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

Description 
OPHTEC's NITISAN" Phakic Intr.%oculw Lenses 
(IOLs) arc single-piece lenses manufactured from 
Perspex CQ UV ultraviolet Iiaht absorbing 
polymethylmethactylate (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 nroma by two 
iridoplastic bridges with enclavation mechanisms. 
The optic portion of the lens is available in a 5.0 mm 
or 6.0 mrn diameter, with a convex-concave 
configuration. The 5.0 mm lens is availablc in a 
dioptcr range of -5 to -20 D. The 6.0 rnrn lens js 
available in a diopter range of -5 to -1 5 D. Tlie optic 
carrier is elliptical in shapc and has an overall length 
of 8.5 rnm with a slight anterior vault. One fixation 
(enclavation) arm nrechanisnl is located on each side 
of tlre two peripheral supports. 

Indications for Use 
AK'SISAN@ Phakic Intraocular I.erscs (IOLs) are 
indicated for: 
- the reduction or elimination of nyapia in adults 

with myopia ranging from -5 D tc -20 D witli lcss 
tliru~ or equal to 2.5 D of astigmatism at thc 
spcctaclc planc and svhosc eyes havc an anterior 
chanibcr dcpth greater than or equal to 3.2 
millinietcrs; and - paticnts with docunlentcd stabi'ity of manifest 
refraction for the prior 6 months, as dcnionslrn~cd 
by a spherical equivalent change of less than 
0.50 D. 

Contrrindications 
Tlrc ARTISAN@ Pliakic 101. is contraindicatcd in 
pill ients: 
- Who are less than 21 years old 

Witli an anterior chamber dcpth (/\CD) less t11an 
3.2 mni 

' Will1 :In abnorriral Iris, such as [)caked pupil or 
clcvated iris rnargic~ 

. Who arc pregnant and nursing 
U'llo do not mcct the n~inirnun- cndothclial cell 
density 

Endotl!elial Cell Density --7 
[ T ' ' - I - ~ l ~ ~ ~ n d ~ l h c l i ~  cell tlrns11.c 

'The table indicates the minimum cndothelial cell 
density (ECD) per age group a1 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 mrn or greater.) 11 sets 
minimum endothelial cell density criteria as a function 
of age that should result in at least 1000 celis/mm2 at 
75 years of age. The patient's ECD should be 
monitored periodically at the physician's discretion. 

Warnings 
I.  Do not resterilize this intraocular lens by any 

method. (See Returned Lens Policy.) 
2. Do no1 store lenses at temperatures over 45OC 

(1 13°F). 
3. Surgical difficultiei at the time of intraocular lens 

implantation, which might increase the potential 
for complications (e.g. pcrsistent bleeding, 
significant vitreous prolapse or loss). 

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

5.  'She long-tcrm effect to the corneal endothelial 
cclls has not been establislicd. 

6. 711c rzlationship bctween thc A I ~ T I S A N * P I I ~ ~ ~ ~  
IOL and h~turc lcns opacities and retinal 
dctachmcnt is undetermined. 

7. Thc effect of (hc ARTISAN@ Pllakic 10L on the 
future risk of glaucoma is unknown because its 
al'fcct? on the anterior chamber angle were not 
analyzcd in the clinical trial. Approximately 1% 
of the subjects had elevated eye pressure that 
required glaucoma medication. 

8. The long-term ctTcct to the corneal cndothelial 
cells has not been established. 

9. The occurrence of lcns opacities in the futuru is 
unknown. 

Precautions 
1 Prior to surgery, (he surgeon must providc 
prospcctivc patients with a copy of t t~c patient 
infor~nnlion brochure lor this prodtrct and inform thcse 
patients of the possihlc bcncfils and complications 
associated \\,ith the use ol'this tfcvice. 
2. A high Icvtl of s11rt;icnl skill and trainir~g specific 

to iris-fixateil IOLs is requirai Cor Itns 
i~iipI:intatio~~. 

3 .  One or mt~rc isitloto~iiicsiiridectontics should hc 
pes!'cir~ncd to rcducc risk o l p q ~ i l l a ~ y  block. 

