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

Description 
OPHTEC's ARTISAN@ Phakic lntraocular Lenses 
(IOLs) are single-piece lenses manufactured from 
Pcrspex CQ UV ultraviolet ii&t 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 :;troma by two 
iridoplastic bridges with enclavation mechanisms. 
The optic portion of the lens is availa'ole in a 5.0 mm 
or 6.0 rnm diameter, with a convex-concave 
conliguration. The 5.0 rnrn lens is available in a 
diopter range of -5 to -20 D. The 6.0 mm lens is 
available in a dioptcr range of -5 to -1 5 D. The optic 
carrier is elliptical in shapc and has an overall lengtft 
of 8.5 mm with a slight anterior vauit. One fixation 
(enclavation) arm ruechanisnl is locared on each side 
of the two peripheral supports. 

Indications for Use 
~\K'I'ISAN@ Phakic lntraocular 1.erscs (IOLs) are 
indicated for: - the reduction or elimination of nyopia in adults 

with myopia ranging from -5 D tc -20 D witli lcss 
than or cqual to 2.5 D of astigrnatikn at the 
spcctaclc plane and whosc eyes have an antcrior 
charnbcr depth grcaler than or cqual to 3.2 
millimelers; and - patients with docunientcd stabi ity of manifest 
refraction for the prior 6 months, as dcn>onslrated 
by a spherical cquivalcnt chanse of less than 
0.50 D. 

Contraindications 
Tlic ARTISAN' Phakic 101. is contraindicated in 
pat ierits: 

Who are less than 2 l years old 
With an anterior chamber dcpth (ACD) less than 
3.2 mm 

' Wiflr an abrlorriral Iris, such as pcaked pupil or 
clcvated iris margin 

. Wlto arc pregnant atid nursing 
' U'ho do not nlcct the n~inirntrrr e~~dolhclial cell 

density 

3 I 7 5  cells/nnn' 

The table indicates the minimum endothelial cell 
density (ECD) per age group at tinle 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 endothtlial 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 not store lenses at temperatures over 45°C 

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

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

4. The effectiveness of ultraviole~ light absorbing 
lenses in reducing thc incidence of retinal 
disorders has not been established. 

5. The long-terrn effect to the corneal endothelial 
cells has not been established. 

6. The relationship between the ~ 1 1 ~ 1 ~ ~ N @ ~ h a k i c  
IOL and future lens opacities and retinal 
detachment is undetermined. 

7. Thc effect of (hc ARTISAN@ Phakic 10L on the 
future risk of glaucoma is unknown because its 
affects on the antcrior charnbcr angle were not 
analyzcd in the clinical trial. Approximately 1% 
of the subjects had elevated eye pressure that 
required glaucomn medication. 

8. The long-term ctTect to ~ h c  corneal cndothelial 
cells has not been established. 

9. The occumcnce of Icns opacities in the ruturc is 
unknown. 

Precautions 
1 Prior to surgery, thc surgeon must providc 
prospective palicnts with a copy of ttlc patienl 
inromlation brochure lor this product and inform these 
patients of thc possible bcnefits and complications 
associatrd with the usc oithis dcvice. 
2. A high lcvcl of surgical skill and trainirtp specific 

lo iris-fixated IOl,s is rcquircd for Icns 
icnplantation. 

3 .  011c or morc iritlotornics/iridectoniics should hc 
pcrli~rn~ed to rcducc risk or pupitla~y block. 

(I. A cohesivc high molecular weight viscoclastic is 
rzcon~r~kcr~ded L'or corncnl ~,rotec.tioll anti 
co1uliletc remo\~al is rcconirnc~idctl to rcducc tllc 
chi~nzc 01' post-oli ~n~raocul;ls prcssurc (101' )  
spikes. I,ort tnc~icctrlnr ~vciplrt IIT)I)-CO)ICS~\,C 

\~iscoclaslics sf~ould [lor hc usctl. 
5.  I'alicnts wit11 any ol' the follo\ring conditions IIIi1y 

riot bc suitahlc c;utdidatcs h r  (his  intraoc~rlnr lcris 
I > C C : I I I > ~  tlw lc~is III:\!. ch:lccr\1ii1c 211 c\istit)p. 
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condition or may interfere wit1.r diagnosis Or 
treatment of a condition or may pose an 
unreasonable risk to the patient's eyesight: 
a. Ab~lormality of the iris or oeular.structure 

thac 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 iens may 

interfere with the abilil.7 to observe, 
diagnose or treat posterior segment diseases. 

e. Prcvious history of rctinal detachment. 
r. 
g. Patients with only one cye with potentially 

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

6. The long-term effects of intraocular lcns 
implantation have not ba:n determined. 
Therefore, physicians should colrtinue to monitor 
implant patients postoperatively on a regular 
basis. Annual exams are recornn~ended. 

