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Glossary

Aspheric 10L:

Astigmatism:

Cataract:

Cornea:

Corneal Astigmatism:

Crystallinc lens:

High Cylinder Power Toric IOL:

Intraocular Lens (IOL):
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An artificial lens with an optic surface designed to enhance
distance vision under low light conditions when a person
wears full correction glasses. The lens is designed to

benefit a person with an average corneal shape.

Astigmatism is a focusing etror in the eye that results in

blurred distance and/or near vision.

A clbuding of the natural crystalline lens of the eye that

interferes with vision.

The clear front part of the eye that focuses light into the
eye. '
The inability of the eye to focus'clearly at any distance

because of different curvatures on the cornea.

The clear natural structure in the eye that helps to focus
light on the back of the eye. The crystalline lens functions

like the lens of a camera.

An artificial lens with an optic surface designed to correct

high amounts of corneal astigmatism.

An artificial lens that replaces the natural

crystalline lens of the eye after cataract surgery.
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Iris: The colored membrane in front of the natural crystalline

lens that controls the size of the pupil and the amount of

light entering'the eye. .
Monofocal 10L: An artificial lens designed to restore only distance vision.
Retina: The light-sensitive layer in the back part of the eye that

receives images (light) and sends them to the brain for

interpretation.

Toric IOL: An artificial lens with an optic surface designed to

correct corneal astigmatism.

Introduction

This brochure provides information about the Alcon AcrySof® Toric High Cylinder Power
Intraocular Lenses (IOLs). These I0Ls are designed to correct high corneal astigmatism, and
restore distance vision after cataract surgery. Please read this entire brochure carefully and
discuss the information with your eye doctor. Your eye doctor will advise you about the
potential risks and benefits of cataract removal and IOL implantation. You should make sure
that all of your questions are answered to your satisfaction. Please discuss with your eye doctor

to determine if an AcrySof® Toric High Cylinder Power IOL would be the right lens for you.

What is corneal astigmatism?

Astigmatism is a focusing error in the eye that results in 'Blurred distance and/or near vision. Ina
- normal eye, the cornea has a round shape (like a basketball); therefore, the light rays entering the
eye focus at a single point on the back of the eye (tetina) to form a clear image. In an eye with

corneal astigmatism, the cornea has an oblong shape (like an American football). As a result, the
light rays do not focus at the same point on the retina and parts of an object may not appear clear.

High levels of corneal astigmatism may also be associated with visual distortions (e.g. objects

37



| CONFIDENIAL FINAL 03.08.11

appear tilted or misshapen or floors appear curved). During your eye examination, your eye

doctor will be able to tell you if you have corneal astigmatism.

What is a cataract?

Your eye functions much like a camera. Your natural crystalline lens focuses light onto the
relina so you can see clearly, much like the lens of a camera focusing light onto film for a clear
picture. At birth, your natural lens is clear. However, as you age, the lens becomes “cloudy™
and eventually affects your ability to see clearly. This condition is called a cataract, and usually

gets worse over time.

Surgery is the only way that a cataract can be removed. You should con31der surgery when a

cataract affects your vision enough o interfere with your daily activities,

What types of I0Ls are available for cataract surgery?

The Alcon AcrySof® Toric High Cylinder Power IOL is one option for correcting high corneal
astigmatism and distance vision after cataract surgery. There are other IOLs to choose from for
distance vision, but some are not designed to correct astigmatism. Your eye doctor will discuss

the IOL options available to you.

AcrySof® Toric High Cylinder Power IOL ,
The AcrySof® Toric High Cylinder Power TIOL is designed to optically correct high corneal
astigmatism and restore distance vision. There are different models of AcrySof® Toric High

Cylinder Power IOL for varying levels of corneal astigmatism.

AcrySot® 1Q Monofocal IOL

The AcrySof ®1Q Monofocal IOL is desi gned to restore distance vision but does not optically
correct corneal astigmatism. This IOL also has an aspheric surface designed to enhance distance
vision under low light conditions, when a person wears full correction glasses. The lens is

designed to benefit a person with an average corneal shape.



Monofocal IOL
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A monofocal IOL is designed to restore distance vision but does not optically correct corneal

astigmatism.

[IOL Performance Expectations

Performance expectations of each I0L are described in Table 1 below:

Table 1: Expected IOL Performance for Patients With High Astigmatism

AcrySof® IQ AcrySof® Toric High
Characteristic Monofocal IOL Monofocal IOL Cylinder Power IOL
Pre-existing Is not designed to Is not designed to Designed to optically
Corneal correct your pre- correct your pre- correct your pre-
Astigmatism existing corneal existing corneal existing corneal

astigmatism

astigmatism

astigmatism

Distance Vision

Your uncorrected
distance vision will
likely be blurred due
to your uncorrected
corneal astigmatism.
You will likely need
prescription glasses or
contact lens correction
to see clearly at

Your uncorrected
distance vision will
likely be blurred due to
your uncorrected
corneal astigmatism.
You will likely need
prescription glasses or
contact lens correction
to see clearly at

Your uncorrected
distance vision will
likely be clearer if
your astigmatism is
corrected.

distance. . distance.

Near Vision A monofocal IOL is An aspheric monofocal | A toric IOL is not
not designed to IOL is not designed to | designed to provide
provide near vision, provide near vision. near vision.

You will need
astigmatism correcting
prescription reading to
clearly see objects up
close or to read.

You will need
astigmatism correcting
prescription reading
glasses to clearly see
objects up close or to
read.

You are less likely to
need astigmatism
correcting prescription
glasses, but will still
need reading glasses
to clearly see objects
up close or to read.

34



Enhanced
Distance Vision

A monofocal IOL is
not designed to
provide the additional
bencfit of enhanced
distance vision in low
light environments.
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An aspheric monofocal
IOL. is designed to
provide the additional
benefit of enhanced
distance vision in low
light environments,
when a person wears
full correction glasses.

The lens 1s designed to

benefit a person with an
average corneal shape.

However, you will need
glasses or contact lens
correction for your high
corneal astigmatism to
obtain this benefit.

A Toric IOL is not
designed to provide
the additional benefit
of enhanced distance
vision in low light
environments.

Visual
Distortions (i.e.
straight lines
look tilted and /
or flat surfaces

You may experience
visual distortions due
to the optical
correction of high
astigmatism with

You may experience
visual distortions due to
the optical correction of
high astigratism with
glasses or contact

You may experience
visual distortions in
the event that the toric
IOL rotates, is
impropetly

look curved) glasses or contact lenses. positioned, or if you
lenses. require distant vision
glasses for
uncorrected
astigmatism.
Glasses Use You will likely need You will likely need You may be able to

prescription glasses or
contact lenses for most
daily tasks due to
uncorrected high
corneal astigmatism,

You will likely also
need prescription
glasses to clearly see
objects up close or to
read.

prescription glasses or
contact lenses for most
daily tasks due to
uncorrected high
corneal astigmatism.

You will likely also
need prescription.
glasses to clearly see
objects up close or to

.| read.

function without
glasses or contact lens
correction for many
daily tasks requiring
distance vision.

You will likely still
need prescription
glasses to clearly see
objects up close or to

read.

Please discuss the IOL options with your eye doctor to determine which type is right for you.
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Cataract surgery is one of the most common surgical procedures performed; however, as with all

surgeries there are warnings, precautions, and risk that you should be aware of.

Warnings

1.

Your eye doctor may not be able to implant the AcrySof® Toric High Cylinder Power 10L
into your eye if you have complications during surgery (e.g. tissue damage that may cause
the lens to rotate after surgery). Depending on your specific surgical complications your

doctor may or may not be able to implant a different IOL during the same surgical procedure.

Contact your eye doctor immediately if you have any of the following symptoms while using
the antibiotic eye drops prescribed by your doctor: itching, redness, watering of your eye,

sensitivity to light. These symptoms could indicate a potential serious eye infection,

Precautions

1.

As with any surgical procedure, there is risk involved. Possible complications from cataract
surgery include infection, damage to the lining of the cornea, separation of the retina from
the layer of tissue at the back of the eye (retinal detachment), inflammation or swelling inside
or outside the eye, damage to the iris (the colored part of your eye), and an increase in eye |
pressure. You may need additional surgery to reposition or replace the IOL, or to treat other

surgery complications. Toric IOLs require surgical repositioning more often than non-toric
[OLs.

Tell your eye doctor if you have been diagnosed with any eye disease. The safety and
effectiveness of the AcrySof® Toric IOL has not been established in patients with pre-
existing eye conditions and complications during surgery, such as an increase in eye pressure
(glaucoma) or complications of diabetes in the eye (diabetic retinopathy). The outcome of

cataract surgery will depend on the health of your eye before surgery.

You will need to wear glasses to benefit from an aspheric IOL designed to enhance distance

vision under low light conditions, if you have any of the following:

A
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a. Nearsightedness or farsightedness after surgery: These conditions may result from errors
in measurements before surgery, wrong lens power, or changes in the cornea in response
to the surgery; '

b. Uncorrected astigmatism after surgery: This condition may result from the same reasons
as stated above. In addition, uncorrected astigmatism could also result from improper
‘position of the IOL or if your corneal astigmatism is greater than the amount that can be

corrected with the I0L.

4. Atoric IOL corrects astigmatism only when it is placed in the correct position in the eye.
There is a possibility that the toric IOL could be placed incorrectly or could move within the
eye. If the toric lens is not positioned correctly following surgery, the change in your
astigmatism correction by the IOL, along with any necessary correction with glasses, may

cause visual distortions,

5. Avoid any activity that could harm your eye while you are recovering from surgery.

Potential Risks _

There are risks associated with cataract surgery. You may have reactions to medicines, and side
effects include redness, scratchiness of the eye, and sensitivity to light. Possible complications
from cataract surgery include infection, bleeding, inflammation, tissue damage, tissue swelling
of the front or back of the eye, or an increase in eye pressure. If your lens is not in the correct
position, your vision may also be affected and the normal flow of fluid within the eye may be
blocked. Your vision may not improve or may get worse if these complications occur. You may

require additional surgery to treat these side effects.

If you have high corneal astigmatism, you may notice that some objects appear tilted or
misshapen or floors appear curved: These visual diétonions may be present before cataract
surgery but may remain after surgery if your astigmatism is not fully corrected or if the IOL is
not in the proper position in your eye. It may take some time to adapt to your new IOL(s) and
any changes in your astigmatism. Please discuss with your eye doctor about your vision and any

symptoms after surgery.
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Your eye doctor may advise that you have a second surgery if the toric IOL is not properly

positioned in your eye.

The overall risks associated with cataract surgery, compared to other types of surgeries, is
relatively low. Toric IOLs require surgical repositioning more often than non-toric I0Ls.

Discuss any questions about the possible risks and benefits of cataract surgery and the AcrySof®

Toric High Cylinder Power IOL with your eye doctor.

What to expect during cataract surgery?

Cataract surgery is a procedure to replace your cloudy natural crystalline lens with an intraocular

lens implant. You should expect the following before, duting, and after surgery.

Before Surgery

You will need a thorough eye examination. Be sure to teil your eye doctor about any problems
about your vision or general health. Your eye will be measured after you and your eye doctor -
have decided that you-will have your cataract removed. This will determine your amount of

corneal astigmatism and the IOL power that will be right for you. You should plan to have

someone else drive you home.

i

Day of Surgery

Cataract surgery techniques vary widely. Howevet, the eye is always numbed to make the
operation painless. To perform surgery, your doctor will use a microscope to have a magnified
view of your eye to properly position the toric IOL. Your natural lens sits in a bag-like structure
called the capsulé. The cépsule is located just behind the colored part of your eye (iris). A small
incision is made on the clear front part of your eye (cornea) to reach and remove the cataract. An
IOL is then placed into the capsule to replace your natural lens. The IOL will act in the same
way as your natural lens to restore your distance vision. The eye doctor will usually place a
shield over your eye to protect it after surgery. Aftera short stay in the outpatient recovery area

you will be ready to go home. Your eye doctor will let you know when your vision is good

enough to drive again.

10 py
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Below in Figure 1 shows the basic parts of the eye with an implanted [OL.

Figure 1 — Drawing of Eye with an Implanted IOL

CORNEA

RIS

Afier Surgery

After surgery, your eye doctor should give you a wallet card that identifies the type of implant in
your eye. Typically, your eye doctor will examine you the following day. Many patients may
see better within 1 to 2 days, most are stable at10 to 14 days, but some may take 4 to 6 weeks to

fully recover from the surgery. Improvements in vision are different for each individual.

Take all prescribed medicines and apply antibiotic eye drops as instructed by your eye doctor, Be
sure to consult your eye doctor if you have any questions or concerns as a result of cataract

surgery.

11
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Key points to remember regarding vour choice

1. The Monofocal IOL, AcrySof® 1Q Monfocal IOL and AcrySof® Toric High Cylinder Power
IOLs all restore distance vision following cataract surgery. However, the AcrySof® Toric

High Cylinder Power IOL is designed to also optically correct your high corneal astigmatism.

2. Ifreduced dependence on glasses is your desired outcome, you should consider the AcrySof®

Toric High Cylinder Power IOL to correct high corneal astigmatism during cataract surgery.

3. Discussing your lifestyle or visual needs with your eye doctor can help determine which IOL

is best for you.

Thank you for considering the AcrySof® Toric High Cylinder Power [OL.

Alcon Laboratories, Inc.
6201 South Freeway
Fort Worth, Texas 76134-4630

© 2011 Alcon, Inc. X/11 RESXXX
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Glossary
Aspheric I0L: S An artificial lens with an optic surface designed to enhance
| distance vision under low light conditions when a person

wears full correction glasses. The lens is designed to
benefit a person with an average corneal shape.

Astigmatism: Astigmatism is a focusing error in the eye that results in
blurred distance and/or near vision.

Cataract: A clouding of the natural crystalline lens of the eye that
interferes with vision.

Cornea: The clear front part of the eye that focuses light into the
eye.

Corneal Astigmatism: The inability of the eye to focus clearly at émy distance
because of different curvatures on the cornea.

Crystalline lens: The clear natural structure in the eye that helps to focus

light on the back of the eye. The crystalline lens functions

like the lens of a camera.

High Cylinder Power Toric IOL: An artificial lens with an optic surface designed to correct

high amounts of corneal astigmatism.

Intraocular Lens (I0L): An artificial lens that replaces the natural

crystalline lens of the eye after cataract surgery.
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Iris: - The colored membrane in front of the natural crystalline

lens that controls the size of the pupil and the amount of

light entering the eye.
Monofocal IOL: An artificial lens designed to restore only distance vision.

Retina: The light-sensitive layer in the back part of the eye that
receives images (light) and sends them to the brain for

interpretation.

~ Toric I0L: ' _ An artificial lens with an optic surface designed to

correct corneal astigmatism.

Introduction

This brochure provides information about the Alcon AcrySof® 1Q Toric High Cylinder Power
Intraocular Lenses (IOLs). These IOLs are designed to correct high corneal astigmatism, and
restore distance vision after cataract surgery. Please read this entite brochure carefully and
discuss the information with your eye doctor. Your eye doctor will advise you about the
potential risks and benefits of cataract removal and IOL implantation. You should make sure
that all of your questions are answered to your satisfaction. Please discuss with your eye doctor

to determine if an AcrySof® IQ Toric High Cylinder Power IOL would be the right lens for you.

What is corneal astigmatism?

Astigmatism is a focusing error in the eye that results in blurred distance and/or near vision. Ina
normal eye, the cornea has a round shape (like a basketball); therefore, the light rays entering the
eye focus at a single point on the back of the eye (retina) to form a clear image. In an eye with

corneal Eistigmatism, the cornea has an oblong shape (like an American football). As a result, the
light rays do not focus at the same point on the retina and parts of an object may not appear clear.

High levels of corneal astigmatism may also be associated with visual distortions (e.g. objects
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appear tiited or misshapen or floors appear curved). During your eye examination, your eye

doctor will be able to tell you if you have corneal astigmatism.

What is a cataract?

Your eye functions much ﬁke a camera. Your natural crystalline lens focuses light onto the
retina so you can see clearly, much like the lens of a camera focusing light onto film for a clear
picture. At birth, your natural lens is clear. However, as you age, the lens becomes “cloudy”
and eventually affects your ability to see clearly. This condition is called a cataraét, and usually

gets worse over time,

Surgery is the only way that-a cataract can be removed. You should consider surgery when a

cataract affects your vision enough to interfere with your daily activities.

What types of IOLs are available for cataract surgery?

The Alcon AcrySof® IQ Toric High Cylinder Power IOL is one option for correcting high
corneal astigmatism and distance vision after cataract surgery. There ate other IOLs to choose
from for distance vision, but some are not designed to correct astigmatism. Your eye doctor will -

discuss the IOL options available to you.

AcrySof® IQ Toric High Cylinder Power 0L |

The AcrySof® IQ Toric High Cylinder Power IOL is designed to optically correct high corneal
astigmatism and restore distance vision. There are different models of AcrySof® IQ Toric High
Cylinder Power IOL for varying levels of corneal astigmatism. This IQ Toric IOL, also,
incorporates an aspheric surface designed to enhance distance vision under low light conditions,
when a person wears full correction glasses. The lens is designed to benefit a person with an

average comneal shape.
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AcrySof® 1Q Monofocal IOL

The AcrySof ® 1Q Monofocal IOL is designed to restore distance vision but does not optically
correct corneal astigmatism. This [OL also has an aspheric surface designed to enhance distance
vision under low light conditions, when a person wears full correction glasses. The lens is

designed to benefit a person with an average corneal shape.

Monofocal I0L

A monofocal IOL is designed to restore distance vision but does not optically correct corneal

astigmatism.