4 .  tZ cohesivc lrigll rnolccular iveipht viscoclasric is 
rcco~iirnc~~~lcd L'or corncal ~riiiectiot~ :rnc! 
cornl,li.tc rcnioval is rccornmendctl lo rcducc tl lC 

chance of' post-op intraocul;!r. pressurc (101'1 
spikes. I,o\\: ~noiccular \rcighL r~ou-co!~csivc 
viscoclastics sf~o~rld not bc uscd. 

5. i'ntic~~ts with atiy ol'tlic follo\ving conditions rIIi1)' 

not bc sui(ablc c;lndidatcs rclr Illis i~~traocnlxr Icns 
I>cssl~hc tllc iclis rlia!. c~accrhi~tc an c\istitrp. 
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condition or may interfere with diagnosis or 
treatment of  a condition or  may pose an 
unreasonable risk to the patient's eyesight: 
a. Abnomality of the iris or ocular structure 

that would preclude fixation, such as 
aniddia, hemi-iridectomy, severe iris 
atrophy, coloboma, or micro~rhthalmos. 

b. Congenital bilateral cataracts. 
c. Recurrent anterior o r  posterior segment 

inflammation. 
d Patients in whom the intraocular lens may 

interfere with the ability to observe, 
diagnose or treat posterior segment diseases. 

e. Prcvious history of retinal dt:tachment. 
f. 
g. Patients with only one eye with potentially 

good vision. 
11. Glaucoma. 
i. Corneal endothelial dystroplty. 
j. Proliferative diabetic retinopathy. 

6. The long-term effects of intraocular lens 
implantation have not bm:n determined. 
Therefore, physicians should continue to monitor 
implant patients postoperatively on a regular 
basis. Annual exams are recomnlended. 

7. Elevated intraocular prcssure has been rcported 
occasionally in patients w h ~  received lens 
implants. The intraocular pressure of patients 
should be monitored postoperatively. 

8. Trauma is a risk factor for IOL dislocation. 
9. Visual acuity could bc diminished in situqtions 

whcre there is low lcvcl lighting. : 
10 Whcn pupil size is greater than optic size, there 

may be visual aberrations. 
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Pupillaty Block 0.0 (01662) 0.1 

'Four events due to i~deq~ate  sucgial fixation; one event due to 

Retinal Dclachment 
Surgical 
Reintervention 

blunt trauma 
bThere is no FDA Grid value for cumulaliw irilis 

Comparison should be made-to literature lor retinal detachment rat- 
for high myopes: 

- Retinal detachment ratcs increase with increasing myopia1 
7he risk of retinal detachment within one year of implantation 
of this device is 0.6*/0. The risk of retinal dctachment for high 
myopes following implantation is more than 10 limes the risk 
will~oul surgery. i.c.. greater than 10-fold the backgccund rale 
ofrelinal detachment for high myopcs (grcatcr Illan minus 3 
dioptcrs). 

- 5.0% in myopic eyes > 6 D2 
- 0 8% lo 7.5% in pseudopllakic eyes with high axial myopia' 

I 

0.6 (4!662)+ 

4.2 (21VG.52) 

I Ogawa. A u ~ d  Tanaka, M. The rclationsh~p betwccn rchctive 
errors and r c t i n ~ l  deracl~nicnt. Jpn J. Ophtl~almology 32:310. 

0.3 

0.8 

1988. ' Uello81c-Larkin G, Dellone CA. Relinal detachment. Available 
at h-icine com/eme~d1~picS04,htm. Acccsscd 
January 13,2004. 
' lacobi. F and Hessr~ncr, V. Prcudopl~akic rctinal denc11111ent 
in high axial ~r~yoyia ,  .I. Cat. Kcfract Surg 23.1095. 1997. 

