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PHAKIC IOL LABELING (ARTISIAN® PHAKIC
INTRAOCULAR LENS, DIRECTIONS FOR USE)




ARTISAN® Phakic Intraocular Lens

Directions for Use

CAUTION: Fedcral Law restricts this device to sale
by or on the order of a physician.

Description

QPHTEC's ARTISAN® Phakic Intraocular Lenses
(IOLs) are single-piece lenses manufactured from
Perspex CQ UV ultraviolet lizht absorbing
polymethylmethacrylate (PMMA) with a refractive
index of 1.49, which are designed for implantation
into the anterior chamber of the phakic human eye for
the treatment of myopia. The lenses are affixed to the
anterior mid-periphery of the iris stroma by two
iridoplastic bridges with enclavation mechanisms.
The optic portion of the lens is availaole in a 5.0 mm
or 6.0 mm diameter, with a convex-concave
configuration, The 5.0 mm lens is available in a
diopter range of -5 to -20 D. The 6.0 mm lens is
available in a diopter range of =5 to -15 D. The optic
carrier is elliptical in shape and has an overall length
of 8.5 mm with a slight anterior vauit. One fixation
(enclavation) arm mechanism is located on each side
of the two peripheral supports.

Indications for Use

ARTISAN® Phakic Intraccular Lerscs (IOLs) are

indicated for:

- the reduction or elimination of rmyopia in adults
with myopia ranging from —5 D tc —20 D witii less
than or equal to 2.5 D of astigmatism at the
spectacle planc and whose eyes have an anterior
chamber depth greater than or equal to 3.2
millimeters; and

- patients with documented stability of manifest
refraction for the prior 6 months, as demonsirated
by a spherical equivalent change of less than
(.50 D.

Contraindications
The ARTISAN® Phakic 1OL. is contraindicated in
patients:
© Who are less than 21 years old
With an anterior chamber depth (ACD) less than
3.2 mm
With an abnormal Iris, such as peaked pupil or
clevated iris margin
Who are pregnant and nursing
Who do not mect the minimurr endothelial cell
density
Endothelial Cell Density

Age Minimum endothefial cel! (lcnsity_
w2!~2§ 3550 cc”s/nn;_\_? |
| 206-30 3175 cells/mny’
s 2825 _L_‘t.'.lls/m;n' .

36-40 o 2500 cellsfam n
4143 2225 cells/ma’ .
> 43 2000 ;cllslm:ﬁ" ]
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The table indicates the minimum cndothelial cell
density (ECD) per age group at time of implantation.
This table was developed using a rate of 2.31% (the
upper 90% confidence interval of the average cell loss
for eyes with ACDs of 3.2 mm or greater.) It sets
minimum endothelial cell density criteria as a function
of age that should result in at least 1000 cells/mm? at
75 years of age. The patient's ECD should be
monitored periodically at the physician’s discretion.

Warnings

{. Do not resterilize this intraocular lens by any
method. (See Returned Lens Policy.)

2. Do not store lenses at temperatures over 45°C
(113°F).

3. Surgical difficulti¢s at the time of intraocular lens
implantation, which might increase the potential
for complications (e.p. persistent bleeding,
significant vitreous prolapse or loss).

4. The effectiveness of ultraviolet light absorbing
lenses in reducing the incidence of retinal
disorders has not been established.

5. The long-term effect to the comeal endothelial
cells has not been established.

6. The relationship between the ARTISAN® Phakic
[OL and future lens opacities and retinal
detachment is undetenmined.

7. The effect of the ARTISAN® Phakic 10L on the
future risk of glaucoma is unknown because its
affects on the anterior chamber angle were not
analyzed in the clinical trial. Approximatcly 1%
of the subjects had -elevated cye pressure that
required glaucoma medication.

8. The long-term effect to the comeal endothelial
cells has not been established.

9. The occurrence of lens opacitics in the future is

unknown.
Precautions
1 Prior to surgery, the surgeon must provide

prospective patients with a copy of the patient

information brochure for this product and inform these

patients of the possible benefits and complications
associated with the use of this device.

2. A high level of surgical skill and training specific
to irs-fivated [OLs is required for lens
implantation.

3. One or more iridotomics/iridectomics should be
performed 10 reduce risk of pupittary block.

4. A cohesive high molecular weight viscoclastic is
recommended  for  corneal  protection  and
complete removal is recommended to reduce the
chance of post-op intraocular pressure  ([OP)
spikes.  Low molecular weipht non-cohesive
viscoelastics should not be used.