101, Performance Expectations

Performance expectations of each IOL are described in Table 1 below:

Table 1: Expected 10L Performance for Patients With High Astigmatism |

Characteristic Meonofocal IOL AcrySof® IQ AcrySof® 1Q Toric
Monofocal High Cylinder
10L Power IOL
Pre-existing Is not designed to Is not designed to Designed to optically

Corneal correct your pre- correct your pre- correct your pre-

Astigmatism existing corneal existing corneal existing corneal
astigmatism astigmatism astigmatism

Distance Vision Your uncorrected Your uncorrected Your uncorrected

distance vision will
likely be blurred due
to your uncorrected
corneal astigmatism.
You will likely need
prescription glasses or
contact lens correction
to see clearly at
distance. -

distance vision will
likely be blurred due
to your uncorrected
corneal astigmatism.
You will likely need

‘prescription glasses or

contact lens correction
to see cleatly at
distance.

distance vision will
likely be clearer if
your astigmatism is
corrected.

Near Vision

A monofocal IOL is
not designed to
provide near vision,

An aspheric
monofocal IOL is not
designed to provide
near vision.

An aspheric toric IOL
is not designed to
provide near vision.

£/
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You will need
astigmatism
correcting prescription
reading glasses to
clearly see objects up
close or to read.

You will need
astigmatisim
correcting prescription
reading glasses to
clearly see objects up
close or to read.

You are less likely to
need astigmatism
correcting prescription
glasses, but will still
need reading glasses
to clearly see objects
up close or to read.

Enhanced Distance
Vision

A monofocal IOL is
not designed to
provide the additional
benefit of enhanced
distance vision in low
light environments.

An aspheric

“monofocal IOL is

designed to provide
the additional benefit
of enhanced distance
vision in low light
environments, when a
person wears full
correction glasses.
The lens is designed
to benefit a person
with an average
corneal shape.

However, you will
need glasses or
contact lens correction
for your high coreal
astigmatism to obtain
this benefit,

An aspheric toric IOL
1s designed to provide

the additional benefit -

of enhanced distance
vision in low light
environments, when a
person wears full
correction glasses.
The lens is designed
to benefit a person
with an average
corneal shape.

However, if you still
need glasses for
distance vision you
will need to wear
them to obtain this
benefit.

Visual Distortions
(i.e. straight lines
look tilted and / or
flat surfaces look
curved)

You may experience
visual distortions due
to the optical
correction of high
astigmatism with
glasses or contact
lenses.

You may experience
visual distortions due
to the optical
correction of high
astigmatism with
glasses or contact
lenses.

You may experience
visual distortions in
the event that the toric
IOL rotates, is
impropetly
positioned, or if you
require distant vision
glasses for
uncorrected
astigmatism.

Glasses Use

You will likely need
prescription glasses or
contact lenses for
most daily tasks due
to uncorrected high

| corneal astigmatism.

You will likely need
prescription glasses or
contact lenses for
most daily tasks due
to uncorrected high
corneal astigmatism.

You may be able to
function without
glasses or contact lens
cotrection for many
daily tasks requiring
distance vision.
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You will likely also You will likely also You will likely still
need prescription need prescription need prescription
glasses to clearly see | glasses to clearly see | glasses to clearly see
objects up close or to | objects up close orto | objects up close or to
read. read. read.

Please discuss the IOL options with your eye doctor to determine which type is right for you.

Cataract surgery is one of the most common surgical procedures performed; however, as with all

surgeries there are warnings, precautions, and risk that you should be aware of,

Warnings

1.

Your eye doctor may not be able to implant the AcrySof® IQ Toric High Cylinder Power 10L
into your eye if you have complications during surgery (e.g. tissue damage that may cause
the lens to rotate after surgery). Depending on your specific surgical complications your

doctor may or may not be able to implant a different IOL during the same surgical procedure.

Contact your eye doctor immediately if you have any of the following symptoms while using
the antibiotic eye drops prescribed by your doctor: itching, redness, watering of your eye,

sensitivity to light. These symptoms could indicate a potential serious eye infection.

Precautions

1.

As with any surgical procedure, there is risk involved. Possible complications from cataract
surgery include infection, damage to the lining of the comea, separation of the retina from
the layer of tissue at the back of the eye (retinal detachment), inflammation or swelling inside
or outside the eye, damage to the iris (the colored part of your eye), and an increase in eye
pressure. You may need additional surgery to reposition or teplace the IOL, or to treat other
surgery complications. Toric IOLs require surgical repositioning more often than non-toric
IOLs.

Tell your eye doctor if you have been diagnosed with any eye disease. The safety and

effectiveness of the AcrySof® 1Q Toric IOL has not been established in patients with pre-

5%
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existing eye conditions and complications during surgery, such as an increase in eye pressure
(glaucoma) or complications of diabetes in the eye (diabetic retinopathy). The outcome of

 cataract surgery will depend on the health of your eye before surgery.

3. You will need to wear glasses to benefit from an aspheric IOL designed to enhance distance
vision under low light conditions, if you have any of thé following: |
a. Nearsightedness or farsightedness after surgery: These conditions may result from errors
in measurements before surgery, wrong lens power, or changes in the cornea in response
to the surgery; '
b. Uncorrected astigmatism after surgery: This condition may result from the same reasons
as stated above. In addition, uncorrected astigmatism could also result from improper
position of the IOL or if your corneal astigmatism is greater than the amount that can be

corrected with the [OL.

4. A toric IOL corrects astigmatism only when it is placed in the correct position .in the eye.
There is a possibility that the toric IOL could be placed incorrectly or could move within the
eye. If the toric lens is not positioned correctly following surgety, the change in your
astigmatism correction by the IOL, along with any necessary correction with glasses, may

cause visual distortions.

5. Avoid any activity that could harm your eye while you are recovering from surgery.

Potential Risks

There are risks associated with cataract surgery. You may have reactions to medicines, and side
effects include redness, scratchiness of the eye, and sensitivity to light. Possible complications
from cataract surgery include infection, bleeding, inflammation, tissue damage, tissue swelling
of the front or back of the eye, or an increase in eye pressure. If your lens is not in the cdrrect
position, your vision may also be affected and the normal flow of fluid within the eye may be
blocked. Your vision may not improve or may get worse if these complications occur. You may

require additional surgery to treat these side effects.

4



CONFIDENTIAL FINAL 03.08.11 |
W

If you have high corneal astigmatism, you may notice that some objects appear tilted or

- misshapen or floors appear curved. These visual distortions may be present before cataract
surgery but may remain after surgery if your astigmatism is not fully corrected or if the JOL is
not in the proper position in your eye. It may take some time to adapt to your new IOL(s) and

any changes in your astigmatism. Please discuss with your eye doctor about your vision and any

symptoms after surgery.

Your eye doctor may advise that you have a second surgery if the toric IOL is not properly

positioned in your eye.,

The overall risks associated with cataract surgery, compared to other types of surgeries, is
relatively low. Toric IOLs require surgical repositioning more often than non-toric IOLs.
Discuss any questions about the possible risks and benefits of cataract surgery and the AcrySof®

IQ Toric High Cylinder Power IOL with your eye doctor.

What to expect during cataract surgery?

Cataract surgery is a procedure to replace your cloudy natural crystalline lens with an intraocular

lens implant. You should expect the following before, during, and after surgery.

Before Surgery

You will need a thorough eye examination. Be sure to tell your eve doctor abo_ut any problems
about your vision or general health. Your eye will be measured after you and your eye doctor
have decided that you will have your cataract removed. This will determine your amount of
corneal astigmatism and the IOL power that will be right for you. You should plan to have

someone else drive you home.

Day of Surgery
Cataract surgery techniques vary widely. However, the eye is always numbed to make the

operation painless. To perform surgery, your doctor will use a microscope to have a magnified

10
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e e
view of your eye to properly position the toric IOL. Your natural lens sits in a bag-like structure

. called the capsule. The capsule is located just behind the colored part of your eye (iris). A small
incision is made on the clear front part of your eye (cornea) to reach and remove the cataract. An
IOL is then placed into tHe capsule to replace your natural lens. The IQL will act in the same
way as your natural lens to restore your distance vision. The eye doctor will usually place a
shield over your eye to protect it after surgery. After a short stay in the outpatient recovery area
you will be ready to go home. Your eye doctor will let you know when your vision is good

enough to drive again.
Below in Figure 1 shows the basic parts of the eye with an implanted IOL.

Figure 1 - Drawing of Eye with an Implanted IOL

CCRNEA
1OL

RET!NA%
T

CAPSULE

RIS

After Surgery

After surgery, your eye doctor should give you a wallet card that identifies the type of implant in
your eye. Typically, your eye doctor will examine you the following day. Many patients may
see better within 1 to 2 days, most are stable at10 to 14 days, but some may take 4 to 6 weeks to

fully recover from the surgery. Improvements in vision are different for each individual.
Take all prescribed medicines and apply antibiotic eye drops as instructed by your eye doctor. Be

sure to consult your eye doctor if you have any questions or concerns as a result of cataract

surgery. -

11
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Key points to remember regarding your choice

1. Both the AcrySof® 1Q Monofocal and AcrySof® [Q Toric High Cylinder Power [OLs restore
distance vision following cataract surgery. However, the AcrySof® 1Q Toric High Cylinder

Power IOL s designed to also optically correct your high corneal astigmatism.
2. If reduced dependence on glasses or enhanced distance vision is your desired outcome, you
should consider the AcrySof® 1Q Toric High Cylinder Power IOL to correct high corneal

astigmatism during cataract surgery.

3. Discussing your lifestyle or visual needs with your eye doctor can help determine which IOL

is best for you.

Thank you for considering the AcrySof® IQ Toric High Cylinder Power IOL.

Alcon Laboratories, Inc.
6201 South Freeway
Fort Worth, Texas 76134-4630

© 2011 Alcon, Inc. X/11 RESXXX
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PRODUCT INFORMATION

Alcon Laboratories, Ine.

Binvale.Pieca NaTupal 104

STERILE UV and Blue Light Filtering Acrylic Foldable
Toric Optic Single-Piece Posterior Chamber Lenses

CAUTION: Federal (USA) law restricts this device to the sale by or on the order of & physician.

DESCRIPTION

The AcrySof® Toric Posterior Chamber Intraocular Lens (IOL) is a U¥-absarbing foldable intraccular fe
cylinder axis marks to denote the flat meridiaii (plus cylinder axis). The single-piece design (see Figure | and T:
praprietary blue light filtering shramophore which filtets light in a manner that approximates the human cr
range (Boettner and Wolter, 1962). In addition ta standard LIV-light filtering, the blue-
Table 2). The biconvex toric optic consists of a high refractive index soft acrylic ma
incision smaller than the optic diameter of the lens. After surgical insertion into the eye, the lens pently unfolds to restore the optical performance. The supporting

haptics provide for proper positioning and fixation of the [OL optic within the eye.

Figure 1: Physical Charncteristics of AcrySof® Toric 10Ls

(All dimensions in millimeters)

ANTERIOR
ASTMMETRIC- ||
BICONVEX TORIC OPTIC
5 SURFACE

ns {I0L). These IOLs have a biconvex toric optic with
able 1) consists of a high refractive index material with
ystaliine lens in the 400-475 nm blue light wavelength
light filtering chromophore reduces transmittance of blue light wavelengths (see
terial capable of being foided prior to insertion, allowing placement through an

AXIS [
MARKS =43
Table L:
Physical Characteristics of AcrySof® Toric IOLs
Characteristics Maodel
SN60T6 | " SNe0TT [ SNe0TS [ sNsoTY
Optic Type Biconvex Toric Optic
Optic / Haptic Material Ultraviolet and blue light filtering Acrylate/Methacrylate Copalymer
UV cutoff &t 10% T: 359 nm (+6.0 diopter fens)
407 nm (+34.0 diapter lens)

[OL Powers

(spherical equivalent digpters)

For available power range see Alcon Product Guide

10L Cytinder Power {Digpters) 175D | 45D [ 525D [ 600D
index Of Refraction 1.55-
Haptic Canfiguration STABLEFORCE®
Optic Diameter (mm} 6.0
Overall Length {mm) 13.0
Haptic Angle 0°
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Figure 2
SPECTRAL TRANSMITTANCE CURVES
(PERCENTAGE OF ULTRAVIOLET TRANSMITTANCE)
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of, &N
= ) dyr-53yr old range,
T osolm g ceystalline tens
300 400 046 OO 104 BOD
WAVELENGTH inm}
NOTE:
+ Human lens data from Boettner and Waolter {1962).
Table 2
Averapge % Transmittance Comparison
Maodel 400 am 425 nm 450 nm 475 nm
SABOAT 21 g6 84 aa
SNE0TS & 31 47 87
Transmittance Difference
(SABDAT —SNEQTY) 15 55 41 21
Transmittance Reduction
with SN50TQ | 64 47 24
(% of SAB0AT )

MODE OF ACTION

AcrySof® Toric 10Ls are intended to be positioned in the posterior chamber of the eye, replacing the natural crystalline lens, This position aflows the lens to function as

a refractive medium it the correction of aphakia. These [OLs have a bicanvex loric aptic with cylinder axis marks to denote the flay meridian (plus cylinder axis).
Alignment of the tarie 10L cylinder axis marks with the post-operative steep corneal meridian allows the lens to correct astigmatism.. The astigmatic correction at the
corneal plane for AcrySof® Toric intraocular lenses is shown tn Table 3:

- Table 3
I0L Cylinder Power Cylinder Power at
Maodel (dinpters) Corneal Plane (diopters)*
SN60T6 375 157
SN60T? 4.50 1068
SNGOTS 525 3.60
SN6OTY 6.00 4.11

*Based on an average pseudophakic human eye

INDICATIONS

The AcrySof® Toric posterior chamber intraocular lenses are intended for primary implantation in the capsular bag of the eye for visual correction of aphakia and pre-

existing comesl astigmatism secondary to removal of a catarastous lens in adult patients with or without presbyopia, who desire improved wncorrected distance vision,
reduction of residual refractive eylinder and increased spectacle independence for distance vision.

WARNINGS

1.

This tens should not be implanted if the posterior capsule is ruptured, if the zonules are damaged, or if a primary posterior capsulolomy is planned.

2. Rotation of AcrySof® Toric I0Ls away from their intended axis can reduce their astigmatic correction. Misalignment greater than 30° may increase
postoperative refractive cylinder. [f necessary, lens repositioning should oceur as earfy as possible prior to lens encapsulation. Some clinical cases suggest
encapsulation is complete within four weeks of implantation.

3. Carefulty remove all viscoelastic from bath the anterior and posterior sides of the lens. Residual viscoelastic may allow the lens to rotate causing misalignment
of the ActySof® Toric [OL with the intended axis of placement.

PRECAUTIONS

1. Prior to surgery, physicians should provide prospective patients with a copy of the Patient Information Brochure available from Alcon for this product informing
them of possible risks and benefits associated with the AcrySof® Taric High Cylinder Power [OLs

2. A high level of surgical skill is required for intravcular lens implantation. The surgeon should have observed andior assisted in numerous implantations and
successfully completed one or more courses on intraocular lens implantation before attempting to implant intraocular lenses.

3. As with any surgical procedure, there are risks involved. Potential complications accompanying cataract or implant surgery may include, but are not Limited to the
following: cameal endothelial damage, infection (endophthalmitis), retinal detachment, vitritis, cystoid macular edema, corneal edema, pupiltary block, eyclitic
menbrane, irs prolapse, hypopyon, transient or persistent glaucoma and secandary surgical infervention, Secondary surgicai interventions include, but are not limited
to: Jens repositioning, lens replacement, vitrenus aspirations or iridectomy for pupillary block, wound leak repair, and retinal detachment repair.

2
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The safety and effectiveness of the Toric intraocular lens have ot been substantiated in patients with the following preexisting ocular conditions and intraoperative
complications {see below). Careful preaperative evaluation and sound clinical Judgment should be used by the surgean to decide the benefitrisk ratio before
implanting a lens in a patient with one or mare of these conditions.

Before Surgery
» Choroidal hemorrhage

. Chronic severe uveitis
. Concomilant severe eye disease
. Extremely shallow anterior chamber

Medically uncontrolled glaucoma
Microphthalmos

. Mon-age-related cataract

. Preliferative diabetic retinopathy (severe)

. Severe corneal dystzophy

. Severe optic nerve atruphy i '
. Irregular corneal astigmatism

. Color vision deficiencies

Studies have shawa thal color vision discrimination is not adversely affected in individuals with the ActySof® Natural 10L and normal color vision. The effec
of the AcrySof® Matural 10L in subjects with hereditary color vision defects and acquired color vision defecls secondary to ocular disease (e.g. plaucoma,
diabetic retinopathy, chronic uveitis, and othier retinal or aplical nerve diseases) has not been studied.

During Surgery

. Excessive vitreous loss

Capsniotomy by any technique other than a circular tear

The presence of tadial tears known ar suspected al the time of surgery

Situations in which the inteprity of the circular tear cannot be confirmed by direct visualization

Cataract extraction by techniques other than phacoemulsification or liquefaction

Situations where the need for a large capsulotomny can be anticipated {e.g., diabetics, retinal detachment in the fellow eye, peripheral retinal pathology, ete.)
Capsular rupture

Significant anterior chamber hyphema

Uncontrollable positive intraocular pressure

Zonular damage

Some adverse reactions which have been assaciated with the implantation of intraocular Jenses are: hypopyon, inlraocutar infection, acule comneal decompensation
and secondary surgical intervention. Secondary surgical interventions inciude, but are not limited to: lens repositioning, lens replacement, vitreous aspiration or
iridectomy for pupillary block, wound leak repair and retinal detachment repair,

Palients with preoperative probtems such as comeal endothelial disease, abnormal comea, macular degeneration, retinal degeneration, glaucoma, and chronic drug
miosis may not achieve the visual acuity of patients without such prablems. The physician must determine the benefits to be derived from lens implantation when
such conditions exist, -

DO NOT stare the ICH, at temperatures over 45° C (1{3° F). -

DQ NOT reuse the [OL. This [OL is for singte use only.

