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Physician Booklet
HUMANITARIAN DEVICE: Authorized by U.S. Federal Law for use in the treatment of
myopia and astigmatism associated with keratoconus. The effectiveness of this device for
this use has not been demonstrated.

RESTRICTII) DEVICE: US Federal Law restricts this device to sale. distribution and use oyor on
the older of a pl ysician
'Thlis document proides information concerning the intended use of INTACS prescrption inserts Fai
additional infbrination, reler to the INTACS Surgeon Training Manual for ireatmneit of Keratoconus.
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General Warnings
*

RESTRICTED DEVICE: U.S. Federal Law restricts this device to sale, distribution and
use by or on the order of a physician.

*

HUMANITARIAN DEVICE: Authorized by U.S. Federal La w for use in the treatment of
myopia and astigmatism associated with keratoconus. The effectiveness of this device
for this use has not been demonstrated.

*

Specific training is required before a physician is qualified to perform the ][NTACS
inserts procedure for treatment of keratoconus. Physicians must successfully complete an
Addition Technology approved training program, read and understand this booklet, and
the JINTACS® Surgeon Training Manual for Keratoconus, prior to performing the
procedure.

*

Performance of the INTACS inserts procedure, other than as specified in this booklet and
the IINTACS Surgeon Training Manual for Keratoconus, may result in an undesirable
outcome.

*

All patients must be given the opportunity to read and understand the Patient tnformation
Booklet, entitled "Facts You Need to Know About INTACS®t Prescription Inserts for
Treatment of Nearsightedness and Astigmatism Associated with IKeratoconus," and to
have you answer all their questions to their satisfaction before giving consent for thle
INTACS lprocedure.
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Device Description
INTACS®O prescription inserts are an ophthalmic medical device designed for the reduction or
elimination of myopia and astigmatism in patients with keratoconus (KC) so that their
functional vision may be restored and the need for a comeal transplant procedure can
potentially be deferred. When placed in the corneal stroma, outside of the patient's central
optical zone, the product reduces the cone by flattening the cornea and for non-central
keratoconus, repositions the cone centrally. IINTACS prescription inserts are designed to be
placed in the periphery of the cornea, at approximately two-thirds depth, and are surgically
inserted through a small radial incision in the corneal stromna. The placement of the incision

will be typically

temporal,

however may vary depending on the astigmatic axis and the

amount of keratoconus present in the specific eye to be treated. The INTACS inserts are to
be placed equidistant on each side of the incision. The INTACS product has been designed to
allow removal or replacement, if desired.
INTACS prescription inserts are composed of two clear segments, each having an arc length
of 1500 (see diagram below). They are manufactured from polymethylmethacrylate
(PMMA) and are available in 3 thicknesses: 0.250 mm, 0.300 mm and 0.350 mm. In order to
reduce the myopia and the irregular astigmatism induced by keratoconus, two INTACS
inserts ranging fromt 0.250 mm to 0.350 mm may be implanted depending on the orientation
of the Cone and the amount of myopia and astigmatism to be reduced. The product is
designed with a fixed outer diameter and width. INTACS inserts have a positioning hole
located in the su )erior end of each segment to aid in surgical manipulation.

Positioring Holes

Tl~icison, Tenmpor~

Di agrain of INTACS prescnptian inserts
IL.

Treat went Nomogram

The INTA CS pies ript

ion iiserts tecatmeiic t nao 1 eraizns otakceiat aon is aire based anl the as e
of the 0.250 mii, O.3CC mm, and 0.350 mm thickness INTIACS inserts in physicianspaONsaied studies. BecuIse each keratacanic patieints eves anld disease State are unliqueC,
determination of the( specific INTACS lprodClt plaieemiit andc the thicknessd of the INI'FACS
inserts to be implanted will vary orom patient to patient [hec determinitation of which
thicknessecs of INTlACS inserts to implant is dependenclt upon a 111iiiIber ol variables; thie mast
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significant being the patient's preoperative manifest refraction spherical equivalent and the
degree of asymmetric astigmatism.
* The surgical technique for keratoconus is similar to the standard 1NTACS technique used
for low myopia, except that the location of the incision is often placed temporally.
* Pachymetry is to be measured during surgery at the peripheral location of the entry
incision. The incision depth should be at 68% of the comeal thickness measured at the
peripheral location of the entry incision.
* The entry incision is placed in the same meridian as the axis of the positive cylinder in
the manifest refraction, unless the meridian of topographic astigmatism is 900 away from
the positive axis. In these rare cases, the incision is to be placed in the axis of
topographic astigmatism (900 away from the refractive axis.)
- Note: Subjects may be allowed to manually adjust the axis of cylinder at the
Phoropter to achieve the clearest subjective image. This technique may work better
than the Jackson cross-cylinder technique for subjects with irregular astigmatism.
* The nomogram for selecting INTACS segment thickness is to be based on the patient's
manifest refraction spherical equivalent as follows:
- For spherical equivalent <-3.00 diopters (D), a combination of a 0.250 mm segment
placed superiorly and 0.300 mm segment placed inferiorly is to be used (0.250
amm/0.300 mm);
For spherical equivalent >-3.00 D, a combination of a 0.250 mm segment placed
superiorly and a 0.350 mm segment placed inferiorly is to be used (0.250 mm/0.350
mm).
- The rationale for this nomogram is that thicker segments will induce greater local
flattening immediately central to the segment itself.
The product configuration recommended for the treatment of keratoconus is one thinner
INTACS insert placed superiorly and one thicker INTACS insert placed inferiorly, with
temporal incision placelnent (9:00 for OD and 3:00 for OS). The two representative
configurations are illustrated below:

0.250 mm

0.250 mm

0 300)rin

0.350 min

Preoperative SphericalEquivalent •<-3.00 1)

Preoperative Spherical

Equivalent >-3.00 I)
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Recommended INTACS Inserts Nomogram
Preoperative Spherical
Equivalent •(-3.00 D
0.250 rnu/0.300 mm
(Superior/Inferior placement)

Preoperative Spherical
Equivalent >-3.00 D
0.250 rm/0.350 mm
(Superior/Inferior placement)

III. Surgeon Training Manual
The INTACS Surgeon Training Manual for Keratoconus contains detailed information
regarding the treatment nomogram, the surgical procedure, equipment, medications and
patient management. Please refer to the Surgeon Training Manual for additional information.
IV.

Indication for Use
INTACS® prescription inserts are intended for the reduction or elimination of myopia and
astigmatism in patients with keratoconus, who are no longer able to achieve adequate vision
with their contact lenses or spectacles, so that their functional vision may be restored and the
need for a corneal transplant procedure can potentially be deferred.
The specific subset of keratoconus patients proposed to be treated with INTACS prescription
inserts are those patients:
* who have experienced a progressive deterioration in their vision, such that they call
no longer achieve adequate functional vision oil a daily basis with their contact lenses
or spectacles;
- who are 21 years of age or older;
* who have clear central corneas;
* who have a corneal thickness of 450 microns or greater at the proposed incision site;
and
* who have corneal transplantation as the only remaining option to improve their
functional vision.