Atlvcrsc Events and Com[rlications "Refractive proccdurcs include LASIK (L1117), AK (3117); I.KI 
A total of 662 subjects were evaluated in the clinical (2117)and PRK f l l l7) .  
trial to dctcrminc thc safety of the ARTISAN@ Phakic 
101.. Surgical reintervcntions (see table below) were not 

shown to have an impact on saict). or eficacy. 
The complications cxpericnced during ttle clinical trial 
of t l ~ c  /\R'I'ISAN" Plrakic IOL include (in order of 
frcqucncy): 1-lypl~ema (cumulative) (0.2%), retinal 
dclachment (cutnulative) (O.G%), IOL dislocation 
(0.8%) n~td  surgical rcirltcrvention (4.2%). No 
incidences o r  macular edc~na,  endophtt~alrnttis. 
hypopyon, or persistent corneal edcma were reported 
during Ihc study. 

Incidences of coniplicntions (co~np;trcd with the I.'I)A 
Grid for cntariict rstri~ction and posterior chamber IOI. 
i~nplantation) iind ~ n c i d e ~ ~ c e >  or surgical 
rcincrvcn\ions arc shoivn ill  tllc f'oll~~wirig ~ahle  

liuunm 
I'aricnr .4nxrefy 
Pfitiellienf No/ SotisJcd 
Ptrl~il /.urger than i.ens Oplic , -- 

!,ens Excl~angc 
I'trl~il Culcrrlufion Error 
I'tiprl Larxer fhun 1,ens Opric 

I .ens Reai~achn~ctrt 
7ioirmo 
Irrudcyri i~~~~ l.cris Fr.vnf~o_r! . 
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Otfier Comolications 
Eyes with brown irides were found to have Spherical Equivalence (Target Variance) 
significantly less pigment dispersion (15.3%) Distribution: 
compared to eyes with non-brown irides (25.2%). 
However, eyes with brown irides had similar rates of 
IOP spikes greater than 30 mmHg (5.2v4) compared to 
eyes with non-brown irides (3.9). 'The interaction Plano to +I- 0.5D 72.0% 7 1.7% 
&tween pigment dispersion and brown irides was 
found to be a significant predictor of lClP spikes. Eyes 
with brown irides and pigment dispersion had a Stabilihr of refraction 
statistically significantly (Fisher's Exact Test, ~ ~ 0 . 0 2 )  The refraction was stable, with 95.9% of patients 
higher rate of IOP spikes (1 1.7%) lhan eyes with achieving less than +I- 1.0 W of shift at 3 years. 
non-brown irides and pigment dispersion (3.1%). 

Clinical Study ResuIts 

The ARTISAN" Phakic 101, was r:valuated in a 
prosl~ective, nonrandomizcd study oi' 662 subjects, 
493 of which were followed for one year acid 232 
followed for three years. 

The 662 subject Cohort population in '.he clinical trial 
consisted of 64.5% females (4271662) and 35.5% 
males (2351662). 85.0% were Caucasian, 3.2% wcrc 
Black, 4.1 % were Hispanic and 6.2% were Asian. 
The mean age was 33.6 ycars. 

Visual Acuitv 
The posto crative results demonstrated thal the 
ARI'ISA T-4' Phakic 101, provides correction for high 
myopia. The visual acuities at one ancl three years arc 
described in the following tables: 

Sncllctt 
Wi~erc etnn&opia was ihc goal (+1-0.50D) and 
Prcop Best Corrected Visual Acuity (BSCVA) &.& 

3 yr 

88 

44.3% 

92.0% -- 
97.7?4 

2 3% 
P 

Endothelial Ccll Density 
'The analysis of  the change in endothelial cell (EC) 
density indicated tt~al the EC density remained 
rclativcly 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 (3 15 cyes), a pcrcent change from 
baselinc to thrcc years of -4.76% (SD=7.8%) was 
found. This result is consistent with cxpecicd normal 
cndothclial cell loss of 1.5% to 2.0% per year. No 
statistically significant differences in the percent 
change between consccutivc study intervals were 
found. Covariatc analyses including agc, anterior 
clinlnber dcptli, lens modcl, and IOP stlowed no 
signilicant correl:ilions 

Mcan BC density rcsulrs for a consisten1 cohort group 
of 57 eyes wit11 useable data available at postop visits 
arc shown in the following table: 

I BCD\'A=BcsI Corrected Distance Visu:rl 1 
Acuity, Snellcn - 

- . - . . . . . - . - 
N . .. 
2Ul20 or better ----. ....-. 95. IS$ 
20140 or bcltcr 100.0% 