DO NOT resterilize the 1OL by any method. '

Use only sterile intraocular irrigating solutions such as BSS® or BSS PLUS® to rinse and/ar soak lenses,

Accurate keralometry and biometry in addition to the use of the Toric Calculator (www.acrysoftoriccaleulator.com) are recommended to achieve optimal visual
outcomes.

Optical theory suggests that high astigmatic patients may experience spatial distortions, Possible toric 10L refated factors may include residuai eylindrical error
or axis misalighments,

&+ » »

CALCULATION OF LENS POWER

Accurate keratometry and biometry is essential to suecessful visual outcomes. Preaperative calculation of the required spherical equivalent lens power for these posterior
chamber intraocular lenses should be determined by the surgeon's experience, preference, and intended Jens placement. The A-constant listed on the outer label is
presented as a guideline and is a sfarting point for implant power calculations. This provisional A-constand has been theoretically derived. Lens constants must be
“personalized” to compensate for the differences in insirumentation, measurement technique, and [OL power calculation methods. A convenient initial estimate can be
obtained by referencing to the personalized lens constant for a similar lzns model (e.8. AcrySof® Toric [OL Models SN60T3, SNAOTA. or SNGOTS).

Azl

ry5of® Totic I0Ls are iabefed with the 1OL spherical equivalent power. The results obtained from the caleulation formulas listed below should not be madified, as

they result in the appropriate power consistent with the labeling of the AcrySof® Toric [OL. Lens pawer calculation methods are described in the following referexces:
Hoffer, K.J. The Hoffer Q formula: A comparison of theoretic and regression formulas, , Cararect Refract. Surg, 19:700-712, 1993,
Holladay, J.T., et al. A three-part syster for refining intraocular lens power caleulations. J. Cararact Refraci, Surg. 14:17-24, 1988,

Ho!

lladay, I.T., et al., Standardizing constants for ultrasonic biometry, keratometry, and IOL pawer calculations, J. Cataract Refract. Surg. 23:1356-1370, 1997,

Retzlaff, . A., Sanders, D.R,, and Kraff, M. Lens hmplan Power Calculation, 31d ed., Stack, Ine., Thorofare, M.J, 1990.

DIRE
L.
2
1

4.

CTIONS FOR USE '

Examine the label on the unapened package for model, power (spherical equivalent and cylinder), and expiration date.

After opening the cardboard storage conlainer verify lens case information {model, power, and serial number) is consistent with information an ouler package
labeling,

This device s sterile until the inner pouch is opened. luspect the pouch carefully for tears, cuts, punctures or other signs that the pouch has been opened or
damaged. DO NOT implant the [OL if the sterility has been campromised, (8ee RETURNED GOODS POLICY).

To remove the lens, open the undamaged pouch and transfer the case to a sterile environment. Carefully open the case to expose the lens.

To minimize the occurrence of marks on the lens due to handling, all instrumentation should be scrupulously clean, Any forceps used for lens handling must
have round edges and smaoth surfaces,

When removing the fens from the case, DO NOT grasp the oplical area with forceps. The 10L should only be handled by the haptics, Handle the lenses
carefully to avoid damage to lens surfaces or haptics.'DO NOT attempt ta reshape haptics in any way.

Rinse the lens thoroughly using sterile ibiraocular irrigating solution such as BSS® or BSS PLUS®. DO NOT rinse the IOL in solutions ather than sterile
intraocular irrigating sofution. Prior to insertion, the [OL should be carefully examined 1o ensure that particles have not adhered during handling.

Alcon recommends using the MONARCH® 111 delivery system, or equivalent Aleon approved delivery system.

There are various surgieal procedures that can be utilized, and the surgeon should select 2 procedure that is appropriate for the patient, Current techniques,
appropriate instrumentation, and a list of their equivalents for delivery and implantation are available from Alcon, Surgeons should verify that appropriate
instrumentation is available prior 10 surpery.

/e
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Jelection and Placement of the AcrySof® Toric

The astigmatism to be corrected should be determined from keratometry and biometry data rather than refractive data since the presence of lenticular astigmatism
in the crystalline lens to be removed may influcnee resulls. The size and location of the surgical incision may affect the amount and axis of corneal astigmatism. In
arder to optimize 10L selection and axis placement, Alcon provides a proprietary web-based focl (weww aerysofloricealenlater.com) for the surgeon. Pre-operative
keratometry and biomeiry data, incision location, and (he surgeon’s estimated surgically induced corneal astigmatism are used 1o determine the appropriate AcrySaof®
Totic [OL. model, spherical equivalent lens power, and axis of placement in the eye.

For optimal results, the surgeon must ensure the comect placement and orientation of the lens within the capsular bag. The posterior surface of the IOL is marked with
indentations (three at each end) at the hapticfoptic junction that identify the flal meridian of the Acry3of® Toric optic. These indentations form an imaginary line
representing the plus eylinder axis (note: LOL cylinder steep meridian is 90° away). The AcrySof® Toric [OL cylinder axis marks should be aligned with the post-incision
steep cormeal meridian (intended axis of placement).

Prior 1o surgery the operative eye should be marked with al least two reference poilts (.. three o'clock and nine a’clock pasitions) while the patient is sitting upright to
prevenl cyclotorsion.  Using these matks as reference points, an axis marker can be used imediately prior to or duting surgery to mark the axis of lens placement
following the use of the Toric [OL calculator to determine the optimal axis of placement.

After the lens is inserted, precisely align the axis marking indentations on the AcrySof® Toric JOL with the marked axis of lens placement. Carefully remave al!
viscoelastic from both the asterior and posterior sides of the. lens. This may be accomplished by manipulating the 0L optic with the A tip and using standard
imigationfaspiration techniques to remave all viscoelastic from the eye. Bimanual techniques may be used, if preferred, to ensure removal of viscoelastic from behind the
lens implant, Special care should be taken to ensure proper posilioning of the AcrySof® Toric 1OL at the intended axis following viscoelastic removal. Residual
viscoelastic may allow the lens to rotate causing misalignment of the AcrySoR@ Toric [OL with the intended axis af placement.

Misalignment of the axis of the fens with the intended axis of placement may compromise its astigmatic carrection. Such misalignment can result from inaccurate
keratometry or marking of the corca, inaccurate placement of the AcrySof® Toric 10L. axis during surgery, an unanticipated surgically induced ehange in the comea, oF
physical ratation of the AcrySof® Toric [OL after implantation. [n order to minimize this elfect, the surgeor: should be careful to ensure that presperative keratomelry and
biometry is accurate and that the [QL is properly ariented prior to the end of surgery.

PATIENT RECISTRATION AND REPORTING

FDA requirement for US implanting surgeons only: Each patient must be registered with Aloon Labarataries, ne. immediately following implantation of one of
these lenses. Registration is accomplished by completing the prepaid Implant Registration Card that is enclosed iti the lens box and mailing it to Alcon Laberataries,
Inc. Patient reyistration is essential for Alcon Laboratories, Inc. long-term patient follow-up program and will assist us in responding to adverse event reports. The
Patient [dentification Card included in the package is to be completed and given ta the patient, together with instructions to keep the card as a permanent record to be
shown to any eye care practitioner the patient consults in the future.

Adverse events thal may reasonably be regarded as lens-related and that were not previously expecled in nature, severity, or degree of incidence should be reparted
to Alcon Laboratories, Inc. This information is being requested from all surgeons in order to document petential long-term effects of intrancular lens implaniation.
Surgeons should use the fallowing address and telephone number for reporting adverss events involving these intraccular lenses:

Alcon Laboratories, Inc., Medical Safety (AB2-6)
6201 South Freeway, Fort Worth, Texas 76134,
Call Tolf-Free (800 757-2780 or Collect: (817) 551-4445.

Outside the United States, contact local Afcon offices or distributors reparding any reports of adverse events.

QOVERVIEW OF AcrySoi® SINGLE-PIECE STUDIES
The following clinical studies were conducted on the AcrySof® Single-Piece [ntraccular Lenses:

L. AcrySof® NATURAL SINGLE-PIECE 1QL CLINICAL STUDY

A clinical study was conducted on patients receiving the AcrySof® Natural Single Piece [OL as campared to the AcrySof® UV Single Picce IOL. The results
achieved by the patients successfully followed for a minimum of one year postapecatively provided reasonable assurance of safety and effectiveness for the visual
eorrection of aphakia. For information pertaining to the results obtained in this clinical study, please reference the corresponding Physicians Labeling or that pravided
with other AcrySof® Natural monafacal 10Ls.

2. AcrySoi® NATURAL SINGLE-PIECE [OL COLOR PERCEPTION

Calor perception testing using the Farnsworth D-15 Panel Test was conducted at the 120 to 180 day posteperative period. Of the 109 subjerts with normal eolor
vision implanted with the AcrySofi® Natural 1OL in the first operative eye and examined at the 120-180 day postoperative visit, 107 {98.2%) passed the color
perception test. Of the 142 subjzcts with normat color vision implanted with a AcrySof® UV [OL in the first operative eye and examined at the 120-180 day
postoperative visit, 97 (95.1%) passed the calor perception test. There were no statistically significant differences between AcrySof® Natural [OL and AcrySof® UV
10L for the percent of subjects that passed the color perception test at the 120 to [80 day postoperative visit. Therefore, the addition of the proprietary chromophore
does not negatively affect color visian in patients with normal color vision.

OVERVIEW OF AcrySof® TORIC INTRAQCULAR LENS CLNICAL STUDIES

The following clinical studies have been conducted on AcrySof@ Toric [ntraocular Lenses. In addition to the data from the recent high cylinder power <linicai
study, the clinical data from the original study of the AcrySof® Toric 10Ls are also included in order to provide data intended to help you make an informed decision
as to whether or not to implant a Toric 10L:

I, AcrySof® Toric [ntraccular Lens Original Study, and
2. Acry5of® Toric High Cylinder Power Intraoeu!ar Lens Clinical Study

Sumrmaries of each of the above clinical studies are provided below.

1. AcrySof® TORIC INTRAOCULAR LENS ORIGINAL CLINICAL STUDY ‘

A clinical study was conducted to demonstrate the safety and effectiveness of the AcrySof® Toric Posterior Chamber Lens Model SA60TT (Models 8A60T3,
SAG0T4, and SAG0TS). This was a randomized clinical study that included the AcrySof® Model SASOAT as a contral lens, Oaly data from the first operative eye
from those subjects who received cither a Model SAG0TT or Model SASGAT intravcular lens are included.

Three different lens madels of varying cylinder correction were evaluated in this clinical study. Collectively, the three models are referred to as Model SAGOTT.
The three different models evaluated and their applicable cylinder powers are listed below.
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Table 4
Toric Web-based
Cylinder Power Calculator
Recommended
at JOL plane af corneal plang Comeal Astigmatism

Model Correction Ranges
S5A60T3 1.50 i.03 ' 0.75- 154D
5A60TH 2.25 1.55 1.55-205D
SAS0TS | 3.00 2.06 2.06-256D

The recommendsd corneal astigmatism comection ranges are based on the preaperative comeal astigmatism and the predicied effect of 0.5 diopler surgically
induced astigmatist for a standardized temporal incision. To oblain the 10L cylindricai powers and the arientation of ihe surgical placement of the axes, for each
operative eye the preoperative keratometry values and axes, IOL spherical power (as determined by the surgeon’s preferred formula) and the anticipated surgically
induced astigmatism {S2A} at the standard temporal incision location are entered into Aleon’s praprietary web-based AcrySof Toric [OL calculatar. The combination
of these parameters are used in Alcen provided software 1o select the apprapriate Toric IOL model and recommended axis of placement. As such, the recommended
range of corneal astigmalism to be vorrected, while not identical, s directly related to, the preaperative keratometric cylinder.

The results achieved by the patients fotlowed to six months postoperatively demonstrate that the AcrySof® Toric Posterior Chamber Lens Model SAGHTT is asafe
and effective device for the visual correction of aphakia, The following clinical results illusizate minimal rotation with excellent rotational stability leading to
significant reduction or elimination of residual refractive eylinder and significantly improved uncorzected distance visual acuity which results in increased distance
spectacle independente.

AcrySof® TORIC INTRAOCULAR LENS CLINICAL STUDY PATIENT POPULATION

The subject population implanted with 2 Model SAG0TT in the first operative eve consists of 53.3% females and 46.7% males. The subject population implanted
with the Model SAG0AT (control) intraocular lens consists of 57.2% females and 42.8% males. Stratifying by race for the Model SAS0TT population, 97.6% are
Caucasian, 2.0% are Black and 0.4% are other. The contral (SABDAT) population is 95.6% Caucasian, |.6% Black, 1.2% Asian and 1.6% other. The mean age for
the population receiving the Madel SAGOTT was 70.0 years. Similarly, the mean age for the population receiving the Model SAG0AT (control) was 72.4 years.

AcrySof® TORIC INTRAOCULAR LENS UNCORRECTED DISTANCE VISUAL ACUITY .

A summary of uncorrected distance visual acuity achieved for Madels SAGUTT and SAGDAT at six months postoperatively is presented in Tables 5A and 5B
respectively. These (ables show 38.4% of subjects implaatad with a Model SAS0TT achieved uncorrected distance visual acuities of 20/20 or beticr cothpared to only
19.0% of those subjects implanled wilh the control lens Model SAGOAT.  Alsa, of the 211 subjects implanted with 2 Model SAS0TT and examined =1 the Form §
visit, 140 (66.4%) achieved an uncorrected distance visual acuity of 20/25 or better, compared to anly 86 subjects (40.9%) implanted with the control Madel SAG0AT.

Table SA
Uncorrected Distance Visual Acuity by Age Category, Status at Form 5 - Lens Model SAGOTT, All Implanted
Acuity
Sample | 20/20 or Worse than 20/40 ar
Size beties 20725 20732 20/40 20740 better
N n | % |n | % | oj%{n|l%]an % n %
Age Category ’
<60 33 15 | 455) 11 |333] 2 6.1 4 [121] 1 10 390
60-65 56 25 [446¢ 11 [196] 14 J250f 6 |107] 0 4 56 1100.0
70-79 20 32 1356] 29 13221 15 }167] 7 181 1 7.8 83 [ 922
280 12 9 f281] 8 J250f 5 Fi1s6f s |i1s6]| 5 | 156 | 27 | 844
Total 211 B1 [384] 59 )80 36 [17.1] 22 {104 13 6.2 198 | 23.8
Table 5B
Uncorrected Distance Visual Acuity by Age Category, Status at Form 5 - Lens Model SAG0AT, All Implanted
. Acuity
Sample | 20/20 or Worse than 20/40 or
size better 20025 20/32 20440 20140 better
N NI1®% | n|[%!n|%]|n]|[%]|n % n %
Age Category ’

<60 15 2 3133 6 [40.0F 2 |133] 1 6.7 4 26.7 1t | 73.3
60-6% 54 14 1259] 10 [I185) 13 |241| 5 2.3 12 222 42 | 77.8
70-79 92 18 1196( 16 1741 12 [130] 28 |3041) 18 19.6 74 ) 804
280 . 49 6 1122] 14 (2865 10 |204] 5 |10.2] 14 286 35 714
Tatal 210 40 1190 46 |219] 37 [176] 39 |186] 48 229 |162¢4 171

At the Form 3 visil, shown in Figure 3A, 93.8% of Model SA60TT subjects achieved 20/40 or better UCIDIVA (first operative eye of the All [mplanted data set)
“compared ta 77.1% of the subjects implanted with the control Model SAGOAT. The dilference in UCDVA between Models SAS0TT and SAG0AT was statistically
significant (all p-values < 0,0001) in favor of Madel SAGOTT.

a
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Figure 3A
Cumulative UCDVA, Status at Form 5, Model SA60TT vs. Control
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Figures 3B - 3D show a summary of cutmulative uncorrected distance visual acuities for each Toric 10L madel compared to the control subjects in the same
cylinder range. Figure 1B shows that the difference in cumelative UCDVA between Models SAG0T3 and SAG0AT was statistically significant {a}l p-values <0.0115) °
for each visual acuity category (20/20 or better, 20/25 ur better, 20/32 or better and 20/40 or better) in favor of Model SA60T3,

' Figure 3B
0 Cumulative UCDVA, Model SA60T3 vs. Control, Form §, All lmplanted
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Figure 3C shows that the difference in cumulative UCDVA between Models SA60T4 and SAG0AT was statistically significani (a
visual acuity category {20/25 or betler, 20/32 or better and 2840 or better) in favor of Model SAG0T4 with the exception of the 20/20 or

% of First Qperative Eyes
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Figure 3C
Cumulative UCDVA, Model SA607T4 vs, Controt, Form 5, All Implanted
S
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| p-values < 0.0082) for each
better category.

Figure 3T} shows that the difference in cumulative UCDVA between Madels SAG0TS and SASOAT was statistically significant {all p-values < 0.0171) for each
visual acuity category (20/20 ar better, 20/25 or better, 20/32 or betier and 20/40 or better) in favor of Modet SA60TS.
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Figure 3D
Cumulative UCBVA, Modet SA60T5 vs. Contral, Form 5, All Implanted
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AcrySof® TORIC INTRAOCULAR LENS BEST SPECTACLE DISTANCE CORRECTED VISUAL ACUITY

A summary of best spectacle corrected distance visual acuity (BSCDVA) achieved at six month
significant preoperative pathology or macutar degeneration at any time (Best Case} is p

resented in Table 64, v

is shown in Table 6C. Control datz are faund for the same data sets in Tables 6B and 6D, respeclively.

