other medications as prescribed. Do not use any
over-the-counter substitutes, unless instructed to do so by your eye doctor.

* When putting eye drops into your eye, take special care not to touch the tip of the
applicator to your eye or your fingers.

* Ifyou have areaction (redness, sensitivity or other symptoms) to any medication,
stop using the medication and notify your eye doctor immediately. An alternate
medication may be prescribed.

DON’T LET YOUR EYES BECOME IRRITATED

» Do not rub your operative eye for the first six months after surgery. This is
important to promote proper healing of the incision.

* Avoid rubbing or injuring your eye while you sleep. Use the nighttime eye shield for
the entire time period your eye doctor recommends.

» Keep the area around your eyelid clean. To avoid contamination, use disposable
tissues rather than cloth handkerchiefs or fuzzy towels.

* Do not get tap water in your eyes for the first few weeks following your
procedure.
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» Don’tlet shampoo, face creams, sprays or facial cleansers get into your operative eye.
During the early months following your procedure, these products may irritate your
eye more than usual. If you do get something in your eye, immediately flush your eye
with sterile preservative-free artificial tears or sterile eye wash.

* Avoid using eye makeup for the first 7 days after your procedure or until your eye
doctor says that your cornea has healed.

» Avoid areas where there may be a lot of dust, pollen or airborne debris and particles.
Protect your eyes; wear safety glasses or protective goggles when appropriate, during
work or sports activities. When in doubt, ask your eye doctor.

» Do not wear a contact lens on your operative eye until advised to by your doctor.

» If your eyes tend to be dry, or are frequently exposed to drying conditions, sterile,
preservative-free artificial tears may be prescribed to ease any discomfort. You should
also consider taking artificial tears with you for air travel, as cabin air can dry your
eyes.

* Wear sunglasses with UV protection to ease any discomfort due to light sensitivity.
POSTPONE STRENUOUS EXERCISE

« Lifting or moving anything over 15 pounds can increase your eye’s intraocular
pressure. While this is normally not a concern, it should be avoided during the early
months following your procedure.

* Avoid swimming in pools for the first week after your procedure. Lake and ocean
swimming should be avoided for the first month. When swimming, always wear
protective goggles.

» If you are involved in aggressive sports involving body contact or sudden jarring
motions, always wear protective goggles.

ENJOY YOUR NORMAL ACTIVITIES

« Don’t be afraid to use your eyes as you normally would. It will not harm your eyes to
read, watch TV, work on the computer or to resume moderate exercise, such as
jogging, walking or aerobics.
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CARRY YOUR PATIENT ID CARD

» Shortly after your procedure, you were given a patient ID card that contains
information about your INTACS inserts. Please carry this card with you at all
times. You may also want to keep a copy of this card with your personal medical files.

* Inthe event of an emergency, your patient ID card will provide vital information about
your INTACS inserts, including the name and phone number of the eye doctor who
performed the procedure.

* When visiting your family physician, or other medical professionals, be sure to show
them your patient ID card.

» If you misplace your patient ID card, contact your eye doctor for a replacement.
KEEP YOUR FOLLOW-UP APPOINTMENTS

» Careful monitoring of your operative eye is essential, so please make every effort to
keep all of your follow-up appointments. If you need to cancel an appointment, be
prepared to reschedule your appointment when you call.

» If you become pregnant or initiate hormone replacement therapy, notify your eye
doctor. Your vision may fluctuate during this time as a result of hormonal changes.

» Inform your eye doctor of any address or phone number changes.
TAKE QUICK ACTION IF PROBLEMS OCCUR

If you experience any symptoms, inform your eye doctor as soon as possible, no matter
how minor your symptoms may seem.

If you experience pain, significant discomfort or worsening of vision, call your eye
doctor immediately.

In the event of a medical emergency involving your operative eye, contact the eye
doctor who performed your procedure. If this is not possible, go directly to the local
hospital. Be sure to inform them of your INTACS inserts, give them your patient ID card
and have them notify your eye doctor as soon as possible.
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C G CorneaGen Main: (336) 516-9600
O f ﬂ e a e n 101 N. Chestnut St. Toll-free: (844) 526-7632
Ste. 303 Products@CorneaGen.com

Winston-Salem, NC 27101 www.CorneaGen.com

About CorneaGen, Inc.

CorneaGen is a mission-driven company committed to transforming how corneal surgeons treat
and care for the cornea. Based in Seattle, the company is innovating the next generation of cornea
care, from new medical devices and biologics to therapeutics and interventions. CorneaGen
supports corneal surgeons and their patients with a spectrum of services, including the latest in
innovative products, delivery of the highest quality tissue, surgeon education, and advocacy for
patient access and reimbursement policies.
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AIDDITIO‘\" TECHNOLOGY™

About Addition Technology, Inc.

Addition Technology, a vision care company, was founded in 2001. Addition Technology purchased
the INTACS technology, which is a new approach to treating vision problems. The INTACS
technology is an additive platform that surgically reshapes the cornea by adding materials rather
than cutting or permanently removing tissue like other refractive surgery techniques. Addition
Technology is also developing potential applications of INTACS prescription inserts for the
treatment of hyperopia and astigmatism. It is estimated that over 50% of the world’s population
experience vision problems.

Located in Lombard, Illinois, Addition Technology works closely with a worldwide team of
ophthalmic surgeons and scientists who are leaders in the fields of keratoconus and vision
correction.

INTACS, the INTACS logo and Addition Technology logo are registered trademarks or trademarks of Addition
Technology, Inc., in the U.S. and foreign countries. ©2018 Addition Technology, Inc. All rights reserved. CorneaGen
name and logo are registered trademarks of CorneaGen, Inc.

No part of this publication may be reproduced or transmitted in any form or by any means, electronic or mechanical,
including photocopying, recording or any information storage and retrieval system, without permission in writing from
Addition Technology, Inc.

Page 18



	A. Introduction
	B. How the Eye Functions
	C. What is Keratoconus?
	D. What Are INTACS Prescription Inserts?
	E. What Are the Benefits of INTACS Prescription Inserts?
	F. What Are the Risks of INTACS Prescription Inserts?
	G. Contraindications
	H. Warnings
	I. Precautions
	J. Are You A Good Candidate For INTACS Prescription Inserts?
	K. What You Need to Know About the INTACS Procedure
	L. Questions to Ask Your Doctor
	M. Self-Test
	N. Summary of Important Information
	O. Patient Assistance Information
	Attachment 1