V.

Contraindications for Use
INTACS prescription inserts for keratoconus are contraindicated:
* in patients who have abnormally thin corneas or \vho have a corneal thickness of 449
microns or less at tihe proposed incision site;
* in patients with collagen vascular, autoilmnr-e or immunodeficiency diseases;
*

in pregnanl or nursing women;

*

in the presence of ocular conditions, Such as recurrent corneal erosion syndrome or
conial dystroiph[y, that may predispose the patient to IutuIc cornmplications; or
in patients who arc taking one or mote of the following medications: isolictiiloifl
(Accutanic); amiodatone livdrochlootice (Cordarone 2

jAccutlanc(.) is a iccistcicd trademark ofI IlofIimm I aRoeclc Intc
(,oldaron< is a iegisteim d Itaddemark ol Saroti
Paoo 4
I.I112O .07/2O01t)
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VI. XWarnings

VII.

*

Some patients with large dilated pupil diameters (Ž:7.0 mm) are predisposed to low
light visual symptoms postoperatively and should be appropriately advised.

*

The long-term effect of INTACS prescription inserts on endlothelial cell density has
not been established. Central endothelial cell density loss for myopic eyes implanted
with INTACS inserts was 1.4% ± 4.2% (n=6l) during the first postoperative year,
1.8% ± 3.8 %7 (n=62) during the second postoperative year and 1.8% ± 4.3% (n=63)
during the third postoperative year. Additional long-term data are being collected in
the U.S. myopia clinical trials.

*

Under mesopic conditions, patients may experience some loss in contrast sensitivity
at low spatial frequencies (1.5 cycles per degree).

Precautions
Use of the Vacuum Centering Guide subjects the eye to increased intraocular

*

pressure. Continuous application of vacuum should be limited to 3 minutes or
less and to no more than 750 nillar. If it is necessary to reapply the Vacuum
Centering Guide, wait 5 minutes to allow normal vascular perfusion of the cyc to
occur before re-establishing suction.
Patients who received 0.350 mm INTACS prescription inserts for the treatment of
myopia experienced a reduced outcome as compared to patients who received other
INTACS inserts thicknesses during the U.S. myopia trial. Additionally, there was an
increased removal rate for the 0.350 mm patients due to dissatisfaction with their

*

outcomes.

*

INTACS prescription inserts are niot recommended in patients with systemic diseases
likely to affect wound healing, such as insulin-dependent diabetes or severe atopic
disease.

*

It is recommended that thre corneal thickness at the 6 mm to 9 mm optical zone be at
least 350 microns to allow for anr adequate amount of corneal tissue above the
INTACS inserts.

*

INTACS prescription inserts are not recommended in patients with a history of
ophthalmic IHerIpes simiplex or hlerpces Zoster.

*

INTACS 1)reseriptioIn inserts are niot recommended in patients who are taking
su matri ptan (Imitrex) for migraine headaches.

*

A temnporary decrease in central cornecal sensation has been noted inl some Patients.
No clinical consequences were demronstrated inl the UJ.S. myopia clinical trials.
-

*

cd10S or- a coarne al
Thie safety, and effectiv\'Cness of altoInat ivye re fraC \'IIN pr
trans p1ant i-aced tre fall owuinc tli reni-coval a f INTIAC S pfect5?]p Uio0 in sorts havc no(t
been 51t)!li shed.
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*

The safety and effectiveness of alternative refractive procedures or a corneal
transplant procedure following the removal of INTACS prescription inserts have not
been established.

*

INTACS prescription inserts are intended for single use only; do not reuse or
resterilize. In the event that different thicknesses of INTACS prescription inserts are
used during a procedure, please return the unused segments to Addition Technology.

*

The safety of LRL'ACS prescription inserts for keratoconus have NOT been
established:
in patients with progressive myopia or astigmatism, nuclear sclerosis or other
crystalline lens opacity, corneal abnormality, or previous corneal surgery or
traumia;
-

for patients under 21 years of age;

-

for corneas with a central thickness less than 480 microns, or peripheral
thickness less than 570 microns-, or

-

in long-termn use.

PInc
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Clinical Findings/Adverse Events
There were no significant operative Or postoperative clinical findings observed during the
European keratoconus clinical study or noted from published peer-reviewed articles where
INTACS inserts were used in the treatment of keratoconus. The European keratoconus study
was conducted to support CE marking of the [NTACS prescription inserts for the treatment
of keratoconus. Ocular observations at all postoperative exams for the European keratoconus
study were minor and were not considered to be clinically significant by the investigators.
There were no reports of any safety-related findings including ocular infection, extrusion of
the implant or stromal thinning over the implant at any postoperative exam. The most
commonly reported. postoperative observations were intrastromal deposits on or near the
INTACS inserts and haze in the incision area. The peer-reviewed literature on the use of
INTACS inserts for keratoconus indicates similar clinical findings of: larnellar channel
deposits, incisional haze, visual symptoms, superficial placement, non-infectious lamellar
keratitis, neovascularization and conjunctival injection/foreign body sensation associated
with a patient having- gotten sand in his eye. There do not appear to be any new clinical
findings associated with INTACS inserts used to treat patients with keratoconus. The
observations reported for INTACS inserts for keratoconus are similar to those reported for
the myopia indication.
A summary of the adverse events that were reported for the INTACS inserts myopia
indication is provided in this section for information only. Adverse events reported during
the clinical trials for myopia have been rare and were primarily associated with the surgical
technique. Reported adverse events include infiltrative keratitis and a small perforation of
the anterior chamnber related to an incorrect knife setting. Other reported clinical findings
include: corneal staining, epithelial cysts, induced astigmatism, a temporary reduction in
central corneal sensation, elevated LOP, eprithelial plug formation, neovascularization

(pannus),

Conjunctival

discharge, incision gape, aqueous flare, corneal infiltrate, anterior

uveitis/iritis and strormal haze. The most prevalent ocular observations during the myopia
clinical trials were Ilamellar tunnel haze, conjunctival injection and lamellar tunnel deposits.
Patients undergoing the INTACS procedure, for both the keratoconus and myopia
indications, have reported certain visual side effects. The most prevalent of these side effects
include: glare, halos, fluctuating- vision, double images, difficulty with inight vision and
decreased quality of vision. The clinical results for both keratoconus and myopia indicate
that the incidence of these visual side effects tends to decrease Over time, unless thle patientl
has a large pupil (>,7.0 imm in diameter-), \vh icl may' preclispose the p~atient to havi ng Visual
symptoms.