Of the first operative eyes implanted with a Model SA60TT and examined at the Eorm 5 vigit, 100 G%
datasel. These rales exceed the FDA grid rates of 96.7%.

achieved a RSCDV A of 2040 ar better in the Best Case

s postoperativety among subjecis who did nat have any visually
isual acuity achieved by the averall subject population

Table 64
BSCDVA by Age Category, Status at Form 5 - Leas Model SAG0TT, Best Case
Acuity .
Sample [ 20720 or Worse than | 20/40 or
Age gize better 20425 20/32 20/40 20/40 better
Category N n % n % n Y% f % n % n %
<60 29 27 | 93 | 34 1 34 0 0 J 0 29 {1000
60-6% 51 2 [ 84 ] 7 131 ]| 2 39 0 0 0 0 51 {1000
70-19 73 571781 [13fi178] 3 4.1 0 0 0 0 73 [ 160.0
>80 20 14 | 700 | a4 J200] 1 50 | 3.0 0 0 20 [ 1000
Total 173 | 140 (809 1251 45| 7 4.0 1 0.6 0 0 173 ] 100.0
Tahle 68
BSCDVA by Age Catepory; Status at Form 5 - Lens Model SAGDAT, Best Case
Acuity
Sample | - 20720 or Worse than | 20/40 or
Age size better 20425 20/32 20/40 20040 better
Category N n % n % n % fn % n % n %
<60 15 13 [ 86.7 1 6.7 1 5.7 0 0 0 L 15 11000
60-69 49 /76111224 0 0 0 0 {0 0 49 [ 1000
7079 75 48 | 640 [ 21 | 2801 6 3.0 0 [} 0 g 75 [ 1000
=80 32 19 1594 | 8 [ 250 2 6.3 3 0.4 0 0 32 [ 1800
Total 171 148 | 690 | 41 | 240 | 9 | 53 3 [ 0 0 171 180.0

Of the first aperative eyes implanted with a Model SAG0TT and examined at the Form 5 visit, 100.0% achiev
dataset. These rates exceed the FDA grid rates of 92.5%.

ed a BSCDVA of 20/40 or better in the All Implanted

Table 6C
BSCDYA by Ape Category, Status at Forit 5 - Lens Modet SAS0TT, All Impianted
Acuity
Sample | 20/20 or Worse than | 20/40 or
Age size better 20/25 20732 20/40 20/40 better

Catepory| N n % n % n % n % n % | n %
<40 33 30 1 909 2 6.1 1 j.0 0 0 a i) 33 11000
§0-69 36 47 1 839 | 7 | 125 ] 2 3.6 )] 0 {0 4 56 | 1000
70-7% 90 72 1 80.0 | 15 | 167] 3 33 0 0 [ [1 90 | 1000
>80 32 20 [ 688 | 5 | 156 4 | 125 ] 1 31 q 0 32 | 1600
Total 20 s fefisal] ar L 0.5 [\ 0 {211 {1000

Table 6D
BSCDVA by Age Category, Status at Form 5 - Lens Model SAGOAT, All Implanted
Acuity
Sample | 2020 or Warse than 20/40 or
Age size better 2)/25 20132 20/4( 20/40 better

Category N n % n % n % nl % n %o n Y
<50 15 13 | 867 1 6.7 I 6.7 Y 0 0 0 15 | 100.0
60-69 54 41 1759 112 [ 222 ] i 19 ¢ 0 0 0 54 | 100.0
70-79 91 59 | 648 1 22 0 42101 11D @ 0 0 0 91 [ 100.0
>80 49 28 | 571 13 | 26.5 2 4.1 3 6.1 3 6.1 46 | 93.9
Total 208 141 | 675 | 48 § 230 | 14 6.7 3 1.4 3 14 | 206 | 986




Figures 4A - 4C show a summary of cumulative best cotrected visual acuities far each Toric

the At tmplanted datager,

% of First Operative Eyes

% of First Operative Eyes
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" Figure 44
Cumutative BSCDVA, Modet SAG0T3 vs. Control, Form 5, All Einglanted
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Figure 4C
Cumutative BSCDVA, Maodel SA60TS vs, Control, Form 5, All implanted
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AcrySoef® TORIC INTRAOCULAR LENS ABSOLUTE RESIDUAL REFRACTIVE CYLINDER

Figures 5A through 5C demonstrate that residual reftactive cylinder values were statistically significantly lower among those subjects implanted with either an
AcrySof® Toric Model SAG0T3, SAS0T4 or SA60TS TOL when compared 1o the corresponding stubjects implanted with the control Mode! SAG0AT. Subjects
implanted with an AcrySof® Toric Modsl SAG0T3 showed a 62.4% mean reduction in refraclive cylinder from the preoperative visit (keratometric cylinder) as
compared to the {0.8% mean reduction for subjecls implanded with the concurrent control Model SAS0AT. Subjects implanted with an AcrySof® Taric Model
SAG0T4 or SAG0TS showed similar results with a mean reduction in refractivé cylinder af 54.8 % and 67.8%, respectively, as compared to subjects implanted with
the concurrent contral model who had a mean reduction in refractive eylinder of 22.1% and 27.7%, respectively, Bach of the AcrySof® Toric Lens Models SA60T3,
SAG0TA and SAS0TS had al least a 3-fald increase in the likelihood of achieving residual refractive cytinder of 0.5 D or less as cempared to the corresponding control
madel.

Figure 5A
Absolute Residual Refractive Cylinder,
Model SAG0T3 vs. Control, Form 5, All Implanted
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Figure 5B
Absolute Residual Refractive Cylinder,
Model BAG60T4 vs. Control, Form §, All Implanted
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Figure 3C
Absolute Residual Refractive Cylinder,
Model SAGOTS vs. Control, Form §, All Implanted
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AcrySof® TORIC INTRAOCULAR LENS STABILITY OF CYLINDER

Subjects implanted with lens Madel SAB0T exhibited stability of cylinder at Form 4 (3 months) with preater than 90% of all subjects changing tess than or equal

to 1.00 diopter al canseculive visits between Form 3 (onc month) and Form 6 (twelve months).

12

Table 74

Acry8of® Toric 10L: Stability of Cylinder

(Eyes that had 2 consccutive exams, bui not necessarily every follow-up exam)

AcrySof® Toric 10L: Stability of Cylinder
(Eyes that had every follow-up exam up to Ferm 6, 12 months)

Recommended Corneal Magnitude of
Astigmatisns Correction | Toric [OL | Vector Change| 1 and 3 Months 3 and 6 Months 6 and 12 Months
Ranges Model in Cylinder % N, % N, %
<1.5D SAG0T3 £1.00D 106/107,95.07% 101/105,96.19% 55/55.100.00%
Mean Chanpge 0.28 029 0.20
SD 0.32 0.33 0.25
21.5.<20D SAGOT4 106D 34/36,96 43% 53/54,98.15% 25/27,52.59%
Mean Change 0.40 0.27 046
5P 0.35 0.22 0.45
=200 SABOTS s1. XD 40/45,88.89% 35/40.87.50% - 27/30,90.00%
Mean Change 0.4 0.42 {41
sD 0.44 0.45 0.38
Combined SAGOTT <100 D 200/208,96.15% 189/199 94 $7% 107/1§2,95 54%
(33.5498.77) {91.94,98.01) (21.71,99.36)
Mean Change 0.35 0.31 0.32
5D 0.36 0.34 0.36
. 95% Cl 0.30,0.39 0.26,0.36 0.25,0.39
/N % (%C1) are for percent with change between £ 1.00D
Table TB

Recommended
Coameal Magnitude of
Astigratism | Torée IOL. [Vector Chanpe| | and 3 Months 3 and 6 Months 6 and 12 Months
Correction Ranges| Model in Cylinder /M, % n/N,% wN,%
<15D SAG0T3 £1.00D 34/34,100.00% 34/34_100.00% 34/34,100.00%
Mean Change 0.25 0.24 0.21
SD 0.23 0.22 .24
z15-<20D SA60T4 51.00D 17/17,100.00% 16/17,94.12% 16/17,94.12%
Mean Change 0.27 0.25 0.35
5D 0,25 0.26 033
220D SAGHTS <1000 17/19,89 47% 15/19,78.95% 16/19,84.21%
Mean Change 0.44 0.56 0.52
5D 0.47 0.50 0.43
Combined SAG0TT £1.00D 68/70,97.14% 65/70,92.86% 66/70,54.25%
(93.23,100.00) (86.82,98.90) (83.84,96.73)
Mean Change 031 0.33 0.33
5D 0,32 033 0.34
95% Cl1 023,438 0.24,0.41 1.25,0.41
0N, %,(%C1) are for percent with chanpe between + [.00D

Table 7C

AcrySofi® Toric IOL: Stability of Absolute Cylinder
(Eyes that had 2 consecutive exams, but not necessarily every follow-up exam)

Recommended Magnitude of
Corneal Change in
Astigmatism | Toric IOL | Absolute 1 and 3 Months 3 and 6 Months 6 and 12 Moaths
Correction Ranges|  Model Cylinder WN,% WN,% /N, %
<15D SA60TI <1000 107/107,150.00% 104/105,99.05% 55/55,100.00%
Mean Change 0.04 0.02 0.05
) SD 0.32 0.38 0.29
215-<20D | SA60TY £1.00D 54/56,96.43% 54/54,100.00% 29/27,100.00%
Mean Change 0.18 0.05 -0.12
SD 0.42 0. 041
220D SAG0TS .51.00D 44/45,97.78% 37/40,92.50% 29730 .96.67%
Mean Change 0.09 0.06 0,00
SD 0.38 0.49 0.45
Combined SAG0TT <1.00D 205/208,98.56% 195/199,97.99% E1L/112,99.11%
: (96.93,100.00) (96.04,59 94} (%7.36,100.00)
{ Mean Change 0.0 0.03 -0.01
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Recommended Mapnitude of
Corneal Change in
Astipmatism | Toric LOL | Absolute I and 3 Months 3 and 6 Months & and 12 Months
Correction Ranges!  Model Cvlinder wiN,% /N, % /N, %
3D 0.37 0.38 0.37
95% Cl 8.04,0.14 -0.02,0.09 -0.08,0 06
/N, %,(%CI) are For percent with change between + 1.00D

Table 70

AcrySef® Toric 10L: Stability of Absolute Cylinder
{Eyes that had every follow-up exam up to Form 6, 12 maonths)

Recommended Magnitude of
Corneal Change in
Astigimatism | Toric [OL | Absolute | and 3 Months 3 and 6 Months 6 and 12 Months
Correction Ranges; Model Cylinder N, % n/N,% /N, %
<15D SAGOTS s1.00D 34/34,100.00% 34/34,100.00% 34/34,100.00%
Mean Change 0.0l -0.01 0.07
D) 0.23 031 0.28
21.5-<20D | SA60T4 s1.0hD 17/17,100.00% 17/i7,100.00% L7/87,400.00%
Mean Change 0.06 0.19 -0.04
5D 0.30 0.21 . 042
220D SAG0TS <1.00D 18/19,94.74% L7/£9,86. 47% 18/19.94.74%
: Mean Change Q.17 005 0.1
SD 0.45 0.54 0.55
Combined SAGDTT 160D 69/70,98.57% 68/70,%7 14% 69/70,98.57%
(95.78,100.00} {91.23,100.00) {95.78,100.00)
Mcan Change 0.07 0.03 0.03
SD 0.34 0.38 0.40
95% Ci -0.06,0,15 -0.04,0.14 -0.07,0.12
N, %,{%CI) are for percent with change between + 1.00D

AcrySof® TORIC INTRAOCULAR LENS ROTATIONAL STABILITY

A summary of the change in axis orientation (rotation) from the operative visit 1o the Form $ visit {120-180 days postoperalive) is presented in Figures §A and 6B.
The rotational stability of the AcrySof® Toric Modet SAS0TT is established with the majority of the lenses rotating 5 5°. Figure 6A also demonstrates that the

amount of rotation seen in each AcrySof® Toric [OL model is independent of the amount of eylinder power present on the lens.

100

%% of Patients -

Figure 6A
Change in Axis Orientation from Operative Visit to Form 5, ARl Implanted
SAGOT3
HSAGITY
OSA60TS
- . ‘
>15° to <30° >MF

0" to =5¥
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>10° 1o <15
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Fipure 6B
Orientation of Lens Axis, Operative Visit versus Form 5,
Mudel SAGOTT, All Implanted
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. AcrySof® TORIC INTRAOCULAR LENS ADVERSE EVENTS

[peraine: Asts Placemen!

BOW oW oW RN b

The incidence of cumulative adverse events for the Model SAGOTT compared favorably to the FDA historical grid rates. Ouly the rates for retinal
detachment/repair and surgical reintervention exceeded the FDA historicat prid. However, neither of these rates were statistically significant (p=0.5196 and p=
01334, respectively), Mo aceurrences of persistent adverse events were abserved in any patients implanted with the AcrySof® Toric JOL.

Table 8
Adverse Events [ncidence Rates
IFirst Eye — Safety

Mouodel SAGOTT FDA Grid Rate
N=244
Cumulative Adverse Events N % Yo
Relinal Detachment/Repair | 0.4 0.3
Surgical Reintervention 4 1.6 0.8
10L Reposition Due to 1 0.4 NA
Ratation
101 Replacement Due 1 04 NA
to Rotation
Laser Treatment 2 0.8 NA
Paracentesis 1 0.4 NA

The incidence rates in this table are based upon the number of eyes with an event divided

by the number of eyes implanted.

Cumulative adverse events are those events that have accurred at any time during the

clinical study.

FDA Grid Rate = FDA Grid of Adverse Events with Posterior Chamber Intraocular Lens
Hislerical Controls, FDA Intraocular Lens Guidance Document, Annex B {October 4,

1996)

* There were 5 occurrences of surpical reintervention in 4 eyes for Model SAG0TT first

eye

The tncidence of cumulative adverse events for the Model SA60TT also compared favarably to the concurrent cotrol.



PROPOSED FINAL P930014/S45

AcrySaf® TORIC INTRAOCULAR LENS DISTANCE-YISION SPECTACLE INDEPENDENCE

Statistically significantly mare Model SAS0TT subjects reported pastoperative distance-vision spectacle independence compared to Madel SAG0AT subjects
(59.9% versus 37.7%, respectively) when unilaterally implanted. Distance-vision spectacle independence was defined as the percentage of subjects who selected the
“none of the time” response for distance-vision frequency-of-spectacle-weur. Spectacle depeadence was defined as subjects indicating any reliance on plasses for
distance-vision and represents the summation of the “some of the time”, “half of the time”, “most of the time” and “all of the fime"” frequency-of-spectacle-wear
responses. Consequently, fewer Model SAG0TT subjects were spectacle dependent at 40.1% compared to 62.3% of the Model SAGEAT subjects. Figure 7 iliustrates
the distance-vision frequency-of-spectacle-wear distributions between Model SAS0TT and Model SAGOAT groups. lmplantation of an AcrySof® Teric [nirancular
lens in astigmatic subjecls provides significantly improved distance-vision spectacle independence relative 1o a conventional morofocal 101,

Figure 7
Distance-Vision Spectacle Independence:
Frequency-of-Spectacle-Wear, Forin 5, All lmplanted
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2. AcrySof® TORIC HIGH CYLINDER POWER INTRAQOCULAR LENS CLINICAL STUDY
A clinical study was conducted to investigate the rates of spatial distortions related to axial misalignaent of the AcrySot® Toric Posterior Chamber High Cylinder
Power Intraccular Lenses shown {n Table &.

Table 9
Toric Caleulator
Cylinder Power Recomimended
Corneat Astigmatism
Model at IOL plane at comeal planc Comrection Ranges
SN6IT6 175 2.57 257-307D
SNGATT 4.50 jos 3.08-359D
SN60T8 5.25 360 3.60-4.10D
SN60T? 6.00 . 4.11 4.11 Dand up

These recommended comeal astigmatism correction ranges are based on the preaperative corncal astigmatism and the predicied effect of surgically induced
astigmatism. To obtain the 10L cylindrical powers and the orientation of the surpical placement of the axes, for each operative eye the preoperative keratometry
values and axes, [OL spherical power {as determined by the surgeon's preferred formula) and the surgeon's estimated surgically induced astigmatism (S[A) at the
standard temparal incision localion are entered into Alcon's praprietary web-based AcrySof Torie L calculator. The combination of these parameters are used in the
Aleon provided software to select the appropriate Toric I0L model and recommended axis of placement. As such, the recommended range of corneal astigmatism to
be comected while nol identical, is directly related to, the preoperative keratometric cylinder,

The results achieved by the patients follawed to six months (Visit A) postoperatively demenstrate that the AcrySof® Toric high eylinder intraacular lens models
are safe and effective for the visual correction of aphakia. The following clinical results illustrate the AcrySof® Toric high cylinder power [OL's effectiveness in
significantly reducing pre-existing corneal astigmatism and the [(OL's excelient rotationa! stability following implantation in the capsular bag

AcrySof® TORIC HIGH CYLINDER POWER INTROCULAR LENS CLINICAL STUDY PATIENT POPULATION

This study focused on the highest eylinder power IOL Model SN60TS; lawever, due to the rarity of this level of astigmatism [OL Model SN6OT8 was included to
expand the inclusion criteria for the second eye. The subject population implanted with an [OL Model SN6OTD in the Frst operative eye consists of 80% (12/15)
females and 20% (3/15) males. For the fellow eye, 3 subjects were implanted with [OL Model. SNGOTS, while 12 were implanted with [OL Model SN6OTE, All 15
(100%) of the implanted subjecls were white. The mean age for the population was 67 years old (range of 43-t0 82 years) al the time of surgery.