5. Patients with any of the following conditions may
not be suitable candidates for this intraocular lens
because the tens may exacerbate an existing
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ARTISAN® Phakic Intraocular Lens
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condition or may interfere with diagnosis or

reatment of a condition or may pose an

unreasonable risk to the patient’s eyesight:

a. Abnormality of the iris or ocular structure
that would preclude fixation, such as
aniridia, hemi-iridectomy, severe  iris
atrophy, coloboma, or microphthalmos.

b. Congenital bilateral cataracts.

c. Recurrent anterior or posterior segment
inflammation. )

d. Patients in whom the intraocular icns may

interfere  with the ability to observe,

diagnose or treat posterior segment diseases.

Previous history of retinal detachment.

0w e

Patients with only one cyc with potentially
good vision.

h.  Glancoma.

i.  Corneal endothelial dystropliy.

j.  Proliferative diabetic retinopathy.

6. The long-term effects of intraocular lens
implantation have not becn  detcrmined.
Therefore, physicians should continue to monitor
implant patients postoperatively on a regular
basis. Annual cxams are recommended.

7. Elevated intraocular pressure has been reported
occasionally in patients who received lens
implants. The intraocular pressure of paticnts
should be monitored postoperatively.

8. Trauma is a risk factor for JOL dislocation.

9. Visual acuity could be diminished in situgtions
where there is low level lighting. !

10. When pupil size is greater than optic size, there
may be visual aberrations.

Adverse Events and Complications

A tatal of 662 subjccts were evaluated in the clinical
trial to determine the safety of the ARTISAN® Phakic
IOL. '

- The complications experienced during the clinical trial

of the ARTISAN® Phakic JOL include (in order of
frequency): Hyphema (cumulative) (0.2%), retinal
detachment (cumulative) (0.6%), IOL dislocation
(0.8%) and surgical rcintervention (4.2%). No
incidences of macular edema, endophthalmitis,
hvpopyon, or persistent corncal edema were reported
during the study.

Incidences of complications (compared with the FDA
Grid for cataract extraction and posterior chamber 10L.
implantation)  and  incidences  of  surgical
reinerventions are shown in the following 1able.

Pupillary Block 000662 | 0.1 . .

Retinal Detach 06660t | 03 - -

Surgical
Reintervention 4.2 (28/662) 0.3 - -

Comeal Edema - - 0.0 (0232) 0.3

Iritis 0.5(3/662)° - 00(0/232) | 03

Raised IOP
Requiring Treatment - - 0.0 (0232) 0.4

Surgical Trestments Not Monitored in the FDA Grid

Preventative Lens

Repositioning 2.1 (14/662) - - -
Refractive

Procedures*® 2.6 (17/662) - - -
Nd:Yag Peripheral

Ind y 3.0 (20/662) - - -
Aqueous Release 1.8 {12/662) - - -
Resuture Wound

Leak 3.2 (8/662) - - -

*Four events due (o inadequate surgical fixation; one event due 1o
blunt trauma
5There is no FDA Grid value for cumulative iritis
t Comparison should be made to literature for retinal detachment rates
for high myopes:
- Retinal detachment rates increase with increasing myopia®
The risk of retinal detachment within onc year of implantation
of this device is 0.6%. The risk of retinat detachment for high
myopes following implantation is more than 10 times the risk
without surgery, i.c.. greater than 10-fold the background rate
of retinal detachment for high myopes (greater than minus 3
diopters).
- 5.0% in myopic eyes > 6 D
- 0.8% 10 7.5% in pseudophakic eyes with high axial myopia®

! Opawa, A and Tanaka, M. The rclationship between refractive
ervors and retinal detach t, Jpn J. Ophthaimology 32:310,
1988.

? Dellone-Larkin G, Dellonc CA. Retinal detachment. Available
at hipfiwww emedicine com/emerg/iopicS04 htm.  Accessed
January 13, 2004,

} Jacobi, F and Hi , V. Pseudophakic retinal detach

in high axial myopia, I, Cat. Refract Surg 23:1095, 1997,

**Refractive procedures include: LASIK (11/17), AK (317, LRI
(2717} and PRK (1117).

Surgical reinterventions (see table below) were not
shown to have an impact on safety or efficacy.