IX

-

Patient Instructions and ldentification Card
patient Instructions
*If patients wear Contact lenIses, thley should he instructed to stop wearngo themn 2-3 weeks

before their preoperative examinlation in aider to obtainl an aIccurate refra~ctionl.
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*

If patients wear eye makeup, they should be instructed to stop 2-3 days before the
INTACS procedure and to avoid using eye makeup for the first 7 days after the procedure
to reduce the risk of infection.

*

Patients should be instructed on the importance of using all medications as directed.

*

Patients should be instructed to use the nighttime eye shield as directed to avoid injuring
their surgery eye during sleep.

·

Patients should be instructed to not rub their surgery eye for the first six months after the
procedure. This is important to promote proper healing of the incision.

*

Patients should be instructed to avoid getting tap water in their surgery eye for the first
few weeks following the procedure.

*

Patients should be advised to avoid swimming in pools for the first week after the
procedure. Lake and ocean swimming should be avoided for the first month. Protective
goggles should be worn at all times when swimming.

*

Patients should be instructed to contact you immediately if they experience any pain,
discomfort, have a sensation that something is in their eye or experience a change in their
vision after the initial postoperative recovery period (typically 7 days).

*

Patients should be instructed to report ally unusual symptoms that could be associated
with prolonged topical steroid use, if applicable.

Identification Card
A Patient Identification Card is enclosed in the INTACS prescription inserts product
package. Please complete this card and provide it to the patient at the time of surgery. Tile
Patient Identification Card is intended as an implant card to be kept in tile patient's wallet.
X.

Medical Device Reporting
Adverse events and/or potentially sight-threatening complications that may reasonably be
regarded as related to INTACS prescription inserts for keratoconus and that were not
previously expected in nature, severity or incidence rate should be reported to Addition
Technology immediately. This information is being requested from all surgeons in order to
document potential long-term effects of placement of INTACS inserts.
Physicians must report these events in order to aid in identifying any emerging or potential
problems with INTACS inserts. Use the following toll-free number when reporting adverse
events or potentially sight-threatening complications rivolving INTACS inserts.
1-877-888-5372

XI.

Conformance to Standards
INTACS p
tescription
inseits have been designed, imanu-factured and distributed in
confoliiancic wih requi renients of the FDA QLual ity System Regulations (QSIP), ISO
9001:1994, ISO 13.185:1996 and the Medical Device Directive (MDD) 93/42/{EEC.

I1O..
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How Sup plied
INTACS prescription inserts for keratoconus are supplied sterile and are nonpyrogenic.
INTACS inserts are: intended for single use only; do not reuse or resterilize. In the event that
one segment from a package is not used, please return this segment to Addition Technology
and do not resterilize or attempt to reuse it. In the event that the packaging for INTACS
inserts is damaged, do not use the product or attempt to resterilize. Contact Addition
Technology regarding any products that are observed to be damaged during shipment.
Properly dispose of all packaging materials and recycle when possible.

XIII.

Symbols and Their Explanations

A!
"Attention, See
Instructions for Use"

XIV.

REFW~EO
'Model
Number or
Catalogue
Number"

"Lot
Number"

"Method of
Sterilization Using
lithylene Oxide"

"Do Not Reuse"

"Use By"

Directions For Use
Refer to Figure 1 for a flow chart of the INTACS surgical procedure for keratoconus. Thle
INTACS Surgeon Training Manual for the Treatment of Keratoconus contains detailed
information reggarding the surgical procedure, recommended equipment, medications and
patient management.

Pt~zo 9
I 31?I>
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Figure 1: INTACS Prescription Inserts Surgical Procedure Flow Chart (10-Step Prolate System)

Instrumients/Materials
* Anesthesia Ring (for use with topical anesthesia)
* Inspection Gauge

PREOP PREP

Povidone-lodine 2.5% and 5% Solution

__________________________I

* Sterile MarkingPen
I1I mm Zone Marker
*

MARK CENTER

Sinskey Hook

__________________

* Sterile Marking Pen
* Procedure Marker

_____I

MARK INCISION AND

PLACEMENT OF INTACS INSERTSj

Calibrated Diamond Knife with 15 angled blade

(or rectangular blade of Imm or less)

MAKE______

* Pocketing Hook

CREATE POCKES
_________

AT_____INCISION

____________

* Symmetric Glide
EVALUATE POCKETS

* Anesthesia Ring (Remove prIior t(. placingl VCG)
* Topical Anesthetic

~

POSITION
VCG____

Vacuum Centering Guide (VCG)
* Symmetric Glide
Corneal
Conaeparator. C/((W

5

c

* V\aCLU m1Centering Guide (\'6~)