AcrySef® TORIC HIGH CYLINDER POWER INTRAOCULAR LENS ABSOLUTE RESIDUAL REFRACTIVE CYLINDER

Refractive cylinder six months postoperalively \was reduced for all subjects implanted with either an AcrySaf® Toric JOL Madel SN60TE or SNGOTS compared to
preoperative baseline. Results show a statistically significant reduction (p-value <.0001) in residual refractive cylinder in eyes implanted with QL Model SN60TS
[85.7% in first eyes {n=15), 87.8% in second eyes (n=3) and [OL Model SN60TS [87.3% {n=12)]..

AcrySof® TORIC HIGH CYLINDER POWER INTRAOCULAR LENS ROTATIONAL STARILITY
A summary of the change (n axis orientation {rotation) from the operative visit to Vigit SA {six months postoperative) is presented in Figure 8A and 8B. The
AcrySef® Toric high cylinder power [OLs demonstrated rotational stability with the majority of the lenses totating < 5°,

Figure 34
Change in Lens Axis Orientation - Visit 5A (Final Visit) versus Target
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Figure 8B
Orientation of Lens Axis, Operafive Visit versus Visit 5A (Final Visit)
10L Modcls SNGDT? and SN6NTS

Form 55 Aaxis
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AcrySof® TORIC HIGH CYLINDER POWER INTRAOCULAR LENS UNCORRECTED DISTANCE VISUAL ACUITY

All Subjects implanted bilaterally with the AcrySof® Toric I0L Models SN60TS or SN60TS achisved inprovei binocular uncorrected distance visual acuity six months
postoperatively. Figure 10 demonstrates that 60% of subjects achieved 20/20 or better binacular uncarrected distance visual acuity compared to 30% for monocular eyes,
while 93% of subjects achieved 20/40 or better binocular uncomected distance visual acuity compared to 90% af monoewlar eyes. Less than 10% of subjects had inonocular
or binocular uncorrected distance visual acuity worse than 20/40 six months postoperatively.

Figure 10
Cumulative UCDVA Monocular versus Binocular
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AcrySof® TORIC HIGH CYLINDER POWER INTRAOCULAR LENS BILATERAL DISTANCE-VISION SPECTACLE INDEPENDENCE

Preoperatively all subjects were spectacle dependent, either all-the-time (92.9%) or some-of-the-time (7.1%). Six months postoperatively, 71.4% of subjeets were
spectaclz independent (Figure 9).

Figure 3
Bitateral Distance Vision Spectacte Independence
Frequency-of-Spectacle-Wear Visit 0 {PreQp) versus Visit SA (Final Visit)
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AcrySof@ TORIC HIGH CYLINDER POWER POWER INTRAOCULAR LENS RATE OF SPATIAL DISTORTIONS
A Visual Distortion Questionnaire was administered preoperatively (Visit () and at six months postaperatively {Visit 5A} 10 evaluate the tate of spatial distottions
of the AcrySof® Taric 101 Models SN60TS and SN60TS. The overall rate of spatial distortions decreased postoperatively {Table 10A).

Table H0A:
Visual Distortin Questionnaire Results by Visit
PreQp Final Visit
(N =14) (N = 14)
During the past 4 weeks, have you had n %o n o
1) ..trouble with things appearing distorted? No 3 214 12 857
Yes | il 786 | 2 | 143
2) ...trouble with flat surfaces (like floars} appearing No 12 857 13 929
" :
curved? Yes |2 43 | 7.1
3} . trouble with straight fines (like door ar window No 10 714 14 100
frames) appearing tilted? Yes 2 186 o 0.0
4 ...trouble with feeling sick to your stomach due 1o No 14 100 14 100
distartion of your vision? Yes | 0 00 0 00

Reported with or without glasies at Preop and Final Visit,
Reported with or without gasses at Preop but only with glasses (progressive lenses) at Final Visit,
Same subject as in (b). Reported only with glasses {progressive lenses) at Final Visit. Not reported at Preop,

Based on these questions spatial distortiens associated with high pre-existing comeal astigmatism may not completely resolve pastoperatively. Two subjects at Visit
A continued to report “trouble with things appearing distorted” versus 11 subjects preaperatively. One of these subjects also had “trouble with flat surfaces appearing
curved,” which was noled only pestoperatively, but no longer experienced the preoperative visual phenomena of straight lines appearing tilted, Meither subject had
[DL misalignment requiring secondary surgical interveriion 1o address problems of spatial distoriion. There were no reports of subjects feeling sick to their stomachs
due to distortion of vision, .

Respanses to visuat distortion sub-questions related to spectacle wear, frequency of experiencing distortion, and degree of bother are presented in Tables 10B
through 10D,
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Table 10B:

Visual Distortion Questivnnaire Results — Trouble with Things Appearing Distorted
PreOp Final Visit
1) Far subjects who had trouble with things appearing distorted (N=11) (N=2)
in the last 4 weels: n Ya n %a
Do you notice this only when you wear your Na 10 90.9 1 30.0
glasses? Yes 1 9.1 1 50.0
How often have you naticed this? Rarely 2 18.2 0 04
Sometimes 2 18.2 0 04
Frequently 3 23 1 0.0
All the time 4 36.4 | 500
How much does it bother you? None 1 9.1 1 500
' A Little 4 364 a 0.0
A Lol 6 | 545 | 1 | 5040
Table 10:C;
Visual Distortion Questivnnaire Results — Trouble with Flat Surfaces Appearing Curved
PreOp Final Visit
2} For subjects who had trouble with flat surfaces {N=2) (N=1)
{like finurs} appearing curved in the last 4 weeks: n Yo n Yo
Do you natice this only when you wear your No 2 100 i} 0.0
glasses? Yes 0 ¢.0 1 (00
How often have you noticed this? Rarely 0 0.0 Q 0.0
' Sometimes 0 05 0 0.0
- Frequently 1 50.0 i 100
All the time 1 50.0 0 0.0
How much does it bother you? None 0 0.0 0 0.0 S
A Little i 0.0 0 0.0
A Lot 2 100 1 100
Tabte 10D
Visual Distortion Questionnaire Resutts —~ Trouble with Straight Lines Appearing Tilted
PreOp Final ¥isif
3) For subjects who had trouble with straight lines (like door or (N=4) (N=0)
window frames) appearing tilted in the last 4 weeks: n Y n a
Do yau notice this anly when you wear your No 3 750 [ 0 0.0
glasses? Yes 1 150 i 2.0
How «fien have you noticed this? Rarely n. 0.0 0 0.0
Sometimes 2 0.0 0 0.8
Frequently 0 0.0 0 0.4
All the time 2 50,0 0 0.8
How much does it bother you? None 0 0.0 0 0.4
A Little I 250 0 .00
A Lot k) 150 0 0.4

AcrySof® TORIC HIGH CYLINDER POWER INTRAOCULAR LENS ADVERSE EVENTS

During the study, 1 of 15 subjects underwent a secondary surgical intervention in the first eye to resolve residual refractive cylinder due to an ercar in preoperative
keratometry. One week postoperatively, the [OL was reposilicned. At six months postoperatively the subject was satisfied with uncorrected distance vision and did not
experience any spatial distortion after [OL repositioning. No other scrious adverse events were reparted in the study.

HOW-SUPPLIED

The AcrySof® Toric 10L is supplied dry, in a package terminally sterilized with ethylene oxide, and must be opened only under sseptic conditions (See
DIRECTIONS FOR USE).

EXPIRATION DATE
Sterility is guaranteed unless the pouch is damaged or opened. The expiration date is clearly indicated on the outside of the lens package. Any lens held after the
expiration date should be returned to Alcon Laboratories, Inc. {See RETURNED GOODS PGLICY).

RETURNED GOODS .

In the United States, returned lenses will only be accepted in exchange for other products, not credit. Alj returns must be accompanied by an Alcon Laboratories,
Ine. Returned Gaads Number and be shipped via traceable means. A Returned Goods Number is obtained by centacting Alcon's Cusiomer Service Department.
Issuance of this number does nat constitute final acceptance of the retumed products. For detailed policy guidelines including exchange, please contact your Sales o
Customer Service Representative. Outside the United States, Contact your local Alcon offices or distributors regarding returned goods policy
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Symbols Used on Labeling

SYMBOL - ENGLISH
10L Intraocular lens
PC Posterior chamber
PCL Posterior chamber lens
uv Ultraviolet
D Diopter (spherical equivalent)
CYL Cylinder Power

Body diameter (Optic diameter}

Overall diameter (Overali length)

@ P&

Do not reuse

rQ
&9

Use by (YYYY-MM: vear-month)

Sterilized by ethyiene oxide
SNor m Serial Number
Py Attention; See instruclions for use
Batch Code
Authorized Representative in the European
Community
d Manufacturer

Aleon Laboratories, Inc.
6201 South Freeway
Fort Worth, Texas, USA
76134-2099

U.S. Fat. Na's. 5,403,901, 5,470,932, 5,543,504, 5,603,774, and 5,716,403,

© 2011 Alcar, Inc.
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PRODUCT INFORMATION

Alcon Lahoratorics, [ne.

STERILE UV and Blue Light Filtering Acrylic Foldable
Toric Aspberic Optic Single-Piece Posterior Chamber Lenses

CAUTION: Federal (USA) law restricts this device to the sale by or on the order of a physician.

DESCRIPTION .

The AcrySof® I Torie Posterior Chamber Intraccutar Lens {IOL} is a UV-absorbing foldable intraocular lens (10L). These I0Ls have a biconvex taric aspheric
optic with ¢ylinder axis marks to denate the flat meridian (plus cylinder axis). The single-picce design {see Figure | and Table 1) consists of a high refractive index
material with proprietary bive light filtering chromophore which filters light in a manner that approximates the human erystalline lens in the 400-475 nm blue light
wavelength range (Boettner and Wolter, 1962). in addition to standard UY-light filtering, the blue-light filtering chremophore reduces transmittance of blue light (see
Table 2). The biconvex toric aspheric optic consists of a high refractive index soft acrylic material capable of being folded prior to insertion, allowing placement
through an incision smaller than the optic diameter of the lens, After surgical insertion into the eye, the lens gently unfolds to restore the optical performance. The
. supporting haptics provide for proper positioning and fixation of the 10L optic within the eye. The anterior surface of the AcrySof® [Q Toric [OL Model SN6ATT is
designed with negative spherical aberration identical to the aspheric AcrySof® 1Q 10L Model SN6OWF to compeusate for the positive spherical aberration af the
comea. *

Figure 1: Physical Characteristics of AcrySof® 1Q Toric IOLs
(Al dimensions in millimeters)

AATERIGR ASPHER)CAL——
{EHS SUATACE .~

~=-LOITERIOR TORIC
LEKS SuaFACE

. * The effects of this aspheric design feature have been clinically assessed on AcrySof® 1Q IOL Mode! SNGOWF.

Table 1: Physical Characteristics of AcrySof® [Q Toric IQLs

Characteristics . Model
C_SNEATE ] SNGAT7 | SNGATE [ SNGATO. ]
Callectively referred to as Madel SN6ATT
Optic Type : Biconvex Toric Aspheric Optic
Optic / Haptic Material Ultravialet and blue light filtering Acrylate/Methacrylate Copolymer
UV cutoff at 10% T: 399 nm (+6.0 diopter lens)
407 nm (+34.9 diopter fens)

(sphericallquuf:a.lwe:ts diopters) Far available power range see Aleon Product Guide
tOL Cylinder Power (Diopters) 375D [ 450D [ 525D [ 600D
Index Of Refraction 1.55
Haptic Configuration . STABLEFORCE® Haptic
~ Optic Diameter (mm) 6.0
QOverall Length (mm) 13.0
Haptic Anple ' 0°
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Figure 2: Spectral Tronsmittance Curves
(Percentage of Ultraviolet Transmittance)

100.0
s N 0 S s O S S
=BG t L
Wd H e
Z 600 ; ; |

H SNBATGE - SNBATY
% 400 t - 6.0-34.0 D range
2 ~-=- SAGOAT 200D
= 200
o 4y -53 yy old rarge,
Y ; crystalline lens
300 400 500 &00 700 800

WAVELENGTH (nm)

NOTE: :
* Humar iens data [rom Boettner and Wolter (1942),

Table 2: Average % Transmittance Comparison

Model 400 nm 425 nm 450 nm 475 nm
SABOAT (20.0D) 21 B6 88 88
SNBATT {20.0D) . B 33 49 BB
Transmittance Difference ’
(SABDAT - SNBATT) 13 53 38 20
Transmittance Reduction with

’ SNBATT 62 82 44 23

(% of SABGAT )

MODE OF ACTION

Acry3of®IQ Toric I0Ls are intended to be positionad in the posterior chantber of the eye, replacing the natural crystalline lens. This position allows the lens to function
as a reffactive medium in the correction of aphakia. These 10Ls have a biconvex toric aspherie optic with cylinder atis marks to denote the flat meridian (plus cylinder
axis): Alignment of the toric IOL cylinder axis marks with the post-operative steep comeal meridian aflows the lens to corect astigmatisin. The biconvex toric aspheric

optic reduces spherical aberration as compared to a standard spherical toric optic in an average eye. The astigmatic correction at the comeal plane for AcrySof® 1 Toric -
intraccular lenses is shown in Table 3:

Table 3 Astigmatism Correction at the IOL and Cornea Plane
Cylinder Power at Cylinder Power at
Model I0L Plane (diopters) Corneal Plane (diopters*)
SNEATH 3.5 2,57 \
SNGATY 450 308
SNEATE 5.25 360
SNBAT? ' 5.00 4.11

*Based on an average pseudophakic human eye

INDICATIONS
The AcrySof® [Q Toric posterier charber intraocular lenses are intended for primary smplantation in the capsular hag of the eye for visual correction of aphakia and

pre-existing corneal astigtaatism secondary to removal of a cataractous lens in adult patients witli or without presbyopia, who desire improved uncorrected distance vision,
reduction of residual refractive cylinder and increased spectacle independence for distance vision.

WARNINGS '

1. This lens should nol be implanted if the posterior capsule is ruptured, if the zonules are damaged, or if 8 primary posterior capsulotomy js planned,

3 Rotation of AcrySof® [Q Toric [OLs away from their intended axis ca reduce their astipmatic correction. Misalignment greater than 30° may increase
postaperative refractive cylinder. [f necessary, lens repositioning should ocour as early as possible prior to lens encapsulation. Some clinical cases suggest
encapsulation is complete within four weeks of implantation. .

3. Carefully remove all viscoelastic from both the anterior and posterior sides of the lens, Residual viscoelastic may allow the lens to rotate causing misalignment
of the Acry3of® ) Toric 1OL from the intended axis of placement.

PRECAUTIONS

1. Prior to surgery, physicians should provide prospective patients with a copy of the Patient Information Brochure available from Alcon for this product informing
them of possible risks and benefits associated with the AcrySof® IQ Toric High Cylinder Power 10Ls

2. A high level of surgical skill'is required for intraocular lens jmplantation. The surgean should have observed.and/or assisted in humetcus implantations and
successfully completed ane or more courses on intraccutar lens implantatian before attempting to implant intraocular lenses,

3. As with any surgical procedure, there is risk involved. Potential complications accompanying cataract or implant surgery may include, but are not kimited to the
following: corneat endothelial damage, infection (endophthalmitis), retinal detachment, vitrits, cystoid macular edema, comeal edema, pupiflary black, cyclitic
membrane, iris profapse, hypopyon, transient or persistent glaucoma and secondary surgical itervention, Secondary surgical interventians include, but are not limited
to: lens repositioning, lens replacement, vitreous aspirations or iridectomy for pupillary black, wound leak repair, and retinal detachment repair.

4. The safety and eftectiveness of the Toric intraocular lens have not been substantiated in patients with the following preexisting ocular conditions and intracperative
complications {see below). Careful preoperative evaluation and sound clinical judgement should be used by the surgeon to decide the benefitrisk ratio before
implanting a lens in a patient with one or more of these conditions.”

Before Surgery
. Charoidal hemarrhage
. Chronic severe wveitis
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Concomitant severe eye disease

Extremely shallow anterior chamber !
Medically uncontratled glaucoma

Microphthalinos

Non-age-related calaract

Proliferative diabetic relinopathy (severe)

Severe comneal dystrophy

Severe aptic nerve atrophy

lrreguiar comeal astipmatism

Color vision deficiencies

Studies have shown that color vision discrimination is not adversely affected in individuals with tle AcrySofB Natural 10L and normal color vision. The effeet of
the AcrySof® Natural [OL. in subjects with hereditary color vision defects and acquired color vision defects secondary to ocular disease {e.g. glaucoma, diabetic
retinapathy, chronic uveitis, and other retinal or optical nerve discases) has nol been studied.

During Surgery )
. Excessive vitreous lnss
Capsulotomy by any technique other than a circular tear
The presence of radial tears known or suspected at the time of surgery
Situations in which the integrity of the circular tear cannot be confirmed by direct visualization
Cataract extraction by (echniques other than phacocmulsification or liquefaction
Situations where the need for a large capsulotomy can be anlicipated (e p., diabefics, retinal detachment in the fellow eye, peripheral retinal pathology, ete.)
Capsular rupture
Significant anterior chaimber hyphema
- Uncontrollable positive intraocular pressure
. Zonular damage

* & 8 s s s &

3. Some adverse reactions which have been associated with the implantation of intraccular lenses are: hypopyon, intraocular infection, acute corneal decompensation
and secondary surpical intervention. Secandary surgical interventions include, but are not limited to: lens repositioning, lens replacement, vitreous aspiration or
iridectomy for pupillary hlock, wound leak repair and retinal detachment ropair.