Adverse Event n Yot
Lens Explant 10 1.5%
High Myopia/dge Related Cataraci 0
Inflammatory Resporise 3
Truuma q
Patient Anxiety 1
Patient Not Satisfied |
Pupil Larger than lens Optic 1 1
1.ens Exchange 9 1.4%
Pupil Caletdation Error 6
Pupil Larger than Lens Optic 2
Inadequate Lens Fixation i ]
L.ens Reattachment S 0.7%
Trawma 1
Inadequaie Leus Fixation L o
Retinal Repair 4 0.0%
o —Retmal Deachment VAV
Total 18 | 4.2%

Cumulative kDA Persistom FDA

Adverse Event ',/ (0N} Grid | (3 Yeary) Grid

e LT * SN} § %
Endophthalmios 3 00602y | 01 - L
iyphema_ | 02¢w62) g 22 f - | ___.1
thpopyon p oeqean 4 03 L - ]
DOl dhslocanon (0 8¢3662)0 01 f s} o
Cystoid Maculu
tdema | 0006

* All Core Subjeets N=662
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Other Complications

Eyes with brown irides were found to have
significantly less pigment dispersion (15.3%)
compared to eyes with non-brown irides (25.2%).
However, eyes with brown irides had similar rates of
10P spikes greater than 30 mmHg (5.2%) compared to
eyes with non-brown irides (3.9%). The interaction
between pigment dispersion and brown irides was
found to be a significant predictor of ICP spikes. Eyes
with brown irides and pigment dispersion had a
statistically significantly (Fisher’s Exact Test, p=0.02)
higher rate of I0P spikes (11.7%) than eyes with
non-brown irides and pigment dispersion (3.1%).

Clinical Study Results

The ARTISAN® Phakic IOL was ecvaluated in a
prospective, nonrandomized study of' 662 subjects,
493 of which were followed for one year and 232
followed for three years.

The 662 subject Cohort population in the clinical trial
consisted of 64.5% females (427/662) and 35.5%
males (235/662). 85.0% were Caucasian, 3.2% were
Bilack, 4.1 % were Hispanic and 6.2% were Asian.
The mean age was 39.6 ycars.

Visual Acuitly

The postoperative results  demonstrated  that  the
ARTISAN® Phakic IOL provides correction for high
myopia. The visual acuities at one and three years are

described in the following tables:

.

UCDVA=Uncorrected Distance Visual Acuity,
Snellen .

Where emmetropia was the goal (+/-0.50D) and
Preop Best Correeted Visual Acuity (BSCVA) better
|_than or equat to 20/20

lyr 3yr
N 204 88
20/20 or better 47.1% 44.3%
20/40 or better 93.6% 92.0%
20/30 or hetter 100.0% 97.1%
worse than 20/80 0.0% 2.3%
BCDVA=Best Corrected Distance Visual
Acuily, Saellen
Eyes with preoperative BCVA 20720 or better
L Lyr 3yr
N . 288 27
_20/20 o1 better 95.1% 95.3%
20/40 or better 100.0% 100.0%
20/80 or better 100.0% 100.0%
worse than 20/80 _0.0% 00%

Predictability of refraction

The refraction was predictable, with 94.5% of patients
achieving 4 1.0 D from target at the one-year
examination

ARTISAN® Phakic Intraocular Lens
Directions for Use
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Spherical Equivalence (Target Variaace)
Distribution:
1y 3yr
N 492 226
Plano to +/- 0.5D 72.0% 71.7%
Plang to +/- 1.0D 94.5% 94.7%

Stability of refraction
The refraction was stable, with 95.9% of patients
achieving less than +/- 1.0 D of shift at 3 years.

Manifest Refraction Spherical Equivalence
(MRSE) Change between visits

6mo—lyr | lyr=2yr 2yr-3yr
N 485 349 215
+-0.5D 82.9% 85.4% 82.5%
+-1.0D 97.1% 91.71% 95.9%
+/-2.0D 99.6% - 99.7% 99.5%
>2.0D 0.4% 0.3% 0.5%

Endothelial Cell Density :

The analysis of the change in endothelial cell (EC)
density indicated that the EC density remained
relatively constant over the three-year study period in
relation to normal endothelial cell loss.

An endothelial cell density substudy was performed
using a single reading center to minimize standard
deviations inherent in this test method. For this subset
of 215 subjects (315 cyes), a percent change from
baseline to three ycars of -4.76% (SD=7.8%) was
found. This result is consistent with ¢xpected normat
endothelial cell loss of 1.5% to 2.0% per year. No
statistically significant differences in the percent
change between consecutive study intervals were
found. Covariatc analyses including age, anterior
chamber depth, lens modcel, and IOP showed no
significant correlations.