7. Elevatud intraocular prcssure has been reported 
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 

where there is low level lighting. : 
10. Whcn pupil size is greater than optic size, there 

may be visual aberrations. 

Atlvcrsc Events and Complications 
A total of 662 subjccts were evaluated in the clinical 
trial to detcrnminc thc safety of the ARTISAN@ Phakic 
IOL. 

The complications cxperienced during thq clinical trial 
of tlmc ARTISAN@ Phakic 1 0 L  include (in order of 
frequency): 1-lyphema (cumulative) (0.2%), relinal 
detachment (culnulative) (0.6%). IOL dislocation 
(0.8%) and surgical rcintervention (4.2%). No 
incidences of nwcular edema, end~~htl~alnl i t is .  
hypopyon, or persistent corncal edc.rna were reportcd 
during thc study. 

Incidctlccs of wniplications (compared with thc I:l.)A 
Grid for cntaritct crct~iction and posterior chamber 101, 
irnplantntion) and incidc~tcc> of surgical 
rc:itrcrvcntions arc shotvn in the tblic)wing table. 

blunt muma 
my here is no FDA Grid due for cumulatiw iritis 
t Comparison should be madcto lituarure lor retinal detachment rates 
for high my-: - Retinal dctachmcnt ratos incrcasc with increasing myopia1 

The risk of retinal delachmu~t within one year of irnplmtadon 
of this dcvice is 0.6%. Tllc risk of retinal detachment for high 
myopa following implantation is more than 10 times the risk 
without surgery, i.e.. greater than 10-fold lllc background rate 
of rctinal detachment b ~ r  high myopcs (grcatcr than minus 3 
dioptcrs). 

- 5.0% is myopic eyes > 6 0' 
- 0 8% to 7.5% in pseudopl~dtic eyes with high axial myopia' 

I Ogawa, A urd TanaLa. M. The rclalionship bctwccn rcfractivc 
cnors and retinal de~acllnicnl, Jpn J. Ophtl~almology 32:310; 
1988. ' Deilonc-Larkin G, Dellone CA. Retinal detachment. Available 
at htt~:l/www.cmedicine,~0m/emer~1opi~504.htrn. Acccsxd 
January 13,2004. 
' Jacobi. F and Hesscmcr, V. Pscudophakic retinal dctac111ncn~ 
in high axial lllyopia, .I. Cat. Rchact Surg 23.1095, 1997. 

**KcTractive proccdurcs i n c l u b .  LASlK (11117); AK (3117): 1.HI 
(2117) and PRK (1117). 

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

________.PLI 

Advcrsc Event -- 
l rns Expiant 

tligh Myopia/Agc Related Cntrrrncr 
hrjlan~n~atory Respottse 
liuunm 
Parienr .4nxrev 
Parien~ Not Sarisjied 
Pul~il lnrgcr lhan ixns Optic -- 

1,cns Excliangc 
Ptq~iI Ca/cr~/u/ion L ~ r o r  
/'up11 Larger ltrurr /.ens O/)ric 
Inudeqrtu~e Lens F~.ru/ron .- -- 

I-ms Reartachntctrl 
Trarrrtro 
/~tu~~.qriutc I.ctts Fr.mtron 

Kctinol Kcptl~r 
Rclrrrrrl Dtsrrrclt~n,!rrr - , .. 

,- 
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W r  Complications 
Eyes with brown irides were found to have 
significantly less pigment dispersion (15.3%) 
compared to eyes with non-brown irides (25.2%). 
I.(owever, 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 lOP spikes. Eyes 
with brown irides and pigment dispersion had a Stabilitv 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%) than eyes with achieving less than +I- 1.0 D of shift at 3 years. 
non-brown irides and pigment dispersion (3.1%). 

Clinical Study Results 

The ARTISAN@ Phakic IOL was evaluated in a 
prosl)eetive, nonrandomized study 01' 662 subjects, 
493 of which were followed for one. year and 232 
followed for three years. 