6. Patients with precperative probleris such as comeal endothelial disease, abnormal comea, macular depeneration, retinal degeneration, glaucoma, and chronic drug

miosis may not achieve the visual acuity of patients without such problems. The pliysician must determine the benefits to be derived from lens implantation when

such conditions exist.

DO NOT store the 10L at temperatures aver 45° C (113° F).

DO NOT reuse the [OL. This [OL is for single use only.

DO NOT resteritize the [OL by any method. .

Use anly sterile intraocutar irrigating solutions such as BS5®@ or BSS PLUS® solutions to rinse and/for soak lenses,

Accurate keratometry and biometry in addition to the use of the Torie Caiculator (www zcrysofioriccaloulator.com) are recommended to achieve optimal visual

outcames,

12, Patients with postoperative refractive etror may not receive the aspheric aptical design benefit without spectacle correction,

13. Optical theory suggest, that, high astigmatic patients may experience spatial distortions. Possible toric 10L refated factots may include residual cylindrical errar
or axis misalignments.

—_— oo~
—EP®

CALCULATION QF LENS POWER

Accurate keratometry, biometry, and targeting emmetrapia are essential for optimal visua! auteomes. Preoperative calculation of the required spherical equivalent lens
power for these posterior chamber intraocular fenses should be determined by the surgeon's experience, preference, and intended lens placement. The A-constant listed on
the outer {abel is presented as a guideline and is a starting point for imptant power caleulations. This provisional A-constant has been theoretically derived. Lens
constants must be “personatized” to compensate for the differences in instrzmentation, measurement technique, and IOL power calculation methods, A convenient
initial estimate can be obtained by referencing to the persenalized lenis constant for a similar lens model (e.g. AcrySof® Q) Toric 10L Madels SNBAT3, SN6ATH, or
SN6ATS).

AcrySof® 1 Toric 1OLs are labeled with the [OL spherical equivalent power. The results obtained fram the calculation formulas listed helow should nat be madified,
as they result in the appropriate power cansistent with the labeling of the AcrySof® [Q Toric IOL. Lens power calculation methods are described in the following
references: . .

Hoffer, K.J. The Hoffer Q formula; & comparison of theoretic and regression formulas. J. Catasact Refract. Surg, 19:700-712, 1993,

Holladay, .T., er a!. A three-part system for refining intraocular lens power caleulations. J. Catareer Refract. Surg. 14:17-24, 1988,

Holladay, J.T., et 2l., Standardizing constants for ultrasonic biometry, keratomelry, and [OL pawer calculations, J, Cataract Refract. Surg, 23:1356-1370, 1997,
Retzlaff, LA, Sanders, D.R., and Kraff, M. Lens Implant Power Cedelation, 3rd ed., Slack, Inc., Thotofare, NJ., 1990,

Selection and Placement of the AcrySof® [Q Toric 101

The astigmatist to be corrected should be determined from keratometry and biometry data rather than refractive data since the presence of lenticular astigmatis
in the crystalline lens to be removed may influence results. The size and location of the surgical incision may affeet the amount and axis of corneal astiginatism, In
order to optimize {OL selection and axis placement, Alcon provides a proprietary web-based teol {www.acrysoftoricealeulator.com) for the surgeon, Pre-operative
keratometry and biometry data, incision focation, and the surgeon’s estimated surgicatly induced cornea astigmatism are used (o determine the Appropriate AcrySof®
12 Toric IOL model, spherical equivalent lens power, and axis of placement in the eye.

For aptimal results, the surgeon must ensure the correct placement and orientation of the lens within the capsular bag. The posterior surface of the 1OL is marked
with indentations (three at each end) at the haptic/optic junction that identify the flat meridian of the AcrySof® 1Q Toric optic. These indentations form an imaginary
line representing the plus cylinder axis (note: IOL cylinder steep meridian is 90° away). The AcrySof® 1Q Toric 1OL cylinder axis marks should be aligned with the
post-incision steep corneal meridian (intended axis of placement], :

Priar to surgery the operative eye should be marked with at least two reference points (e.g. three o’clock and nine o’clock positions) while the patient is sitting
upright to prevent cyclolorsion. Using these marks as reference points, an axis marker can be used immediately prior. ta or during surgery to mark the axis of lens
placement following the use of the Toric 10L calculator to determine the optimal axis of placement.

After the lens is inserted, precisely align the axis marking indentations on the AcrySaf® IQ Toric 1GL with the marked axis of lens placement. Carefully remave
all viscoelastic from both the anterior and posterier sides of the tens. This may be accomplished by manipulating the IOL optic with the [/A tip and using standard
irrigation/aspiration techniques to remove all viscoelastic from the eye. Bimanual techniques may be used, if preferred, to ensure removal of viscoelastic from behind
the lens implant. Special care shautd be taken to ensure proper positioning of the AcrySof® [Q Taric 10L at the intended axis following viscoelastic remaval.
Residual viscoelastic may allow the lens to rotate causing misatignment of the AcrySof® I Taric 10L with the intended axis of placement.

Misalignment of the axis of the lens from the intended axis of placement may compramise its astipmatit correction. Such misalignment can result fram inaccurate
keratometry or marking of the comea, inaccurale placement of the AcrySof 1Q Toric 10L axis durity surgery, on unanticipated surgically induced change in the
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comea, of physical rotation of the AcrySof® [Q Toric IOL after implantation. [n order to minimize this effect, the surgeon should be careful to ensurc that
preaperative keratametry and biometry are accurate and that the [OL is properly oriented priar to the end of surgery.

DIRECTIONS FOR USE
L Examine the label an the unopened package for model, power (spherical equivalent and cyltinder), and expiration date.

2. After opening the cardboard storage container verify lens case information {model, power, and serial number) is consistent with information on outer package

labeling.

3. This device is sterile until the inner pouch is opened. Inspect the pouch carefully for tears, cuts, punctures or other signs that the pouch has been opencd or
damaged. DO NOT implant the IOL if the sterility has been compramised, {S8ee RETURNED GOODS POLICY).

4. Toremove the lens, open the undamaged pouch and transfer the ase to a sterile environment. Carefully open the case to expose the lens.

5. To minimize the accurrence nf marks on the lens due to handling, all instrumentation shoutd be scrupulously clean, Any farceps used for lens fandling must
have round edges and smooth surfaces.

6. When removing the lens front the case, DO NOT grasp the optical area with forceps. The IQL should only be handled by the haptics. Handle the lenses
carefully to avoid damage to lens surfaces or haptics. DO NOT attempt to reshape haptics in any way. :

7. Rinse the lens theroughly using sterile intraocular irrigating solution such as BSS® or BSS PLUS®. DO NOT rinse the JOL in solutions other than sterile

intraocular {rrigating solution. Prior to insertion, the 10L should be carefully examincd to ensure that particies have not adhered during handiing,

Alcon recommends using the MONARCH® [ delivery system, or equivalent Alcon approved delivery system.

9. There are various surgical pracedures that can be utilized, and the surgeon should select a procedure that is appropriate for the patient. Current techniques,
appropriate instrumentation, and a list of their equivalents for delivery and implantation are available from Aleon. Surgeons should verify that apprapriate
instrumentation is available prior to surgery.

o«

PATIENT REGISTRATION AND REPORTING

FDA requirement for US implanting surgeons enly: Each patient must be registered with Aleon Laborataries, Inc. imnediately fallowing implantation of one of
these lenses. Registration is accomplished by campleting the prepaid Implant Registration Card that is enclosed in the lens bax and mailing it to Alcon Labaratories,
Inc. Paticat registration is essential for Alcon Laboratories, Ine. long-term patient follow-up program and will assist us in responding to adverse event reparts. The
Patient Identification Card included in the package is to be completed and given to the patient, together with instructions to keep.the card as a permanent record to be
shown ta any eye care practitioner the patient consults in the Future.

Adverse events that may reasonably be regarded as lens-related and that were nat previusly expected in nature, severity, or degree of incidence should be reported
to Alcon Laboratories, Inc, This information is béing requested from all surgeons in order to document potential lahg-lerm effects of intraccular lens intplantation.
Surgeons should use the following address and teiephone nuniber for reporting adverse events involving these intraocular lenses:

Alcon Research, Ltd. Medical Safety {AB 2-6)
6201 South Freeway, Fort Worth, Texas 76134,
Call Toll-Free (800) 757-5780 ar Call Coliect: (817) 5514445

Cutside the United States, contact local Aleon olfices or distributors regarding any reports of adverse evenls.

OVERVIEW OF AerySof® TORIC INTRAOCULAR LENS CLNICAL STUDIES

The following clinical studies have been conducted on AcrySof® Toric Intrascular Lenses, In addition to the data from the recent high cylinder power clinical
study, the clinical data from the original study of the AcrySof® Toric 10Ls are also included in order to provide data iritended to help you make an informed decision
as to whether or not to implant a Toric [OL: '

1. AcrySaf® Toric Intraocular Lens Original Study, and
2. AcrySof® Toric High Cylinder Power [ntraocular Lens Clinical Study

Summaries of each of the above clinical studies are provided below.

1, AerySof®@ TORIC INTRAGCULAR LENS ORIGINAL CLINICAL STUDIES

AcrySof® 1 Toric 101 Models SN6ATS, SNEAT?, SNGATS, and SNBATS are minor design madifications to the clinically studied AcrySof® Toric [0 Models
SAG0TI, SAG0TY, and SAGITS.

A clinical study was conducted to demonstrate the safety and effectiveness of the AcryS0f® Toric Posterior Chamber Lens Model SAS0TT (Models SAG0T3,
8A60T4, and SAG0TS). This was a randomized clinical study that included the AcrySof® Model SAS0AT as a control lens, Only data from the first operative eye
from those subjects who received either a Madel SASOTT or Model SAG0AT intraocular lens are included.

Three different lens models of varying cylinder correction were evaluated in thig clinical study. Collectively, the three models are referred to as Model SASUTT.
The three different models evaluated and their applicable cylinder powers are listed below in table 4.

Table 4: Cylinder Powers and Recommended Correction Ranges
Cylinder Power Taric Web-based
at [OL plane at corneal plane Caleulator
Recommended
. Coiteal Astipmatism
Model Carrection Ranges
5A60T3 1.50 1.03 0.75-1.54 D
SA60T4 2.25 1.55 1.55-205D
SABOTS 3.00 2.06 . 206-2.56D

The recommended comeal astigmatism correction ranges are based on the preaperative corneal astigmatism and the predicted efiect of 0.5 diopter surgicalty
induced astigmatism for a standardized temporal incision. Te obtain the [OL eylindrical powes and the orientation of the surgical placement of the axes, for each
operative eye the preoperative keratomietry values and axes, IOL spherical power (as determined by the surgeon’s preferred formula) and the anticipated surgically
induced astigmatism (S1A) at the standard temporal incisian location are entered inta Alcon's proprietary web-based AcrySof Taric IOL calculator, The combination
of these parameters are used in Alcon provided software to select the appropriate Toric IOL model and recommended axis of placement. As such, the recommended
range of corneal astigmatism o be eorrected, while not identical, is directly related to, the pteoperative keratometric cylinder.

The results achieved by the patieats fallowed to six months postoperatively demonstrate that the AcrySof® Toric Posterior Chamber Lens Modet SAGDTT is a safe
and effective device for the visual comrection of aphakia. The following clinical results illustrate minimal rotation with excellent rotational stability leading to
significant reduction or elimination of residual refractive cylinder and significantly improved uncorrected distance visual acuity which results in increased distance
spectacie independence.

p A



PROPOSED FINAL 01.27.11 P930014/545

AcrySaf® TORIC INTRAOCULAR LENS CLINICAL STUDY PATIENT POPULATION

The subject population implanted with a Model SAG0TT in the first operative eye consists of 53.3% females and 46 7% males. The subject papulation impianted
with the Model SABDAT {control) intraocular lens consists of 57.2% females and 42.8% males. Stratifying by race for the Model SAG0TT popuiation, 97.6% are
Caucasian, 2.0% are Black and 0.4% are other. The control (SABOAT) population is 95.6% Caucasian, 1.6% Black, 1.2% Asian and 1.6% other. The mean age for
the population receiving the Model SAGOTT was 70.0 years. Simitarly, the tmean age for the population receiving the Model SABDAT (cantrol) was 72.4 years.

AcrySof® TORIC INTRAOCULAR LENS UNCORRECTED DISTANCE VISUAL ACUITY

A summary of uncorrected distance visual acuity achieved for Models SAGOTT and SAGOAT al six mionths pastoperatively is presented in Tables 5A and 50
respeciively. These tables shaw 38.4% of subjects implanted with a Model SAG0TT achieved uncorrected distance visual acuities of 2020 or betier compared to only
19.8% of those subjects implanted with the cantrol lens Model SAGOAT. Also, of the 211 subjects implanted with 2 Model SAGOTT and examined at the Form $
visit, 140 (66.4%) achieved an uncorrected distance visual acurty of 20/23 or better, compared to only 86 subjects {40.9%) implanted with the control Maodel SASOAT.

. Table 5A
Uncorrected Distance Visuak Acuity by Age Category, Status at Form 5 - Lens Model SAS0TT, All Insplanted
Acuily
Sample | 20/20or Warse than 20/40 or
size betier 20025 20/32 20140 20/40 better
N - n % n Yo 0 Yo n %% n Yo n %
Age Category
<60 33 15 |455] 11 1333 2 | 4l 4 [12.8] | 30 32 | 97.0
60-69 3 25 |446] 11 [196] 14 [250] & |107] @ 0 | 561000
7019 90 32 [3sal 29 fs22[ 15 67| 7 |78 7 | 78 | 8 | 922
280 32 O 1281 8 }250] 5 |L156]| 5 |156] 5 [5.6 27 | 844
Tolal 21 8] [384) 59 |280] 36 |17.1] 22 [104] 13 62 198 | 931.8
Table 5B
Uncorrected Distance Visual Acuity by Age Category, Status at Form 5 - Lens Model SAG0AT, All Implanted
Acuity
Sample | 20720 or Warse than 20/40 or
5ize better 225 20032 20/40 20/40 better
N N]|l%|n|%|[na]%]n|%}a Ya n %
Ape Category )
<60 15 2 1133 6 [400] 2 J133] 1 67 4 26.7 11| 733
60-69 54 14 1259] 10 [185] 13 |24.1] 5 |93 12 | 222 |42 | 778
70-19 92 18 T196| 16 [17.4] 12 |13.0] 28 [304f (8 | 196 | 74| 80.4
280 49 6 112.2) 14 |286] 10 1204) 5 |[10.2] 14 6 t3I5] 14
Total 210 40 |190] 46 [21.9( 37 [176] 3% [ 186 48 229 l162] M1

At the Form 5 visit, shown in Figure 3A, 93.8% of Model SAG0TT subjects achieved 28/40 or better UCDVA (fitst operative eye of the All Implanted data set)
compared 10 77.1% of the subjects implanted with the control Model SAGIAT. The difference in UCDVA between Models SAGOTT and SA60AT was statistically
significant {alt p-values < 0.6001) in favor of Madel SAS0TT.

7
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Figure 3A
Cumulative UCDVA, Status at Form 5, Model SAGOTT vs. Control
100 SAG0TT
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better better better 20/40

Cumulative UCVA

Figures 3B — 3D show a summary of cumulative uncarrected distance visual acuities for each Toric IOL madel compared to the centrol subjects in the same cylinder
tange, Figure 3B shows that the difference in cumulative UCDVA between Models SAG0T3 and SASDAT was statistically significant (all p-values < 0.0115) for each
visual acuity category (20/20 ar better, 20/25 or better, 20432 ar bester and 20/40 or better) in favor of Modef SAGDT3.

Figure 3B

Cumulative UCDVA, Model SAS0T3 vs, Control, Form 5, All Emplanted
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& Control

p= 0.0001

%o of First Operative Eyes
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better
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better better better 20/40

Cumulative UCVA

Figure 3C shows that the difference in cuilative UCDVA between Models SA60T4 and SAG0AT was statistically significant (all p-values < 0.0082) for each visual
acuity categary (20725 or bester, 20/32 or better and 20/40 or better) in favor of Model SA60T4 with the exception of the 20/20 or better category.

¥
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Figure 3D shows that the difference in cumulative UCDVA between Models SAG0TS and SA60AT was statistically significant {all p-
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Figure 3C

Cumulative UCDVA, Model SA60T4 vs, Control, Form 5, All Implanted
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visual acuity category (20/20 or better, 20/25 or better, 20/32 or better and 20/40 or better} in favor of Model SAG0TS.
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Figure 3D

Cumulative UCDVA, Model SAGUTS vs, Ceariral, Form 5, All implanted
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Acey50f® TORIC INTRAOCULAR LENS BEST SPECTACLE DISTANCE CORRECTED VISUAL ACUITY
A summary of best spectacle corrected distance visual acuity (BSCDVA) achieved at six months postoperatively amang subjeets wha did not have any visually
significant preoperative pathology or macular degeneration at any time {Best Case) is presented in Table 6A. Visual acuity achieved by the overall subject population

is shown in Table 6C. Control data are found for the same data sets in Tables 6B and 8D, respectivety,

values < 0.0171) for each

Of the first operative eyes implanted with a Model SAS0TT and exatnined at the Form 5 visit, 100.0% achieved a BSCDVA of 20/40 or better in the Best Case
dataset, These rates exceed the FDA grid rates of 96.7%. .