20190 or hcttc:,,- -- 
\\.wx 1hii1t ?0!$0 0.0% 

-:z- I'hc a\,nllnhlc 3-yeilr data rrorli thc clillical study 
intlicaics a continual steady loss of cndotllcli;~l cclls 
oI' - 1.896 pcr vcnr :~ntl this ritlc I~ns nor hccn 
~.;~iihli~Ilcd as sak: I f  c~ldothclial ccll loss contirl~lc.; 
;iI thc rats of' 1.8% ycr year. 39Yn 01' pnticllts ;Irr 
csl)cctcd to l o w  50% of Ilieir cl~nlcnl cridotl~clial cell\ 
\ ~ ; r l l i l l  25 years of ilnplunta~ion. '1 hc Ionp-cc.~.~~~ ~l'iccr 
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on the cornea's health o f  a 50% loss io corneal 
endothelial cells is unknown. 

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

Ontical Visual S v m ~ t o r n s  
The following table shows thc postoperative outco~nes 
by proportion as compared to preoperative levels for 
glare, halos and starbursts, etc., stratified by tlic 
n~csopic pupil sizcs ~ncasurcd preopcratively. 

Oucstiorlniirc Kcspor~xs 

Syupto~n 

prcop to 
postop 

Glare 

I 1, G4.5 nim 1 70.4% 1 14.3% 1 15.3% ] 

1 7 % .- I 4.5 to 55 5 I I~I I I  I "3 .% t 19 2?iy] 
2 3  8% 

1- -- ' 5 . 5  ttiln 72.1% .b19~w JI".;I ,- 

'412 st~h~cets cl~lnnlc~ed \lie nuc:itionnairc. data ~~.cscntod for thorc 
~t~l)jccls 11131 ilnstvercd e~l:l~r!irne syn~p~~nt qntsrions: pup11 sire 
ploulls 2 4 . 5  lllln (11=99). :.4 5 to 5.5 Inm (n 17'). 's? 5 t r l t l l  

(n 101) ' Skar~stically algt~tlical~r (Wch'e~lt.lr's Tcsl) foi tl~t,sc sebjccrs 
rc[nlrIlng e cll;lnl!c 111 s~.it1plo111 ozcttneslce [!~c<~~~ctal~\~cIy 10 
~x~slopcnlll\~~ly 

f id~ l i l ik~ ;1!781~cmc I)a[a Includj.n~ a!li~tcral Eves 
'I'l~i: ii)llowillg ti~blc sualilics thc prcdictahili~!. of 
irlrc~rdcd rcli.aclio~l for 2 0.5 nttd t 1.0 C) by lens 
j ~ i t w r  IIhr a11 cycs i l ~ l p l i l ~ ~ t ~ d  ((~h:! S ~ I ~ ~ C C ~ S .  ,178 
l~il;~~cr-:rIly it11pIi1111~:cl) 

1-5 Day 
2-3 Wcck 

4-8 Wcck 

l Year 

2 Ycar 

-5 lo -7 

3 Ycar 

l Ycar 
s-7 to -I0 1 Dioptcrs I 

I 1 3 Year 

.-I0 to -15 
Dioplers Year 

Dioprers 2 Year 
3 Ycar 

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

1)ircctions For Usc 
1 .  Cllcck rhc labcl on the lens ~>;lckngc for propcr 

lclrs rlloticl, dioplric powcr, and cspirntion dutc. 
2. Inspcct ilic blister pack. I'nsuru that il is not 

daniagcd. 
3. Tap lightly or1 the lid bsforc r lpc~ l i t l~  111c lens 

coclrnincr. 
4. L\!l~ilc keeping tllc cot~l :~t~~t:r  111 ;I l ~ i ) r i ~ . o ~ ~ t i ~ l  

[lostlrntl. Lrnscrzw Ihc cap ;illd lill 11. 

Lens 
Croup 

All Dioprer 

-5 10 -7 
Dioprers 

, .  