The 662 subject Cohorl population in :he clinical trial 
consisted of 64.5% females (427/662) and 35.5% 
nlales (2351662). 85.0% were Caucasian, 3.2% werc 
Black, 4.1 9; were Hispanic and 6.2% were Asian. Endothelial Cell Density 
The mean age was 39.6 years. 'rhe analysis of the change in endothelial cell (EC) 

density indicated thal the EC density remained 
Visual Acuitv relatively constant over thc three-year study pcriod in 
The posto erative results demonstl-ated that the relation to normal endothelial cell loss. 
AR11SAdPhakic IOL providu correction for high 
myopia. The visual acuities at one and three years are An endothelial cell density substudy was pcrformcd 
described in the following tables: using a single reading center to minimize standard 

deviations inherent in this test method. For this subset 
of 21 5 subjects (3 15 cyes), a pcrcent change from 
baseline to three ycars of -1.76% (SD=7.8%) was 
found. I'his result is consistent with expcctcd normal 
cndothclial cell Loss of 1.5% to 2.0% per year. No 
statistically significant differences in tile percent 
change between consccutive study intervals were 
found. Covariatc analyses including agc, anterior 
chamber depth, lens modcl, and 1OP showed no 
significant correlations. 

Mean EC density resulls for a consisteni cohort group 
of 57 eyes with useable data available at postop visits 
arc shown in the following table: 

- - . . . . - . - 
-. .. . . . . - - - 

'I'hc a\,ailahlc 3-year data front ths clinicnl scud\: 
intlicaics a continual sceady loss of cndotl~cliul cells I'rc:diclaliilitv of'reliacticlri 
oI' -1.8% pcr ycar and this ratc Iias not been 'I'llc rcr~ictitrn wns prcdictnblc. \vith 9 1.5%, o f  paliznts cstahlishrd as safe If cndothcli;il cell loss contir~i~ci 

;~cllicvit~g :+ 1.1) I )  li.on1 larcct at tllc one-year nt the ratc ol' 1.8% pcr ycar. 39% of  pntie~lts arc 
csaniini~lion. c.;occlcd to lose 50% of tlicir conlcal cndotl~clial cell5 
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on t h e  cornea's health of a 50% loss in corneal 
endothelial  ce l l s  i s  unknotvn. 

The following table shows the predicted endothelial 
ce l l  loss for t h e  estimated proportion of patients based 
on percent loss and time from implantation. 
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Optical  Visual S y m p t o m s  

The following table s h o w s  the postoperative outcolnes 

b y  proportion as compared  t o  preopei.ativc levels for 
glnrc, halos and starbursts, etc., stratitied by  thc  

niesopic pupil  sizes ~ncasured preoperatively. 

Optical 
Visual 
Syaprom 

Pupil Size 

' 
1037 

1070 

1086 

996 

878 

840 

604 

376 

:Z7 

14 

18 

161 

109 

69 

543 

388 

235 

I 

93 

54 

Lens 
~ r o u p  

Dt!$a 
powen 

-5 to -7 
~i~~~~~ 

>-7 to -10 
~i~~~~ 

>-lo to -15 
Diaplers 

.-IS 
Diopters 

in symptoms 

Exam 
lntervrl 

1-6 Day 

2-3 Week 

4-8 Wcck 

46MonLh 

7-11 Month 

l Year 

2 Year 
3 Year 
l Year 

2 Year 
3Ycar 

l Year 

2 Year 
3 Year 

1 Year 
2 Year . 
3 Year 

l Year 

2 Year 

3 Year 

Tarnet 

i Z O D  

92.8% 

96.4% 

96.8% 

98.6% 

984% 

98.6% 

98.7% 

98.4% 

IOO.O% 

100.0% 

100.0% 

99.4% 

100.0% 

100.0% 

98.5% 

98.5% 

97.9% 

97.2% 

97.8% 

98.1% 

MRSE ' 
1 

f0 .5D 

58.0% 

67.1% 

70.2% 

74.8% 

76.1% 

73.6% 

72.0% 

69.9% 

77.8% 

85.7% 

55.6% 

73.3% 

68.8% 

73.9% 

76.1% 

74.2% 

69.8% 

60.6% 

64.5% 

70.1% 

*.I I? s<rhjects c~lmplcted Ihc que:;lionnairc. dals p~,cscnrcd for those 
saldccls 11131 answercd rigl~tli~ne syniploni qat slions. pupil sizc 
pol~ps :1.5 111111 (11=99). 24 5 10 5.5 Inm (n I??). ' ' 5  5 IIIIII 

(11 101). ' Stal~sllcally s~gl~dican~ (AlcNel~ai~r's Tesl) f i r  111t1sc st~bjccts 
rcjxlri~ng ;I cll;lnl!c I I I  sylnptnla occnwenec [!tc~~(~c~ati~~cIy to 
pt'slllpcr;lll\~cl(. 

vs  lateaded 

i l . O D  

84.4% 

93.9% 

93 6% 

95.5% 

94.5% 

95.0% 

94.0% 

94.7% 

100.0% 

100.OO/. 