Mcan EC density results for a consistent cohort group
of 57 eyes with useable data available at postop visits
arc shown in the following table:

Standard|Standard 95%

Visit Mecan _iDeviatien| Frror i Confidenec Limits |

PreOp |2818.331 425.01 | 5629 | 270800 | 2928.67
6 Months | 2812.80) 465.79 | 61.70 | 2691.94 | 2933.78
_1Year |2768.25| 46042 | 6098 | 2648.72 | 2887.77
2 Years_|2760.26| 478,54 | 6338 | 2636.03 | 2884.50

3 Years [2692.98) 478.64 6340 | 256873 | 2817.24

The available 3-year data from the clinical study
indicaies a continual steady loss of endothelial cells
of -1.8% per year and this rate has not been
established as safe. If endathelial cell foss continues
at the rate of 1.8% per year. 39% of patients are
expected to lose 50% of their comeal endothelial cells
within 25 years of implantation. The long-term cffect
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ARTISAN® Phakic Intraocular Lens

on the cornca’s health of a 50% loss in comneal
endothelial cells is unknown,

Directions for Use Page 4 of 5
Lens Exsm N MRSE vs. Intended Target
Group lnterva!

The following table shows the predicted endothelial
cell loss for the estimated proportion of patients based
on pereent loss and time from implantatien.

Optical Visual Symptoms )
The following table shows the postoperative outcoines

by proportion as corapared to preoperative levels for
glarc, halos and starbursts, etc., stratificd by the

+05D 10D | +20D

1-6 Day 1037 | 58.0% 84.4% 92.3%
2-3 Week | 1070 | 67.1% 93.9% | 96.4%
4-8 Week | 1086 | 70.2% 93.6% 96.8%

Dig‘l)l(“ 4-6 Month | 996 74.8% 95.5% 98.6%
Powers }7-11 Month | 878 16.1% 94.5% 98 4%
1 Year 840 73.6% 95.0% 98.6%
2 Year 604 2.0% 94.0% 98.7%
3 Year 376 69.9% 94.7% | 98.4%

0.9 TYear | 27 | 77.8% | 100.0% | 100.0%
Diopters | 2 Year t4 | 8s7% | 1000% | 1000%
3 Year 18 | 356% | 100.0% | 100.0%

1 Year 161 73.3% 93.8% | 994%

»>-710-10 o o
Diopters 2 Year 109 | 6838% 94.5% | 100.0%
3 Year 49 13.9% 94.2% | 100.0%
{ Year 43 76.1% 95.6% | 98.5%
>-10t0-15

Diopters 2 Year | 188 742% 95.1% 98.5%
3 Year 235 69.8% 94.0% 91.9%

N 1 Year 109 60.6% 92.7% | 91.2%
Diopters 2 Year 93 64.5% 882% | 97.8%

3 Year 54 70.4% 96.3% 98.1%

The following tabie shows the UCVA by lens power
for all eyes implanted that were targeted for
cmmetropia.

mesopic pupil sizes measured preoperatively. . SiR0 e T 300 o
. _ . - Group Plane to: N Better Better
Optical Pupil Size .Qucsuozmurc‘ Rcs'pox |scsh 16Dy | 720 13.1% 544%
Visual Subjects S o 23Week | 686 | 188% | 703%
Symptom change in preop to postop 4-8 Week 687 26 5% 81.5%
symptoms | Preop NO, | Preop ! 4.6 Month 623 35.0% 89.7%
preop to Postop YES, All Diopter
postop YES Postop Powers 7-11 Month 556 39 6% 90.6%
) NO 1 Year 521 39.9% 92.3%
Glare All 73.6% 135% | 129% 2 Year 379 | 369% | 908%
<4.5 mm 70.4% 14.3% 15.3% 3 Year 225 35.6% 88.0%
>4510<5.5mm | 71.6% 13.4% 15.1% 1 Year i 455% | 100.0%
16.8% T 2y 7 00% | 85.7%
>5.5 mm 763% | (=004 | 69% Diopters had e S
Stacbursts Al 78.5% 118% | 9.1% 3 Yeur 8 00% | 150%
s 1 ) $1.1% 13%
<45 mm 778% | 120% | 101% >710-10 Year S I
o o
>4510<5 Som | 14.5% 163% | 93% Diopters 2 Year 6 1 00% } 983%
>5.5 mm 81.2% 10.9% 1.9% 3 Yeu 32 30.0% 1 96.9%
lialos. 18.2% 1019415 } Year 347 18 9% 93.1%
. -
All 720% | (p 00020 | 9.8% Dio‘;’crs 2 Year 252 36.9% 89.7%
4.5 mm 12.8% 17.2% 10.1% 3 Year 148 | _365% | 858% |
>4.5 t0 <5 S mm 69.2% 192% 11 6% 1 Year 7 30.1% 86.3%
23 8% >-15 5y 60 18.3% 88.3%
>5.5 mm 722% | (peooont { 10% Droprers Year ? i At
*412 subjects completed the questionnaire, data presented for those 3Veur 37 LAT0% ] 9%