(CWICCW)

~~~~CREATE INTRASTROMAL
TUNNELS

__________________

* INTACS Forcepsr
* Sinskcy I ook
INTACS Inserts Cai

PLACE INTACS INSERTS
rci

_________

__________

* (J)1litl1l1niC SWUIrC
(II1-0 or 100 1~I1-0 tccoiiiruciidcd)

II31 .).7-

0/

j

INCISION CLOSURE

I
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Key Points

* Iodine preparation of eye
* Avoid excessive manipulation or irritation of the
conjunctiva
* Use lint-free drapes & talc-free gloves
* Mark the geometric center of the cornea
* Reference off the geometric center mark
* Incision mark is placed at 9:00 (OD) and 3:00
(OS)
* Verify that the placement marks are at least
I mm fromt the limbus
* Cut entire length of incision mark
* Remove loose epithelium from incision area
* Irrigate incision area
* From the base of the incision, create a corneal
pocket onl each side of the incision using the
Pocketing Hook
* ockets should be at the same depth across the
full width of incision, within the same strornal
lplane and slightly longer than the Symmtetric
Glide

Physician Booklet
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Warnings/Precautions
*
*

*
*

*
*

*

Completely isolate eyelashes

Avoid overtightening the lid speculum
Frequently iffrigate the cornea with balanced saline
solution during the operative procedure
Chemosis may result if local anesthesia used
Avoid contacting the INTACS inserts & instruments
with the lids, lid margins, lashes & lacrimal fluid
Visually inspect instruments prior to use
Inspect Corneal Separators with Inspection Gauge
Pilocarpine to constrict pupil is not recommended
Set diamond knife to 68% of pachometry reading at
the incision site
Verify diamond knife setting
Stay 1 min away from the limbus
Create pockets at the full depth of the incision to
avoid shallow implant depth

* Estimate pocket depth
* Create deeper pockets, if necessary
* Locate \VCG & Priocedure Marker on center
mark
* Apply vacuum at 400-500 ml~ar
* Confirm proper placement
* Increase vacuum to 600-667 mn~ar

Position vacuum port temporally

* Insert Symmetric Glide into the first pocket
* Rotate Corneal Separator blade tip under
Symmetric Glide
* Rotate Corneal Separator to create tunnel
* Create intrastromral tunnel on the second side
* Release vacuum, remove VCG

Stop creating the tunnel if excessive resistance or
"tissue wave" is encountered, consider creating a
deeper pocket and tunnel
Stop the procedure in the event of a posterior
chamber perforation or anterior corneal surface

* Irrigate incision area
* Inser t one INTACS insert into each intrastroinal
tunnel with the positioning, hole adjacent To the

Avoid contact of INTACS inserts with iodine and/or
eplithelial Sur face

Limit continuous VCG time to 3 minutes or less and
applied vacuum to 750 mnBar

perforation

IInCisiton[

* One INTACS insert is placed interiorly and the

other is placed superiorly
* Align the outer ede!e of echil Insert tinde the
appropriate placmeni mark

* Appioxiniate iuisisn edgecs to ensure proper
hecairw
Place one or Two intlerrupted Sutures. evenfly
spaced. Smutur depth shoul be to the level of
the si oiinlIptkckt
* Suture knots Should he huried
32(I5'O.
072/i

Avoid epithelial imnrowth into storoia
Isncs on across The sJIcTS
urSshould be evenlyI applied
Avoid overtightnenirng sutures
Incision edgeCs muLst be app)1osed at flild Of pt-OCedlAII,
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Return Goods Policy
For information on returning any damaged product, contact your local representative or call
Addition Technology at 1-877-888-5372 forreturn authorization and full policy information.
All products returned to Addition Technology must be accompanied by a Return Goods
Authorization Number.
CAUTION: U.S. law restricts this device to sale by or on the order of a physician.
The device, the surgical instruments and the method of use may be protected by one or more
U.S. Patent Numbers: U.S. 5,824,086, U.S. 5,403,355, U.S. 5,843,105, U.S. 5,846,256 and
6,447,528.
WARRANTY AND LIMITATION OF LIABILITY
Addition Technology warrants that the product when delivered is free from defect in materials and
workmanship and conforms to the manufacturer's then-current version of its published specifications. This
warranty applies for the period of time up to and including the expiration date for the product. At its option,
Addition Technology will repair, replace or provide a refund for any product manufactured by it and found to
be defective, so long as the product is returned to Addition Technology according to the return goods policy.
Addition Technology shall not be liable for any incidental or consequential loss, damage or expense, directly or
indirectly arising from the use of, or inability to use, its product.

THE FOREGOING WARRANTY IS IN LIEU OF ANDJ EXCLU1JES ALL OTHER
WARRANTIES, WHETHER EXPRESS OR IMPLIED, ARISING BY OPERATION OF
LAW OR OTHIERWISE, INCLUDMNG ANY IMPLIED WARRANTIES OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE.
Addition Technology neither assumes, nor authorizes any person to assurne for it, any other additional liability
or responsibility with respect to this product other than as set forth in writinog herein.

~
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ADDITION' TECHINOLOGY_~
Addition Technology, Inc.
155 Moffett Park Drive, Suite B- I
Sunnyvale, CA 94089-1330
USA
Telephone:
1-408-541-2700
Fax:
1-408-541-1411
Toll-Free:
1-8'77-888-5372 (Clinical Hotline)
www.getintacs.com

About Addition Technology, Inc.
Addition Technology, a vision care company, was founded in 2001. Addition Technology
purchased the INTACS technology, which is a new approach to treating vision problems.

The INTACS technology is an additive platform that

Surgically

reshapes the cornea by

adding materials rather than cutting or permanently removing tissue like other refractive
surgery techniques. Addition Technology is also developing potential applications of
INTACS prescription inserts for the treatment of hyperopia and astigmatism. It is estimated
that over 50% of the world's population experience vision problems.
Located in Sunnyvale, California, Addition Technology works closely with a worldwide
team of ophithalmnic surgeons and scientists who are leaders in the fields of keratdconus and
vision correction.

INTACS, the INTACS and Addition Technrology

logos, and wwwv.getnascmreegtrdtaemkso

trademarks of Addition Technology, Inc.. inl the U.S. and foreign countries. 02004 Addition Technology, Inc.
All rights reserved.
No part of this pubilicat ioni may be reproduced or transmitted in any form or by ainy mueans, electronic Or
mechanical, including. photocopying, recording or any informiation storalge and retrieval system.i withuat
perraslonISIn witin
W f1111[rom Addition Techlnology,. Inc

ADDITION TECHNOLOGY

intacs®
Facts You Need to Know About
INTACS' Prescription Inserts for Treatment
of Nearsightedness and Astigmatism Associated
with Keratoconus

Patient Booklet
HUMANITARIAN DEVICE: Authorized by U.S. Federal law for use in the treatment of
nearsighitedniess and astigmuatismu associated \vith keratoconus. The effectiveness of this
device for this use has not been demnonstrated.

Please read this entire, booklet. DISCUSS its conltenlts with VOLir doeCtors thal~t Voti
have all of yourJ qpiestions an swei-ed to Your Satisfaction. ASK any qCII eSt ions YOU
iiav have be Iore you aI8gice to the I NTACS P onijdre.

.3(
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GLOSSARY
This section contains definitions of terms used in this information booklet. Please discuss
with your doctor any questions you may have about these terms.
Antibiotic Medication: a drug used to treat or prevent infection.
Anti-inflammatory Medication: a drug that reduces redness and swelling associated with
inflammation. May be a corticosteroid, or a nonsteroidal anti-inflammatory drug.
Astigmatism: a condition resulting in an uneven shape of the cornea. Light rays are focused
at multiple points and at differing distances from the retina due to the uneven corneal shape.
The multiple focal points result in blurred distance and/or near vision.
Cataract: an opacity or clouding of thre lens inside the eye that can cause a loss of vision.