Ve
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Table 6A
BSCDVA by Age Category, Status at Form 5 - Lens Model SAGOTT, Best Case
Acuity
Sample | 2020 or Waorse than 20/40 ar
Age sizg beter 20125 20432 20/140 20740 betier
Category N n % n % n % n %o n % n %
<6{ 29 27 {931 1 34 | 34 0 0 4] 0 29 ] 100.0
60-69 51 42 | 8241 7 | 137 ] 2 39 0 0 0 0 51 1100.0
70-79 73 STL1 13 ] 178 3 4.1 0 0 0 0 73 [ 100.0
>80 20 141700 4 [ 200 ] 1 5.0 t 5.0 £ 4 20 11000
Total 173 f140) 809 | 25 | 1451 7 4.0 | 0.6 0 g 173 {1000
Table 6B
BSCDVA by Age Category, Status at Form 5 - Lens Model SAG0AT, Best Case
Acuity
Sample | 20720 or Worse than | 20/40 or
Age size better 2025 20/32 20/40 20/40 better
Catepory N. n S n n Y n Ya n % n %
<60 15 131867 [ I 6.7 1 6.7 0 ¢ 0 0 15 [ 1000
00-69 49 B 7761t 1241 0 0 0 ¢ 0 0 49 [ 1000
70-7% 75 48 [ 64.0 [ 21 | 280 | 6 8.0 0 4 0 0 75 [ 1004
>80 32 19 | 594 | 8 [ 250 ] 2 6.3 k] 94 0 0 32 [ 16049
Toltal 171 18] 6900 [ 4] [ 240 9 53 3 1.8 0 0 171 [ 100.0

Of the first operative eyes implanted with a Model SAG0TT and examined at the Form § visit, 100.0% achieved 8 BSCDVA of 20740 or better in the All Implanted
datasel. These rates exceed the FDA grid rates of 92.5%.

Table 6C
BSCDVA by Age Category, Status af Form § - Lens Model SAGUTT, All Implanted
Acuity
Sample [ 20720 or . Worse than [ 20/40 ar
Age size better 20425 20/32 20/4¢ .20/40 better
Category N n % n % n % | % n Y% n ¥
<60 13 0 | 909 2 6.1 1 340 0 0 0 0 33 110040
60-69 36 47 | 819 ? 12.5 2 3.6 4 0 0 0 56 | 1000
70-79 90 72 1800 |15 167 | 3 33| ¢ 0 )] 0 %0 ]100.0
>80 32 22 [ 6B8 | 5 {156 ] 4 {125 | 30 1.0 0 32 | 100.0
Total 211 7L BID |29 [ 137 ] 10 4.7 ! Q.5 a 0 211 [ 100.0
Tahle 6D
BSCDVA by Age Category, Status at Form § - Lens Model SAGUAT, All Tmplanted
Acuity
Sample [ 20/20 or Worse than | 20/40 or
Age size better 20025 20/32 20040 20/40 better
Category | N n % n % n| % n % n Yo n %
<60 15 13 | 857 1 6.7 1 6.7 0 a ] 0 15 | 1600
60-69 54 41 (159012 221 15 |0 4 0 0 54 [ 100.0
70-79 91 52 1648122 [ 242 |10 11D ] O ] 0 0 91 11000
>80 19 28 15711131265 21 4l 3 6.1 3] 61 | 46 ] 9309
Tatal 200 (141|675 148 1230 [ 14 ] 67 3 14 [ 3 1.4 | 206 | 986

, .
Figures 4 A — 4C show a summary of cumulative best corrected visual acuitics for each Toric model compared to the control subjects in Lhe same cylinder range far
the All Implanted dataset.
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Figure 4A
Cumulative BSCDVA, Madel SA60T3 vs, Control, Form §, All Implanted
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AcrySof® TORIC INTRAOCULAR LENS ABSOLUTE RESIDUAL REFRACTIVE CYLINDER

Figures 5A through 5C demonstrate that residual refractive cylinder values were statistically significantly lower among those subjects implanted with either an
AcrySof® Toric Model SA60T3, SABOT4 ar SAGOTS 10L when compared to the corresponding subjects implanted with the contral Model SAG0AT, Subjects
implanted with an AcrySof® Toric Model SA6DT3 showed a 62.4% mean reduction in refractive cylinder from the preoperative visit (keratometric cylinder) as
compared to the 10.8% mean reduction for subjects implanied with the concurrent control Mode! SA6DAT. Subjects implanted with an AerySof® Toric Model
SAG0T4 or SAGOTS showed similar results with a mean reduction in refractive eylinder of 54.8 % and 67.8%, respectively, as compared to subjects implanted with
the concurrent control model who had a mean reduction in refractive cylinder of 22.1% and 27.7%, respectively. Each of the AcrySof® Toric Lens Madels SABOTY,
SAG0T4 and BAGOTS had at least 2 3-fold increase in the likelihood of achieving residual refractive eylinder of 0.5 D or less as compared to the corresponding contral
modal.

Figure 5A
Absolute Residual Refractive Cylinder,
Model SAGOT3 vs, Contrel, Form 5, All Implanted
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Figure 5B
Absolute Residual Refractive Cylinder,
Model SA60T4 vs. Control, Form 5, All Implanted
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Figure 5C

Absolute Residual Refractive Cylinder,
Model SA60TS vs. Control, Form 5, All Implanted
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AcrySof® TORIC INTRAOCULAR LENS STABILITY OF CYLINDER

Subjects implanted with lens Model SAG0TT exhibited stability of cylinder at Form 4 (3 months

10 1.00 diopter at consecutive visils between Form 3 {one month) and Form 6 (twelve months).

Table 7A

>1.50 to >2.00

<2.00

AcrySof® Toric IOL: Stability of Cylinder
{Eyes that had 2 consecutive exams, but not necessarily every follow-up exam)

) with greater than 90% of all subjects changing less than or equal

Recommended Corneaj Magnitude of
Astigmatism Correction | Toric IOL Vector Change| 1 and 3 Manths 3 and 6 Months 6 and 12 Months
Ranges Model in Cylinder /N, % n/N,% N, %
<150 SA60T3 <1.00D 106/107,99.07% 101/105,96.19% 55/55,100.00%
Mean Change 0.28 0.29 0.20
sSD 032 0.33 0.2%
21.5-<20D SAS0T4 <1.00D 54/56 96.43% 53/54.98.15% 25/21,92.59%
Mean Change 0.40 0.27 0.46
SD 0,35 0.22 D.45
220D SAGOTS s1.00D 40/45 88.89% 35/40,87.50% 27/30,90.00%
Mean Change | 0.43 042 0.41
. SD . 0.44° 0.45 0.38
Cambined SAGOTT <1.06D 200/208,96.15% 189/199,94.97% 147/112,95.54%
(93.54,9877) 1 (91.94,38841) {61.71,99 36}
Mean Change 0,35 0.31 0.32
8D 0.36 0.34 - D36
95% Cl 0.30,0.39 0.26,G.36 0.250.3¢

N, % (%CI) are for percent with chanpe between + 1.00D
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Tahle 7B

AcrySof@ Toric 10L: Stability of Cylinder
(Eyes that had every follow-up exam up to Form 6, 12 nienths)

Recommended
Comeal Magnitude of
Astigmatism | Toric IOL [Vector Change! 1 and 3 Months Jand 6 Months 6 and 12 Months
Correclion Ranges| Model in Cylinder n/N,% /N, % N, %
<1.5D SAS0T3 £1.00D 34/34,100.00% 34/34,100 50% 34/34,100.00%
Mean Change 0.25 0.24 0.21
5D 0.23 0.22 0.24
215-<20D [ SA6DT4 <1.06D 17/17,100.00% 16/17,94.12% 16/17,94.12%
Mean Change 0.27 0.25 0.35
5D 0.25 0.26 $.33
224D SABOTS <10D 17/19,89.47% 15/19,78.65% 16/19,84.2¢%
Mean Chanpe 0.44 0,56 Q.52
SD ¢47 0.50 043
Combined SAGOTT £1.00D 68/70,97.14% 65/70,92 B6% 66/70,94.29%
(93.23,100.00) (86.82,98.90} (88.84,99.79)
MMean Change 0.31 {33 0.33
sD 0.32 $.35 034
95% Cl1 {.23,0.38 0.24,0.41 025,041

W, %,(%CL) are for percent with ¢hange hetween + 1.00D

Table 7C

ActySof® Toric IOL: Stability of Absolute Cylinder
{Eyes thai had 2 consecutive exams, but not necessarily every follow-up exam)

Recommended Magnitude of
Corneal Change in
Astigmatism Toric EOL Absolute 1 and 3 Months 3 and 6 Months 6 and 12 Months
Comection Ranges| Madel Cylinder W% /N.% wN.%
<13D SAG0T] 100D L07/107,100.00% 104/105,99.05% 55/55,100 00%
Mean Change 0.04 0.02 045
3D 0.32 0.38 0.29
21.5-<20D SA60TA <1H0D 54/56,96.41% 54/54,100.00% 27/27,100.00%
Mean Change 0.18 0.05 012
SD 042 0.27 0.41
220D SAGOTS 5 10D 44/43 97.78% 37/40,92.50% 29/30,96.67%
Mean Change 009 .06 0.00
SD 0,38 .49 0.45
Combined SAG0TT s1.00D 205/208,98.56% 193/199,97 99% 111/112,99.11%
(96.93,100.00) (96.04,99.94) {97.36,100.00)
Mean Change 0.09 0.03 -0.01
SD 0.37 0.38 0.37
93% C1 0.04,0.i4 -0.62,0.08 -0.08,0.06
/N, %,(%CT) are for percent with change between + 1.00D

(Eyes that had every follow-up exam up to Form &, 12 months)

Table 7D

AcrySofE Toric I0L: Stability of Absolute Cylinder

Recommended Magnitude of
Corneal Change in
Astigmatism | Toric IOL Absalute 1 and 3 Months 3 and 6 Months 6 and 12 Months
Correction Ranges| Model Cylinder /M, % wN.% wN,%
<15D SAS0T3 £1.00D 34/34,100.00% 34/34,100.00% 34/34,§00.00%
Mean Change 0.0t -0.01 0.07
SD 0.28 0.31 0.28
2h5-<20D SAG0T4 21.00D 17/17,100.00% 17/17.100.00% 17/17,100.06%
Mean Change 0.06 0.19 -0.04
SD 0.30 0.21 0.42
220D SAG0TS £1.00 D> 18/19,54.74% 17/18,85.47% 18/19,94.74%
Mean Change 0.17 0.05 0.01
) 5D 0.45 0.54 0.55.
Combined SAGOTT <1.00D 69/70,98.57% 68/70,97.14% 69/70,98.57%
(95.78,100.00) (93.23,100.00) {95.78,100.60)
Mean Change 0.07 0,05 {.03
SD 0,34 0.38 D40
95% Cl 0.01,0.15 -0.04,0.14 307,012
N, %,(%CT) are for percent with chanpe between + 1.00D )
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AcrySof® TORIC INTRAOCULAR LENS ROTATIONAL STABILITY

A summary of the change in axis orientation {ratation) from the operative visit lo the Form § visit (120-180 days postoperative) is presented in Figures 6A and 6B.
The rotationat stability of the AcrySof® Taric Model SA60TT is established with the majority of the lenses rotaling  3°. Figure 6A also demonstrates that the amount
of rotation seen in each AcrySof® Toric ICL model is independent of the amount of cylinder power present on the lens.

Figure 6A
Change in Axis Orientation from Cperative Visit to Form 5, All Implanted
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Figure 6B
Oricntation of Lens Axig, Operative Visit versus Form §,
Model SAGITT, All Implanted

Fuelanm 5 Aanis

TV T T T I | T IO A O T T
Ol s Pt

AcrySef® TORIC INTRAOCULAR LENS ADVERSE EVENTS

The incidence of cumulative adverse events for the Model SAGOTT compared favorably to the FDA historical prid rates. Only the rates for retinat
detachment/repair and surgicat reintervention excecded the FDA historical grid. However, neither of these rates were statistically sipnificant {p=0.5196 and p=
0.1338, respectively). No occurrences of persistent adverse events were observed in any patients implanted with the AcrySof® Toric IOL,

0
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Tuble 8
Adverse Events Incidence Rates
First Eye - Safety

Model S6OTT FDA Grid Rate
N=244
Cumulative Adverse Events N Yo Yo
Retinal Detachment/Repair 1 0.4 0.1
Surgical Reintervention 4* 14 .8
IOL Reposition Due to 1 04 NA
Rotation |
10L Replacement Due | 0.4 NA
to Rotation
Laser Treatment 2 0.8 NA
Paracentesis 1 0.4 NA

The incidence rates in this lable are based upon the cumber of gyes with an event divided
by the number of eyes implanted.
Cumylative adverse events are those events that have accurred at any tinie during the
clinical study. .
FDA Grid Rate = FDA Grid of Adverse Evenls with Paslerior Chamber [ntraocular Lens
Historical Controls, FDA Intraccuiar Lens Guidance Document, Annex B (Qctober 14,
1999)
* There were 5 oceurrences of surgical reintervention in 4 eyes for Model SAG0TT first
- eye
The incidence of cumulative adverse events for the Made! SAS0TT also campared favorably to the cancurrent control.

AcrySof® TORIC INTRAOCULAR LENS DISTANCE-VISION SPECTACLE INDEPENDENCE

Statisticatly significantly more Model SAGOTT subjects reported postaperative distance-vision spectacle ndependence compared to Model SAG0AT subjects
(59.9% versus 37.7%, respectively) wheit unilalerally implanted. Distance-vision spectacie independence was defined as the percentage of subjects who selected the
“none of the time™ response for distance-vision frequency-of-spectacle-wear, Spectacle dependence was defined as subjects indicating any reliance nn glasses for
distance-vision and represents the summation of the “sarme of the time”, “half of the titme”, “most of the time™ and “all of the time" frequency-of-spectacle-wear
responses. Consequently, fewer Model SAG0TT subjects were spectacte dependent at 40.1% compared o 62.3% of the Model SAG0AT subjects. Figure 7 illustrates
the distance-vision frequency-of-spectacie-wear distributions batween Model SAGOTT and Model SAGDAT groups. [mplantation of an AcrySof® Toric [ntraocular
lens in astipmatic subjects provides significantly improved distance-vision spectacle independence relative to a conventional monaofocal 1OL.

Figure 7
Distance-Vision Spectacle Independence:
Frequency-of-Spectaclé-Wear, Form 5, All Implanted
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AcrySof® TORIC HIGH CYLINDER POWER INTRAOCULAR LENS CLINICAL STUDY

A clinical study was condueted to invesligate the rates of spatial distorlions related 10 axial misalignment of the AcrySof® Torie Posterior Chamber High Cylinder
Power Intraocular Lenses, The cylinder power at the 1OL plane and corneal plane and the recommended coreection ranges are shawn in Table 9.

Table 9 High Cylinder Powers and Recommended Correction Ranges

Taric Caleulater
Cylinder Power Recommended
Corneal Astigmatism
Maode! at 10L plane at corneal plane Correction Ranges

SN60Ts 375 2.57 257-3.07D
SN6DT? 430 3.08 308-359D
SN60TS 525 3.60 360-4.10D
SNGOTS 6.00 411 4.11 D and up

These recommended corneal astigmatism correction ranges are based on the preoperative corneal astigmatism and the predicted effect of surgically induced astigmatism.
To obtain the [OL cylindrical powers and the orientatian of the surgical placement of the axes, for each operative eye the preoperative keratometry values and axes, 1OL
spherical power (as determined by the surgeon’s preferred formula) and the surgeon’s estimated surgically induced astigmatism (S[A) al the standard temporal incision
location are entered into Alcon's proprietary web-based AcrySof Toerie 10L caleulator. The combination of these parameters are used in the Alcon pravided software to
select the appropriale Toric 10L model and recommended axis of placement. As such, the recommended range of comeal astigmatism to be corrected while not identical, is
directly related to, the preoperative keratometric cylinder.

The results achieved by the patients followed Lo six months {Visit SA) postoperatively demonstrate that the AcrySof* Toric high cylinder intraocutar lens models are safe
and effeclive for the visual comection of aphakia. The following clinical resuits illustrate the AcrySof® Toric high cylinder power IOL's effectiveness in significantly
reducing pre-existing eomeal astigmatism and the I0L’s excellent rotational stability following implantation in the capsular bag

AcrySof® TORIC HIGH CYLINDER POWER INTROCULAR LENS CLINICAL STUDY PATIENT POPULATION

This study focused on the highest eylinder power LOL Model SN60TS; however, due ta the rarity of this level of astigmatism [OL Model SN60TS was incleded to
expand the inclusion eriteria for the second eye. The subject population implanted with an 10L Model SN6OTS in the first operative eye consisls of 80% (12/15)
females and 20% (3/15) males. For the fellow eye, 3 subjects were implanted with 101, Model SN60T9, while |2 were implanted with 101, Model SN6DTE. All 15
(100%) of the implanted subjects were white. The mean age for the population was 67 years old (range of 43 to 82 years) at the time of surgery. '

Acry50f® TORIC HIGH CYLINDER POWER INTRAOCULAR LENS ABSOLUTE RESIDUAL REFRACTIVE CYLINDER -

Refractive cylinder six months postoperatively was reduced for all subjects implanted with cither an Acry$of® Toric I0L Model SN60TE or SNGOTS compared ta
preoperative baseline. Resulls show a statisticatly significant reduction (p-value <.0001) in residual refractive cylinder in ¢yes implanted with 101 Model SN60T?
[83.7% in first eyes (n=15), 87.8% in second eyes (n=3} and I0L Madel SN6OTR {87.3% (n=t2)]..