subjects that answered nighttime symptom qucstions; pupil size
proups: <4.5 mm (1=99), »4.5t0 5.5 nm (n 172}, »5.5 mm
{n 101).

b Suanistically significant (McNemar's Test) for hose subjects
reporting a change in symptom occurence preoperatively to
pastoperatively

Additional Cutcome Data Includipg Bilateral Eves
The following table stratifics the predictability of
intended refraction for = 0.5 and + 1.0 D by lens
power for all cyes implanted (662 subjects, 478
hitatervally implanted)

Directions For Use

1. Check the label on the lens packape for proper
lens model, dioptric power, and expiration date.

2. lInspect the blister pack.  Fnsurc that it is not
damaged.

3. Tap lightly on the lid before opening the lens
container.

4. While keeping the container in a horizontal
postiion, unscrew the cap and Ll g
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ARTISAN® Phakic Intraocular Lens
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Grasp the lens gently with forceps.

Examine the lens carefully under the microscope
for damage or particulate matter.

7. Rinsing the IOL with sterile balanced salt
solution will remove the electrostatic charge.

Sl

NOTE: The I0L can become electrostatically charged
and may stick to the lid of the lens container. The lens
should be carefully examined to ensurs that particles
have not been attracted to it.

Calcutation of Lens Power
The physician should determine preoperatively the
power of the lens to be implanted.

Lens power calculation methods are described in the

following reference:

«  van der Heijde, G.L., Some opt.cal aspects of
implantation of an IOL in a myopic cye,
European Journal of Implant Refractive Surgery,
Vol 1, Dec 1989, pgs 245-248

Physicians requiring additional information on lens
power calculation should contact OPHTEC.

Patient Registration Instructions and Reporting
Registration

Each patient who receives an ARTISAN® Phakic 10L
must be registered with OPHTEC at the time of lens
implantation. Registration is accomplished by
completing the Implant Registration Card that is
enclosed in the lens package and mailing if to
OPHTEC.  Patient registration is cssential for
OPHTEC’s long-term patient follow-up program and
will assist” OPHTEC in responding to Adverse
Reaction Reports and/or potentially sight-threatening
complications. .

An Implant Identification Card is supplied in the lens
package. This card should be given to :he patient with
instructions to keep it as a permanen: record of the
implant and to show the card to any eyc carc
practitioner seen in the future,

Reporting
Adverse Reactions and/or potentially sight-threatening
complications that may reasonably be regarded as lens

related and (hat were not previously expected in natuce,

severity or degree of incidence should be reported to
OPHTEC immediately but no later than 10 days after
occurrence.  This information is being requested from
all surgeons in order to document potential long-term
effects of intraocular lens implantation, especially in
younger patients.

Physicians must report these events in order to aid in
wentifying cmerging or polential  roblems  with
ARTISAN® Phakic I0Ls. These problems may be
related 1o a specific lot of lenses or may be indicative
of long-term problems associated with these lenses or
with 1015 1n general.

Physicians should use the following number when
reporting  adverse  reactions or  potentially  sight

threatening  complications  involving OPHTEC
intraocular lenses. National: (561) 989-8767.

How Supplied

The IOL is supplied sterile and dry in a lens container,
which is sealed in a blister pack and placed in a box
together with the identifying labels.

Expiration Date
Sterility is guaranteed unless the sterile pouch is
damaged or opened. In addition, there is a sterility
expiration date that is clearly indicated on the outside
of the shelf-pack. The lens should not be used after
the indicated date.

Returned Lens Policy
The lens may be returned to the manufacturer for
credit within 30 days of purchase. After 30 days it can
be replaced or exchanged at no charge if not opened or
damaged. '

DISTRIBUTED BY:

OPHTEC USA, Inc.

6421 Congress Avenue, Suite 112
Boca Raton, FL. 33487

(561) 989-8767

MANUFACTURED BY:
OPHTEC BV
Schweitzerlaan 15

9728 NR Groningen
The Netherlands
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