Collagen Vascular Disease: a condition that mnay result in inflammation or swelling of parts
of the body, such as muscles, joints, and blood vessels. Examples of this type of disease are
ILupus

andfrheumatoid arthritis.

Contraindications: any special condition that results in the proposed treatment not being
recommended.
Cornea: the clear front surface of' thle eye. Refractive surgery procedures reshape or flatten
this surface to correct vision.
Corneal Epithelium: thle top layer of the cornea that may become disrupted during refractive
suruery. Thie epithelium typically heals after a few days.
Cortical Haze: a cloudiness of the cornea that may occur after a refractive procedure.
Cortical Ulcer: an infection of the cornea thlat may result in a loss of vision.
IDioptcr (I)): a unit used to mea0~sure_
hvileto pia. or- astigmiatisminitan eye.

the amoun111t Of rercILItive error j)iCesent fromt mIyop)ia,

Inl the eye. This condition
Glaucoma: a con1dition LisuallIy associated with high pre nC.SS
resulIts inIdanneeo Io thle nerIve ait the hack Of Wie evc iecanpossible loss of \'i sion.

Hlons: ci reula Hatfaes or tine-s of Ii.-ht that may lpiai2 tomnd
nU
ohicctP~aee ii
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Herpes Simplex: a type of infection caused by a virus that can recur. This virus typically
causes cold sores and/or vesicles to appear on the face or other parts of the body.
Herpes Zoster: a type of infection caused by a virus that can recur. Vesicles typically appear
on only one side of the body.
Hyperopia: the cornea and lens focus light rays from near objects beyond the retina, causing
images of near objects to appear blurry. Farsightedness is another term for hyperopia.
Immunodeficiency Disease: a condition that alters the body's ability to heal. An example is
AIDS.
Intraocular Pressure (TOP): fluid pressure inside the eye.
pressure inside the eye with a tonometer.

Your doctor measures the

Keratoconus: a condition that results in a progressive thinning of the cornea. As the cornea
continues to thin, it typically becomes shaped like a cone, which distorts vision.
Lens: a structure inside the eye that helps to focus light onto the back of the eye.
Myopia: the cornea and lens focus light rays from distant objects in front of the retina,
causing images of distant objects to appear blurry. Nearsightedness is another term for
myopia.
Ocular Hypertension: an increase in the pressure inside the eye.
Refractive Error: parallel light rays are not brought to a sharp focus precisely on the retina,
producing a blurred image. Examples of refractive errors are myopia (nearsightedness),
astigmatism, or hyperopia (farsightedness).
Retina: the back surface of the eye. The retina takes focused light and transfers the image to
the brain.

lIagi0e
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HUMANITARIAN DEVICE: Authorized by U.S. Federal law for use in the treatment
of nearsightedness and astigmatism associated with keratoconus. The effectiveness of
this device for this use has not been demonstrated.

Introduction

A.

Do you have keratoconus, also known as "KC," and are you no longer able to achieve
adequate vision with your contact lenses or glasses? Are your contact lenses so
uncomfortable that you are unable to wear them for as long as you would like to?
Have you been told by your doctor that the only remaining option to restore your
vision is for you to undergo a corneal transplant procedure? The information in this
booklet is provided to help you decide whether or not you want to undergo a
procedure iLo improve your nearsightedness and astigmatism with INTACS®
prescniption inserts.
fENTACS prescription inserts may provide an
alternative to restore your vision and to
possibly defer the need for a corneal
transplant procedure. INTACS prescription
inserts work by reshaping your cornea to a
more normal shape. The goal, in most cases,
for the INTACS procedure is to allow you to
be successfully fitted with contact lenses or
glasses again so that your vision can be
restored.
INTACS prescription inserts

INTACS prescription inserts are tiny plastic segments that are placed in your cornea
(the clear front surface of your eye). They work by reshaping your cornea and thereby
correcting its refraction (optical power) and may allow you to be comfortably fitted
with contact lenses or glasses again to achieve optimal vision. INTACS prescription
inserts a're the samne product as currently approved by the FDA for the reduction or
elimination of mild myvopia (nearsightedness).
Your doctor will place the INTACS prescription inserts
outpatient surgical procedure. The procedure for placing
involvye the cuttin , or removal of tissue flrom the cornea
pa it of the cornea that is maost i m paitant far yo ur v'is ion
decide what is the be st treatminet Ifor you.
-
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INTACS inserts does not
s central optical zone-the
Your doc tar can he Ip you
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How the Eye Functions

In order to

understand

how

Natural Lens

INTACS prescription inserts will

reshape your cornea and help toRein
correct your nearsightedness and
astigmatism, it is important to
understand how the eye functions.

I

The cornea of the eye is composed

optica

Cre

ou
tightn

tissue and is
\
comparable in size to a contact
lens. The cornea functions as a
window through which light rays
travel to the retina. The retina
sends the "picture" of the viewed
Normal Eye
object to the brain where the
object is then "seen." In the normnal eye with perfect vision, the light rays enter the
eye and are focused precisely on the retina. In this situation, a clear image is sent to
the brain.

of

transparent

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

What is Keratoconus?
Keratoconus, pronounced as
(KEHR-a-toh-kohn-nus), is a
vision disorder that occurs when
the normally round domieshaped cornea progressively)
thins causing a cone-lik-e bulge
to develop.
Examples of a
Iloflial-shaped
eye
and
a
N
or,nlKEIV)~
domned-shaped keratoconius eye
are shown he ie. Since the cornea is responsible for refracting most of the Iight
coming hin t the eye, abnormnalities of t he comnea canl create anl as soc iatied iccdhLtid IonIn
VIS LIal acunit y. Thie ali no rm :l shape of tI e. heratoc on i c Coriica preventus I ic Iihth
enterinlg the evye from being- proper ly foeused onl the retina f-or sh arp, clear vision. Th'e
I)LI1I1gi ng
"co ne-s hape'' plot rusi on is caused by the normal l)IC55r
LICof thle eye
ruIshing1 OLIt on thle thin ned ai-c as Of thle coin a. T he c halnCIles finte coIInJ'
(±3
at LIal
domecd shape often lead to sioznilicantL distortion and a redLIetiOnl Ill Vision sharpneSss

P

3c2

Patient Booklet
INTACS Prescription Inscrts-KC

Addition Technology, Inc.

(visual acuity). This impairment in vision can severely affect a keratoconus patient's
life by making even simple daily tasks, such as driving, watching television or reading
a book, difficult to perform. The actual cause of keratoconus is not yet known, but
there have been studies that suggest a genetic link to the disease. The disease
typically affects both eyes, but they may not be affected at the same rate.
In the ear'ly stages of the disease, keratoconus causes slight blurring and distortion of
vision along with an increased sensitivity to glare and light. These symptoms usually
first appear during one's teen years to early twenties. Keratoconus may progress for
another 10-20 years, with the rate of progression typically slowing during one's
forties. As keratoconus progresses, vision often becomes more distorted. Glasses or
soft contact lenses may be used to correct the mild nearsightedness and astigmatism
that is created in the early stages of keratoconus. As the disease progresses and the
cornea continues to thin and change shape, rigid gas permeable (RGP) lenses are often
prescribed because glasses and soft contact lenses are no longer adequate to correct
one's vision. The RGP lenses must be carefully fitted and frequent checkups and lens
changes are often required to continue to achieve good vision. However, over time
the cornea :may become scarred, the contact lenses may no longer be comfortable to