>-7 10-10 
D~optcrs 

>-10 10-15 
Dlolncrs 

> - I . (  
L)rolirci?. 

Plano 10:- 

I4 Day 

2-3 Week 
4-8 Week 
4.G Montll 

7-1 I Man111 
l Year 
2 Y car 

3 Year - 
I Ycar 

Yeur 

p- .3 Year 
I Year 

? 

3 Year -- 
I Year 
2 Ye.v 
3 Yeu ----- 
I Year 

? Year 

3 Ycar -.- 
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5. Grasp the lens gently with forceps. threatening complications involving OPHTEC 
6. Examine the lens carefully under the microscope intraocular lenses. National: (561) 989-8767. 

for damage or particulate matter. 
7. Rinsing the IOL with sterile balanced salt How Supplied 

solution will remove the electtostalic charge. 1Ke IOL is supplied sterile and dry in a lens container, 
which is sealed in a blister pack and placed in a box 

NOTE: The IOL can become electrostatically charged together with the identifying labels. 
and may stick to the lid of the lens contiliner. The lens 
should be carefully examined to ensur: that particles Expiration Date 
have not been attracted to it. Sterility is guaranteed unless the sterile pouch is 

damaged or opened. In  addition, there is a sterility 
Calculation of Lens Power expiration date that is clearly ind~cated on the outside 
The physician should determine preoperatively the of the shelf-pack. The lens should not be used after 
power of the lens to be implanted. the indicated date. 

[,ens power calculation methods are described in the 
following reference: Returned Lens Policy 

van der Heijdc, G.L., Some opt cal aspects or The lens may bc returned to the manufacturer for 
rmplantation of an IOL in a myopic eye, credit within 30 days of purchase. After 30 days it can 
Europea~i Journal ,of Implant Re f r~ t ive  Surgery, be replaced or exchanged at no charge if not opened or 
Vol 1, Dec 1989, pgs 245-248 damaged 

Physicians requiring additional infom~ation on letis 
power calculation should contact OPHI'EC. 

Patient Rcgistration Instructions and Reporting 
Registration 
Each patient who receives an ARTISA:~" Phakic IOL 
must he registered with OPHTEC at the time of lens 
implimtation. Registration is accomplished by 
completing ttlc Implant Registration Card that is 
enclosed in the lens package and mailing i j  to 
Ol'H'TEC. Paticnt registration is essential for 
OPHTEC's long-tcrm patient follow-up program and 
will assist OPI.IT6C in respondin;; to Adverse 
Reaction Reports andlor polcntially sight-ttircatcning 
complicationr. 

An Implant Identification Card is supplied in the lens 
pack:igc. This card should be given to ;lie patient wit11 
instrllctions to keep i t  as a permanen: rccord of tlrc 
irnpli~nt and lo dlow t l~e  card to any eye carc 
practitioner sccri in the Rilure. 

Reporting 
Adverse Rciictions nndlor potentially sight-threatening 
complications that may reasonably be regarded as lens 
rclatcd and tlrat were not previously expected in nature. 
scvevity or dcgrec of incidence si~ould be reported to 
01'11'1-EC immediately but no later tharl 10 days aftcr 
occurrcncc. 'I'his information is being rcqucstcd from 
all srrrgcons in order to docurncnt potential long-term 
effects o f  inllaocul;ir lcns impliintation, especially in 
youngr pnticnts. 

I'l~ysicisns must report thcsc events ill osdcr to ;lid il l  

itlcrtti&ing cmcsging or potential ,roblelns wit11 
.A117'l~.A~" I'llakic 10L.s. l'hesc prc~blcrns ruay bc 
cclittcd to il spccitic lot 01' Icnscs or n>ily hr: indiciilivc 
of' long-ter~n problc:~t~c :tswciatcd with thest Ic:iscs or 
\Villi I 0 1  .s I l l  gcr1es:il. 

DISTRIBUTED BY: 

OPHTEC USA, Inc. 
6421 Congress Avenue, Suite 1 12 
Boca Raton. FL 33487 
(561) 989-8767 

OPHTEC BV 
Schweitzerlaan 15 
9728 NR Groningen 
The Netherlands 