AcrySol® TORIC HIGH CYLINDER POWER INTRAOCULAR LENS ROTATIONAL STABILITY
A summary of the change in axis orientation {rotation} from the operalive visit to Visit 5A (six months postoperative) is presented in Figure 8A and 8B. The
AcrySof® Toric high eylinder power [OLs demonstrated rotational stabitity with the majority of the lenses rotating < 5°.

Figure 84
Change in Lens Axis Orientation - Visit 5A (Final 6-Muonth Visit) versus Target
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Figure 8B
Orientation of Lens Axis, Operative Visit versus Visit 5A (Final Visit)
[OL Models SN60TY and SNEGTS
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Acry$of® TORIC HIGH CYLINDER POWER INTRAOCULAR LENS UNCORRECTED DISTANCE VISUAL ACUITY

All Subjects implanted bilaterally with the AcrySof® Toric [OL Models SN60T8 or SN60TY achieved improved binocutar uncorrected distance visual acuity six months
pastoperatively. Figure 9 demonstrates that 60% of subjects achieved 20/20 or better binocular uncarrected distance visual acuity compared to 30% for monocular eyes,
while 93% of subjects achieved 20/40 or better binocular uncorrected distance visual acuity compared ta 90% of monocular eyes. Less than 0% of subjects had monocular
or binocular uncorrected distance visual acuity worse than 20/40 six months postoperatively.

Figure 9
Cumulative UCDVA Monocular versus Binocular
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AcrySof® TORIC HIGH CYLINDER POWER INTRAOCULAR LENS BILATERAL DISTANCE-VISION SPECTACLE INDEPENDENCE
Preaperatively all subjects were spectacle dependent, either all-the-time (92.9%) or some-of-the-tine (7.1%). Six months postoperatively, 71 4% of subjects were
spectacle independent (Figure 10).

Figure 10
Bilatera| Distance Vision Spectacle [ndependence
Frequency-of-Spectacle-Wear Visit §f (PreOp) versus Visit 54 {Final Visit)
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AcrySof® TORIC HIGH CYLINDER POWER INTRAOCULAR LENS RATE OF SPATIAL DISTORTIONS
A Visual Distortion Questionnaire was administered preaperatively { Visit 0) and at six months postaperatively (Visit 5A) to evaluate the rate of spatial distartions
“of the AcrySof® Toric 1OL Madels SN60TS and SN60TS. The overall rate of spatial distortions decreased postoperatively (Table 10A),

Table 1{tA:
Visual Distortion Questionnaire Resulis by Visit
PreQOp Final Visit
(N=14) (N=14)
During the past 4 weeks, have you had n Y n %
1} ...trouble with things appearing distaried? No 3 214 12 85.7
Yes | It 86 12 | 143
2] ...trouble with flat surfaces {like floors) appearing No 12 857 113 929
curved? Yes |2 | 143 | | 71
3) ...trouble with straight lines {like door or window No 10 7.4 14 160
frames) appearing tilted? Yoz | 4 86 | o 00
4) ...trouble with feeling sick to your stemach due to No 14 180 14 100
i o
distortian of your vision? Yes | O 00 @ 0.0

Reported with or without glasses at Preop and Final Visit.
Reported with ar without glasses at Preop but only with glasses (progressive lenses) at Final Visit.
Same subject as in (b). Reported only with glasses (progressive lenses) at Final Visit. Not reported at Preop,

Baged on these questions spatial distortions associated with high pre-existing corneal astigmatisim may not completely resolve postoperatively. Two subjects at Visit
5A continued to report “trouble with things appearing distorted” versus 11 subjects preoperatively. One of these subjects had “trouble with flat surfaces appearing
curved,” which was notzd only postoperatively, but no longer experienced the preoperative visual pheriamena of straight lines appearing tilted. Neither subject had
101 misalignment requiring secondary surgical intervention to address problems of spatial distortion. There wese no reports of subjects feeling sick 1o their stomachs
due to distortion af vision.

Responses to visual distortion sub-questions related to spectacle wear, frequency of expericncing distortion, and degree of bother are presented in Tables 108
through 10D.

4.
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Tahle 11R;
Visual Distortivn Questionnaire Resulfs - Trouble with Things Appearing Distorted
PreOp Final Visit
1} For subjects who had trouble with things appearing distorted (N=11) (N=2)
in the last 4 weeks; n ¥ n Y
Do you notice this only when yau wear your No 10 90.9 1 50.0
glasses? Yes 1 9. 1 50.0
How often have you noticed this? Rarely 2 182 0 0.0
Sometimes 2 182 0 4.0
Frequently ] 273 | 0.0
All the time q 364 | 0.0
How much does it bather you? None | o1 I 30.0
A Little 4 36.4 q 0.0
A Lot [} 54.5 1 5040
Table 10C:
Visual Distortion Questionnaire Results — Trouble with Flat Surfaces Appearing Curved
PreQp Final Visit
2) For subjects who had trouble with fat surfaces (N=1) N=1)
(like floors) appearing curved in the last 4 weeks: it Yo ! Y
Do you notice this only when you wear your No 2 100 Ll [1X)]
glasses? Yes i 0.0 1 100
How cfien have you noticed this? Rarely 0 0.0 0 Qg
Sometimes 0 0.0 0 0.0
Frequently 1 500 1 1040,
All the time 1 50.0 0 0.0
How much does it bother you? None )] a0 0 0.0
A Litile 0 00 0 0.0
A Lot 2 100 | 100
Table 10D
Visual Distortion Questionnaire Results - Trouble with Straight Lines Appearing Tilted
PreOp Final Visit’
3} For subjects who had trouble with straight lines {like door or (ri=4) (N=4)
window frames) appearing tilted in the lnst 4 weeks: t % 1 Ya
Do you notice this only when yau wear your Mo 3 1540 Q 0.0
glasses? Yes | 250 0 4.0
Haw often have you noticed this? Rarely 0 0.0 0 0.0
Sometimes 2 500 0 0.0
Frequently 0 0.0 0 4.0
All the time 2 50.0 0 0.0
How much does it bother you? None 0 0.0 0 0.8
A Little 1 25.0 0 0.8
A Lot k] 75,0 0 0.4

AcrySof® TORIC HIGH CYLINDER POWER INTRAOCULAR LENS ADVERSE EVENTS

During the study, 1 of 15 subjects underwent a secondary surgical intervention in the first eye to resolve residual refractive eylinder due to an error in preoperative
keratometry. One week postoperatively, the IOL was repositioned. At six months postaperatively the subject was satisfied with uncorrected distance vision and did not
cxperience any spatial distartion after 1L repositioning. No other serious adverse events were reported in the study.

OVERYIEW OF AcrySof® SINGLE-PIECE STUDIES

AcrySof® NATURAL SINGLE-PIECE 10L CLENICAL STUDY

A clinical study was conducted on patients receiving the AcrySof® Natural Single Piece IOL as compared 1o Hie AcrySof® UV Single Piece IOL. The resulis
achieved by the patients successfully followed for a minimum of one year postoperatively provided reasonable assurance of safety and effectiveness for the visual
carrection of aphakia. For information pertaining to the results abtained én this clinical study, please reference the corresponding Physicians Labeling or that provided
with other AcrySof® Natural menafocal [OLs.

AcrySof® NATURAL SINGLE-PIECE IOL COLOR PERCEPTION

Color perception testing using the Farnsworth D-15 Panel Test was conducted at the 120 to 180 day postoperative period. Of the 109 subjects with normal color
vision implanted with the AcrySof® Natural IOL in the first operative eye and examined at the 20-180 day postoperative visit, 107 (98.2%) passed the calor
perception test. Of the 102 subjects with normal color vision implanted with a AcrySef® UV 10L in the fist operative eye and examined at the 120-180 day
postaperative visit, 97 (35.1%) passed the color perception test. There were no statistically significant differences between AcrySof® Natural [OL and AcrySof® UV
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IOL for the percent of subjects that passed the calor perception test at the 120 to 180 day postaperalive visil. Therefore, the addition of the praprielary chromophore
does not negatively affect calor vision in patients with normal color vision.

AcrySof® IQ LENS CLINICAL STUDY

Consistent with the design of similar previously conducted 0L studies, adult subjects in good general ocular health (e.g. no prior ceular surgery, degencrative
visual disorder which would significantly impact visual acuity, or severe acute or chronic condition that may tncrease palient risk) having bilateral cataracts were
enrolled in a controlled, randomized, double-masked, multi-center, contralaterat implant clinical investigalion of the AcrySof® IQ lens versus a spherical control lens.
Ocular spherical aberrations were statistically significantly less with the AcrySof® 1Q lens than the control lens. Contrast sensitivity results demonstrated a
statistically significant postoperative (at 3 months) improvement in favar of AcrySof® IQ) implanted eyes. Eyes implanted with the AcrySof® 1Q lens also
expericnced slatistically and clinically significant improvements in a functional vision measwrement, simulated night driving, under several conditions tested -
espeially glare and fog. These resulls reflect that the AcrySef® [Q IGL {an aspheric optic on a malerial platform cantaining a blue-light filtering chromophore)
provides beneficial clinical performance as compared to the monnfocal AcrySoff [OL (without an aspheric optic and blue-light filtering chromophiore).

AcrySof® 1Q LENS — SPHERICAL AND TOTAL HIGHER ORDER ABERRATIONS

The mean ocular spherical aberration of the AcrySof® IQ eyes was approximately 0.1 micrometers. Figure 11 represents the slatistically significant reduction in
spherical and total higher order aberrations observed in favor of the AcrySof® [Q lens. Figure 12 provides the mean spherical aberration measurements of all eyes
with wavelronl aberrometer measurements by lens and age group. As depicted in this chart, the reduction in spherical aberration of the AcrySof® LQ eyes was
independent of age.

Figure 11
Spherical and Total Higher Order RMS
90-120 Days after 2* Eye Implan
BElACrySofiQ IOL (N=73) @ Controf (N=73)
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Figure 12 .
Mean Spherical Aberration Overall and by Age Group
90-120 Days after 2™ Eye Implant
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AcrySof® 1Q LENS - DISTANCE VISUAL ACUITY

The AcrySof® [Q lens and the control lens provided clinically similar postoperative visual acuity. Monocular visual acuity results are presented in Fipures 13 and

14,

Figure 13
LogMAR BCVA
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Figure 14
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AcrySoi® 1} LENS - CONTRAST SENSITIVITY

The primary objestive of the clinical investigation was to demonstrate superiority of the AcrySef®@ Q) lens over the control lens via mean contrast sensitivity
measured postoperatively under mesopic conditions with ar without glare at either of two spatiat frequencies {3 ar 6 cycles per degree) using the Vector Vision CSV-
1000 {with chart iuminance of 3 ¢d/m2). In a subser of patients, the Functional Acuily Contrast Test (FACT) was also performed {with chart luminance of 3 cd/m2).
[n this clinical investigation, superiority of the AcrySof® [Q lens aver the control lens under mesopic conditions was demonstrated at & cycles per degree bath with
and withqut glare (CSV-1000) and at 3 and 6 cyeles per degree without glare (FACT). Figures 15 and 16 depict the mesopic contrast sensitivity resulls at all spatial
frequencies tested for both the AcrySof® I lens and contral lens. .

Figure 15
Mesepic Confrast Sensitivity (CSV-1000)
90-120 Days after 2™ Eye Implant

AcrySof® (Q 1OL (N=75) B Control {N=75)
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. 'Figure 16
Mesopic Contrast Sensitivity (FACT) Substudy
Minimum of %0 dnys after 2! Eye Implant
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AciySof® IQ) LENS — NIGHT DRIVING SIMULATION )
A subset of patients underwent testing in a validated night driving simulator. Patients were tested monocularly under conditions which simulate city and rural
settings under normal, glare and fog conditions. '

The nighttime cily driving scene employs a variety of street lights, car lights, store lights and signs to recreate the high level of ambient lighting typical under these
conditions. The nighttime rural driving scene uses 8 minimai amount of ambient lighting, Simulated driving speeds of approximately 35 mph and 55 mph were used
for the city and rural scenes, respectively.

Patients were asked to detect and identify a series of largets in each scene, including white-preen highway information signs, black-yellow. warning signs and
pedestrizns. Patients were asked to tespond when they saw the first target, allowing a detection distance to be recorded. Patients were then asked to respond when
they could distinguish the target (e.g., what the sign says, which dircetion the pedestrian was walking, ete.) so that an identification distance could be recarded.

Figures |7 through 20 present the average differences between the AcrySof® [Q lens and control lens in <ity and rural driving scenes for both detection and
identification distances (e.g., the mean of the inra-individual differences).

The AcrySof® [Q lens performed functionally better than the conteol in 34 of the 36 conditions tested, reflecting improvement in both detection and identification
distances in both city and rural driving scenes under the various driving conditions tested (normal, glare, fog). Furthermore, the AcrySof® 1Q lens perfarmed
statistically significantly better than the cantrol in 12 of these conditions, with the most significant impact and preatest advantape observed in deteclion and
identification of city pedestrians (under glare and fog conditions) and rural warning signs {under giare and fog conditions). Under reduced visibility conditions (glare,

7
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fag) in the city scene, the increased visibility distance at 35 mph provides the ‘AcrySof® 1Q lens greater than 0.5 second additional time to respond te a pedestrian
target, @ hazard more commonly encauntered in city settings. This 0.5 second increase is functionally significant in allowing for greater time to take appropriate
actions such as stopping, avoidance, etc. (Green, 2000; McBride and Matson, 2004). Under all conditions in the rural scene, the increased wvisibility distance at 55
mph provides the AcrySof® 10 lens more than 1 second additional time to identify wamning signs, a situation frequently encountered in rural areas. A 0.5 second
increase is functionally significant in aliowing for greater lime to take apprapriate action while driving, which becomes critical at night in unfamitiar rural areas where
ambient lighting is often absent. There were 6 patients in the substudy who postoperatively experienced macular degeneration or PCO. When these palients were
removed from the driving analysis, the difference between IOLs for detection and identification of pedestrian targets under glare conditions in the city location fell
short of the 0.5-second lhreshold for clinical relevance. When the original analyses were adjusted for multiplicity, the difference between 10Ls was no longer
statistically significant for city detection of text under glare {Hommel's p-value = 0.0539} or for rural detection of pedestrian under glare (Hommel's p-value=0.0507),

These results demonstrate improved functional vision and likely meaningful safety benefits fo elderly drivers with the AcrySof® 1} tens and to other drivers and
pedestrians with whom they share the road. The results of this test demonstrate thal the AcrySof® 1Q lens improves functional vision, which in furn may improve
patien! safety for other life sizuations under low visibility conditions.

Figure 17
Night Driving Simulator
Mean Intra-individual Differences in Detection Sight Distances, City
Minimum of 90 days Postoperatively
AcrySof® 1Q [OL -Control (n=44)
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Distances for both lens groups were nomalized
+ Denotes statistical significance (p<0.05) in favar of AcrySof® 1QiOL.

Figure 18
Night Driving Stmulator
Mean Intra-individual Differences in 1dentification Sight Distances, City
Minimum of 30 days Postoperatively
AcrySof® 1Q IOL-Control (n=44)
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Distances for both lens groups were normalized.
*+ Denotes statistical significance (p<0.05) in favor of AcrySof® 10 IOL.
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Figure 19
Night Driving Simulator
Mean Intro-individual Diffcrences in Detection Sight Distances, Rural
Minimum of %0 days Posteperatively
Acry$Sol@ 1Q OL ~Control (n=44}
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Distances for both lens groups were normalized.
+ Denotes stalistical significanca (p<0.05) in favor of AcrySof® 1Q 10L.

Figure 20
Night Driving Simulater
Mean Intra-individual Differences in ldentification Sight Distances, Rural
Minimum of 90 days Postoperatively
AcrySof® [Q IOL -Control (n=44)
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Distancas for both lens groups were normalized.
* Denotes stalistical significance (p<0.05) in favor of AcrySof® 1Q 10L.

HOW SUPPLIED
The AcrySof® IQ Teric 10L. is supplied dry, in a package terminally sterilized with ethylene oxide, and must be opened only under aseptic conditions (See
DIRECTIONS FOR USE).

EXPIRATION DATE
Sterility is guaranteed unless the pouch is damaged or cpened. The expiration date s clearly indicated on the outside of the lens packape. Any lens held after the
expitation date should be returned to Alcon Laboratories, Inc. (See RETURNED GOODS POLICY).

RETURNED GOODS

In the United States, returned lenses will anly be accepted in exchange for other producis, not credit. Al returns must be accompanied by an Alcon Laboratories,
Inc. Returned Goods Number and be shipped via traceable means. A Returned Goods Number is oblained by contacting Alcon's Customer Service Departinent.
Issuance of this number does not constitute final acceptance of the returned products. For detailed policy puidelines including exchange, please contact your Sales or
Customer Service Representative. Owlsidle the United States, cantact local Aleon affices or distributars regarding returned goods policy.
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Symbols Used on Labeling

SYMBOL ENGLISH
10L Intrancular. lens
PC Posterior chamber
PCL Posterior chamber tens
uv Ultraviolel
D Diopter {spherical equivalent)
CYL ’ Cylinder Power
s Body diameter (Qptic diameter)
Br Overall diameter (Overall length}
@ Do not reuse
g or ® Use by (YYYY-MM: year-month)
STERILE[EQ] Sterilized by ethylene oxide
SN or @ Serial Number
.&. Attention: See instructions for use
Batch Code
d Manufacturer

Alcon Laboratories, Enc.
6201 South Freeway
Fort Worth, Texas, USA
76134-2099

U.S. Pat. No's. 5,403,801, 5,470,932, 5,543,504, 5,603,774, and 5,716,403.
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