wear on a daily basis, and/or the contact lenses are no longer able to adequately
correct vision. In severe cases of keratoconus, the last resort is to have a corneal
transplant procedure, also known as a penetrating keratoplasty procedure (PKP), due
to the development of cot-neal scarring, comneal thinning or the inability to wear
contact lenses any longer. A corneal transplant procedure involves removing the
patient's cornea and replacing it with healthy corneal tissue from a donor. Most
patients will still need to wear glasses or contact lenses for clear vision following a
conical transplFan.
When R0G1 lenses no longer are effective or have become uncomfortable to wear on a
daily basis, a corneal transplant has been a keratoconus patient's only option to
attempt to restore their visual acuity until now. INTACS inserts may offer an
alternative to restore functional vision and potentially to defer the need for a corneal
transplant proceduir.

II
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D.

What Arc INTACS Prescription Inserts?
INTACS prescription inserts are two small, plastic crescents or arcs. They are
composed of the same material (PMMA) that has been safely used for nearly 50 years
in intraocular lenses used to treat patients with
cataracts (clouding of thle eye's natural lens).
INTACS inserts are designed to remain
permanently in the eye, yet they can also be
removed or replaced, if desired. The INTACS
procedure is typically perforned in an outpatient
setting using drops to numb your eye. The total
procedure for one eye, including preparation
time, is usually completed in less than one hour.

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

III 1)> 0 7/20/04
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What Arc the Benefits of INTACS Prescription Inserts?
INTACS inserts may improve your vision by creating a more regular surface for
Your cornea, which may allow you to be successfully fitted with contact lenses,
glasses or both.
* INTACS inserts may reduce the nearsightedness and astigmatism associated with
your keratoconus.
* INTACS inserts preserve the central part of the cornea which is most important
for your vision.

NAC'S
M
inserts may defer the need for a corneal transplant procedure.
* INTACS inserts can be surgically removed or replaced.
F.

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

Addition Technology, Inc.
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The adverse events and complications observed using INTACS inserts to treat
patients with keratoconus are summarized below. There have been very few surgical
or postoperative complications associated with using INTACS inserts to treat patients
with keratoconus. Three clinical studies, involving a total of 164 keratoconus patient
eyes, have been performed using INTACS inserts. The reported postoperative
complications/adverse events from the three keratoconus studies include: channel
deposits, incision haze, visual symptoms, shallow segment placement, non-infectious
healing response, blood vessels in the cornea and redness/discomfort due to a patient
getting sand in his eye (not related to TNTACS inserts).
INTACS inserts have been successfully removed from 14/164 (8.5%) of patient eyes
from the three keratoconus clinical studies. The primary reasons for removal
included: visual symptoms (n=10), shallow segment placement (n=2) and
astigmatism/surface irregularities (n=2). In tihe cases where the INTACS inserts were
removed, the patients returned to their preoperative condition. Several of these
patients have gone on to have successful corneal transplant procedures performed
after their INTACS inserts were removed. Surgeons generally recommend that a
corneal transplant procedure be performed at least three months after removal of the
INTACS inserts.
INTACS inserts were removed from 34/452 (7.5%) of eyes in the U.S. clinical studies
for myopia (nearsightedness). Reasons for removal of INTACS inserts included: I
for infection, 12 for patient dissatisfaction with correction achieved (undercorrection,
overcorrection, astigmatism), 19 for patient dissatisfaction with visual symptoms
(glare, halos, difficulty with night vision, etc.) and 2 for other reasons (delayed
replacement procedure, Federal Aviation Administration (FAA) restrictions).

Removals andReplacelnents
If the results of the INTACS procedure are not satisfactory, you may need to have
another surgical procedure to remove or replace your INTACS inserts. If your
correction requires an adjustment, then your 1NTACS inserts can be replaced with
either a thicker or thinner size. INTACS inserts can be easily removed in a brief.
outpatient procedure.
The removal results from patients in the INTACS clinical studies demonstrate that:
*

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

*

The central cornea remained clcar for all patients.

*

A small percentage of patients reported Inert frequent and/or more severe vision
symptoeres three months following removal of INTA CS inserts than they had prior
to their piocedunrle
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Contraindications
You should NOT have IINTACS prescription inserts placed if:
*

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

*

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

*

you are pregnant or nursing;

*

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

*•you are taking prescription medications, such as Accutane 1 (isotretinoin) or
Cordarone 2 (amiodarone hydrochloride), that may affect cormeal healing or your
vision. You should discuss all medications you take, even over-the-counter
medications, with your eye doctor.
H.

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

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

*

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

1. Precautions

2

*

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

*

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

*

If your INTACS inserts are removed, the re0sults Of future surgcal procedures to
COITeCt :vour vision1 are not known,

*

If you arec taking, ini trex 3 (surnatri ptan) for mi-srainle headlaches.

Accularic -is a icwrist-Cicd tiadcmur k oi Itollman -La Roclhe Inc.
k) I da
uS
I
is a IWCI'Storel - Iademark (I SantR i.
I lmifex'

is a e Li sti cLI ti ademaik ofI
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Are You A Good Candidate For INTACS Prescription Inserts?
If you are considering INTACS inserts, you must:

K.

*

be at least 21 years of age;

*

have nearsightedness and astigmatism as a result of keratoconus;

*

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

*

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

*

have a corneal transplant procedure as the only remaining option to improve your
vision;

*

be informed of the risks and benefits as compared to other available treatments for
vision correction associated with keratoconus; and

*

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

What You Need to Know About the INTACS Procedure
It is important that you are informed of what to expect before, during and after the
procedure. Detailed instructions about how to care for your eye following the
INTACS procedure can be found in Attachment 1.
Before the Procedure
You will need to have a preoperative eye examination to determine if your eye is
healthy and is suitable for this procedure. Your examination will include a variety of
standard ophthalmic tests, general medical tests and a review of your medical history.
Important:
*

If you w~ear contact lenses, it is very important to stop wearing them 2-3
wveeks before your preoperative examination per your
instructions. Failure to do this may produce poor results.

*

doctor's

If you wvear eye makeup, you should st01 ) 2-3 days before the procedure to
reduce the risk of infection after y'our procedure.

Il~l ase tell your dloctor whet her vULI1ar takHin anyv medications oir have aiiy kiowin
al i u"Ic s or ic ac tirl toS
iL)edication
Yo Li docxtor will advise You on whet her or not
voU will he allowed to eat or drink prior to the procedrire. You should arrange for
-
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transportation after the procedure and to your next examination, since you should not
drive immediately after the procedure. Your doctor will advise you when it is safe to
resume driving.
The Day of the Procedure
Your physician will briefly discuss the details of the IINTACS procedure and what to
expect during your procedure. Your presurgical preparation will vary depending on
the type of anesthesia your doctor chooses. You will be positioned comfortably,
facing up, on a surgical table or reclining chair. Your face will be covered with a
surgical drape exposing only the surgery eye. The surgeon will place an instrument
between your eyelids to hold your eye open duting the procedure. Anesthetic
(numbing) drops may be placed in the procedure eye. The procedure will be
performed using an operating microscope. A special surgical knife will be used to
make a single small incision. A device will be placed on your eye to keep it steady
during the procedure. You may experience some discomfort (typically a pressure
sensation) during this part of the procedure. The total procedure, including the
presurgical preparation, is usually completed in less than one hour.

After INTACS inserts are placed in Your

eye,

your doctor will put some drops or

ointment into your eye to reduce swelling. Your eye may then be covered for your
protection and comfort. You may experience some discomfort or pain in your eye
following the procedure. Most patients describe their discomfort as moderate and it
typically diminishes within 48 hours. Your doctor may recommend a medication to
help ease your discomfort. Please remember to make arrangements for transportation

as you should not

drive

the day of your procedure.

The First Weeks After theIProcedure
Your doctor will typically examine Your eye the day following your procedure. YOU
will be mildly sensitive to light and will have thre feeling that something- is in your eye
for the first few days. Sung-lasses may make you more comfortable during this time.
Important:
*Do not rut) Your eye for thle first SIX Months after the procedure. This is important
to promote proper healing of thre incision.
~or thre first few weeks following the procedure. your eye will be healing. During
this tune, you will need to take special precautions wvith your eye to keep it clean and
to lprotec I it fromi inj ry an r infection.
Your- doctor shIould preCscribe an antibiotic to be used following the procedure. Apply
the aintibhiot ic di iectlv into Your e ye aIs inStiru c ted. YIou doctor maIy pre seii be stemoid
di-ops for- the hyst week or two foil owlHg thle prIocduIi-c to decrease iit at ion and
redness of your eye.

<11III(

0//101/04

Pav'c9

Addition Technology, Inc.

Patient Booklet
INTACS Prescription Lnserts-KC

IMPORTANT:
*Use the steroid eye drops and lubricants, as instructed by your doctor. Your
surgical results depend upon following your doctor's directions.
Your doctor may recommend that you wear an eye shield at night. The shield should
be worn to protect your eye from irritation and injury, such as rubbing or scratching,
while you sleep.
Most patients do not experience significant pain following the procedure. If you do
experience pain, ask your doctor about taking medication, such as a pain reliever, to
ease the discomfort. Other pain medication may be prescribed by your doctor.
WARNING:
*

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

*

Your doctor will monitor you for any side effects if steroid eye drops are
used following the procedure. Prolonged topical steroid use mlay cause
ocular hypertension (an increase in the pressure inside the eye),
glaucoma (a condition usually associated with high eye pressure that can
result in dam-age to the nerve at the back of the eye and possible loss of
Vision) Or

cataract formation (an opacity or clouding of the natural lens

inside thle eye that can cause a loss of vision).

14.

Questions to Ask Your Doctor
You may want to ask the following questions to help you decide if INTACS inserts
are right for you:
*

What other options are available for correctinga my vision?

*

Will I h ave to limit my acti vibies after the INTACS procedure, and for hlow
long~?

*

What are the benefits of INTACS inserts for thle amount of necarsighltedniess
and astwineati sr that is associated with mny keratoconus'?

*

What type of vision can I expect in the first few weeks after the procedUre?
*If

<I11319 {)07/20/04
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*

After having the procedure will my cornea heal differently if injured?

*

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

*

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

Discuss the cost of the INTACS procedure and follow-up care requirements with your
doctor.

I1I3II9)- 07/20/O 1
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Self-Test
Are You an Informed Patient?
Take the test below and see if you can correctly answer these questions after reading
this booklet.
TRUEL

FALSE

I
E
El

1.

The procedure for placing INTACS inserts is risk-free.

E

2.

All treatments for keratoconus are the same.

3.

It does not matter if I wear my contact lenses when my
doctor told me not to.

l
El

4.

After the INACS procedure, there is a good chance that

El]I

5.

my keratoconus will be cured.
1 will be able to drive immediately after the procedure.

El

6.

1 may still need to wear glasses or contact lenses after the
INTACS procedure.

7.

There is a risk that I may have difficulty driving at nigght.

8.

It does not matter if I am pregnant and plan to undergo
this pr ocedure.

9.

If I have an autoirrunue disease, I am still a good
candidate for INTACS inserts.

El
E

H1

LI

El

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

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

*

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

*

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

*

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

*

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

*

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

*

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

*

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

*

Before considering INTACS inserts you should:
a. have a complete eye examination
b. talk with one or more eye care professionals familiar with refractive surgery
about the potential risks and benefits of INTACS inserts.

Answers to Self-Test Questions:
1. False (see Pagec 5); 2. False (se~e Page 3); 3. False (see Page 9): 4. False (see Page 9);
5. False (see Page 9); 6. '[rue (See lPage 1); 7. True (see Page 8); 8. False (see Page
7); 9. False (see Page 7).
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Patient Assistance Information
Primary Eye Care Professional
Name:
Address:
Phone:
INTACS Doctor
Name:
Address:
Phone:

Procedure Location
Name:
Address:
Phone:

< I I, P),07120/04
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Attachment 1
Patient Postoperative Care Information

Now that you have received your INTACS inserts, it's very important to care for and
protect your operative eye while it is healing. You may experience a temporary
distortion of vision for several days after your procedure; this is normal and will be
discussed with you during your regularly scheduled follow-up examinations.
There are a number of simple things you can do to avoid potential problems with your
eye. The following guidelines have been developed by your eye doctor and Addition
Technology to help you understand how to care for your eye following the INTACS
procedure. Please read and follow these guidelines carefully.
FOLLOW DIRECTIONS ON ALL OF YOUR MEDICATIONS
Use all eye drops, ointments or other medications as prescribed. Do not use any
over-the-counter substitutes, unless instructed to do so by your eye doctor.
When putting eye drops into your eye, take special care not to touch the tip of the
applicator to your eye or your fingers.
If you have a reaction (redness, sensitivity or other symptoms) to any
medication, stop using the medication and notify your eye doctor
immediately. An alternate medication may be prescribed.
DON'T LET YOUR EYES BECOME IRRITATED
Do not rub your operative eye for the first six months after surgery. This is
important to promote proper healing of the incision.
Avoid rubbing or injuring your eye while you sleep. Use the nighttime eye shield
for the entire time period your eye doctor recommends.
Keep the area around your eyelid clcan. To avoid contamination, use disposable
tissues rather than cloth handkerchiefs or fuzZy towels.
I)o not get talp water in your eyes for the first few weeks followsing your
. rocedure.
7
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Don't let shampoo, face creams, sprays or facial cleansers get into
eye. During the early months following your procedure, these
irritate your eye more than usual. If you do get something
immediately flush your eye with sterile preservative-free artificial
eye wash.

your operative
products may
in your eye,
tears or sterile

*Avoid using eye makeup for the first 7 days after your procedure or until your eye
doctor says that your cornea has healed.
*Avoid areas where there may be a lot of dust, pollen or airborne debris and
particles. Protect your eyes; wear safety glasses or protective goggles when
appropriate, during work or sports activities. When in doubt, ask your eye doctor.
*Do not wear a contact lens on your operative eye until advised to by your
doctor.
*If your eyes tend to be dry, or are frequently exposed to drying conditions, sterile,
preservative-free artificial tears may be prescribed to ease any discomfort. You
should also consider taking artificial tears with you for air travel, as cabin air can
dry your eyes.
*Weai !sunglasses with UV p~rotection to ease any discomfort due to light
sensitivity.
POSTPONE STRENUOUS EXERCISE
*Lifting or moving anything over 15 pounds can increase your eye's intraocular
pressure. While this is normally not a concern, it should be avoided during- the
early months following your procedure.
*Avoid swimming in pools for the first week after your procedure. Lake and ocean
swimming should be avoided for the first mionth. When swimming, always wear
protective goggles.
*If you are involved in aggressive sports involving body contact or sudden jailing
motions, always wear protective goggles.
ENJOY YOUR NORMAL ACTIVIi'IFS

be afraid to Use your eyes as you noirmally would. It will not harm your
eyes to icad, \vatch TV, work on the computer or to resume moderate exercise,,
such as jog~inso, walkinoe or aerobics.

*Don't

<i Iii)> MOWN/-

P~ael

16)

Addition Technology, Inc.
Attachment 1

Patient Booklet
INTACS Prescription Inserts-KC

CARRY YOUR PATIENT ID CARD
Shortly after your procedure, you were given a patient ID- card that contains
information about your IINTACS inserts. Please carry this card with you at all
times. You may also want to keep a copy of this card with your personal medical
files.
*In the event of an emergency, your patient ID card will provide vital information
about your INTACS inserts, including the name and phone number of the eye
doctor who performed the procedure.
*When visiting your family physician, or other medical professionals, be sure to
show them your patient ID card.
*If you misplace your patient ID card, contact your eye doctor for a replacement.
KEEP YOUR FOLLOW-UP APPOINTMENTS
*Careful monitoring of your operative eye is essential, so please make every effort
to keep all of your follow-up appointments. If you need to cancel an appointment,
be prepared to reschedule your appointment When You call.
*If you become pregnant or initiate hormone replacement therapy, notify your eye
doctor. Your vision may fluctuate during- this time as a result of hormonal
changes.
*Inform your eye doctor of any address or phone number changes.
T-AKE QUICK ACTION IF PROBLEMS OCCUR
If you experience any symptoms, inform your eye doctor as soon as possible, no
matter how minor your symptoms may seem.
If you experience pain, significant discomfort Or worsening of vision, call your eye
doctor immu-ediately.
In the event of a medical emergency involviiig your operative eye, contact the eye
doctor who lperfornled your procedure. If this is not possible, go directly to the
local hospital. Be sure to inform them of your INTACS inserts, give themr your
patient ID card antd have themn notify your eye doctor as soon as possilble.
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IN7ACS PrescriptionInserts Manufacturer

ADDITION TECHNOLOGY

Addition Technology, Inc.
155 Moffett Park Drive, Suite B-I
Sunnyvale, CA 94089-1330
USA
Telephone: 1-408-541-2700
Fax:
1-408-541-1411
Toll-Free: 1-877-888-5372
www.getintacs.comi

About Addition Technology, Inc.
Addition Technology, a vision care company, was founded in 2001. Addition Technology
purchased the INTACS technology, which is a new approach to treating vision problems.
The INTACS technology is an additive platform that surgically reshapes the cornea by adding
materials rather than cutting or permanently removing tissue like other refractive surgery
techniques. Addition Technology is also developing potential applications of INTACS
prescription inserts for the treatment of hyperopia and astigmnatism. It is estimated that over
50% of the world's population experience vision problems.
Located in Sunnyvale, California, Addition Technology works closely with a worldwide team
of ophthalmic surgeons and scientists who are leaders in the fields of keratoconus and vision
correction.
INTACS, the INTACS and Addition Technology logos, and www. ctintacs.corn are registered trademarks or
trademarks of Addition Technology, Inc., n the US and foleign countries.
02004, Addition Technology, hic. All rihlits reserved.
No part of this pubhcation miay be reproduced or transmitted ini any firmn or by any nimans, electronic or
mechanical, including photocopying, recording, or any infornation storage and retrieval system, without
permission in writing from Addition Technology,. Ic.
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U.S FOOD AND DRUG ADMINISTRATION

CDRt. New Humanitarian Device Approval
CDRH~~

FDA approved this device under the HumanitarianDevice Exemption (HDE) program
http.'//www. fda.qov/cdrh/ode/hdeinfo.html. See the links below to the Summary of Safety and Probable
Benefit (SSPB) and other sites for more complete information on this product, its indications for use, and the
basis for FDA's approval.
Product Name: INTACS® Prescription Inserts for Keratoconus

Manufacturer: Addition Technology, Inc.
Address: 155 Moffett Park Drive, Suite B-1
Sunnyvale, CA 94089-1330
Approval Date: July 27, 2004

Approval Letter: A link to web for the approval letter
What is it?
INTACS® Inserts are two curved, clear plastic segments that are implanted in the perimeter of the
cornea to reduce nearsightedness (myopia) in patients with keratoconus. Keratoconus is a visual
disorder that occurs when the normally round and dome-shaped cornea progressively thins, causing
a cone-like bulge to develop.
How does it work?
INTACS® Inserts are implanted through a small surgical incision on the perimeter of the cornea. The
inserts help restore clear vision in keratoconus patients by flattening and repositioning the cornea.
When is it used?
INTACS® Inserts are intended for patients with keratoconus who are no longer able to achieve
adequate vision using contact lenses or glasses and for whom corneal transplant is the only
remaining option.
What will it accomplish?
The inserts may restore functional vision and postpone the need for a corneal transplant.
When should it not be used?
INTACS® Inserts should not be used in keratoconus patients who:
· can achieve functional vision on a daily basis using contact lenses
* are younger than 21 years of age,
* do not have clear central corneas, and
* have a corneal thickness less than 450 microns at the proposed incision site
Additional information:
SSPB and Labeling:

Information on keratoconus:
http:llwww.nlm.nih..ovlmedlineplus/encylarticlelOOl 01 3.htm
Information on refractive eye disorders:
http:llwww.nlm.nih.povlmedlinepluslrefractiveerrors.html
Information on myopia:
http:Ilwww.nlm.nih.govlmedlinepluslencylarticlelOlO023.htm
Information on astigmatism:
http:I/www.nlm.nih.govlmedlinepluslencylarticlelOOl15.htm
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