100.0% 

93.8% 

94.5% 

94.2% 

95.6% 

95.1% 

94.0% 

92.7% 

88.2% 

96.3% 

Ad!!i~i~{!l:)u(co~i~c I)a[a 1 r l c ~ i . n ~  nl:~li~tcra~l Eves 
'I'l~c h) l lowir~g 11;t11lc srratilics the ~)rcdictahilir!: ol' 
irlrcl~dcd rclinclion for + 0 . 5  and + 1.0 C) b!; ICI IS  
1 ~ 1 \ \ e r  lbr all c y c s  inlplitnlcd ((I(>:! s t~ l i jcc~s .  478 
liil;l:cl.;~lly in i l ) l i l~~~c 'd)  

1)ircctions F o r  Usc 
I .  C t ~ c c k  rhc  lahcl on the lens p i c k a g s  for proprr  

lel~s r ~ ~ o d c l ,  dioplric powsr,  and  cspiralion dale. 

2. Irispcct (hc  hlislrr  pack. I'nsurc Ihar it is no1 
d a n l a ~ c d .  

3. T a p  l ishtly o n  (he lid hcforc ~ i l ~ c n i n g  ~ l i c  Icns 
c o n ~ n i n c r .  

:I. LVl~ilc keeping 111c c o t ~ l : i i ~ ~ ~ : r  iri ;I lliiri?.o~~I;~l 
posit ior~.  w s c r s w  I I I C  cap allti lill i t .  

The following table shows the  UCVA by lens power 

for all e y e s  implanted that  were  targeted for 
emmetropia.  

20140 or 
Bcllcr 

54.4% 

70.3% 

81.5% 

897% 

90.6% 

92.3% 

90.8% 

88.0% 

IWO% 

85.7% 

75.0% 

933% 

98 3% 

96 9% 

93 1% 

89.7% 

85.8% --- 
86 3% 

84 3% 

9I.O0/? - 

Lens 
Group 

All Dioplcr 
pow,, 

-5 to -7 
Diopters 

.-- 
>-7 10 -10 
Didpters 

>-to 10 - 1  5 
Diolwcrs 

>.I5 
VIO~ICIS 

N 

720 

686 

687 

623 

556 

521 

379 

225 

11 

7 

8 

90 

GO 

32 

347 

252 

14R 

73 

b0 

7 

Plano to: 

14Day 

2-3 Week 

4-8 Week 

4-6 Monll~ 

7-1 1 Montl~ 

1 Year 

2 Year 

3 Year 
l Year 

3 Ycar 
I Year 

* Year 

3 Year 

I Year 

3 Ye;u -- 
I Year 
2 Ycsr 

3 Year -.- 

lORO or 
Hettcr 

13.1% 

18.8% 

26 5% 

350% 

39 6% 

39.9% 

36.9% 

35.6% 

455% 

0.0% 

O.OO/O 

511% 

50.0% 

50 O X  

38.9% 

30.9% 

36.5% -. 
:30 1% 

?X  1% 

0 
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5. Grasp the lens gently with forceps. tllreatening 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 electrostalic charge. The IOL is supplied sterile and dry in n lens container, 
which is sealed in a blister pack and placed in a box 

NOTE: The 10L can become electrostatically charged together with the identifying labels. 
and may stick to the lid of the lens contiliner. The lcns 
should be carefully examincd to ensure that particles Expiration Date 
have not been attracted to it. Sterility is guaranteed unless the sterile pouch is 

damaged or opened. I11 addition, there is a sterility 
Calculation of Lens Power expiration date that is clearly indicated 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. 

Laens power calculation methods are described in the 
following reference: Returned Lens Policy 

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

Phys~cians requiring additional infomlation on lens 
power calculation should contact OPHI'EC. 

Patient Registration Instructions and Reporting 
Registration 
Each patient who receives an AKTISA:V@ Phakic IOL 
must be registered with OPHTEC at the time of lens 
implimtation. Registration is accomplished by 
completing the Implant Regis~ration Card hat is 
enclosed in the lens package and mailing ij to 
OPHTEC. Patient registration is essential for 
OPHTEC's long-term patient follow-up program and 
will assist OPI-ITEC in responding to Adverse 
Reaction Reports and/or potentially sight-thrcatcning 
complicalion!:. 

An lrnplant Identification Card is supplied in the lens 
package. This card should be given to :.he patient with 
instr~~ctions to keep it as a pcrmanen: rccord of ct~e 
irnplitnt and to show the card to any epc care 
practitioner seen in thc firturc. 

Reporting 
Adverse Reactions and/or potentially sight-tlrreatening 
complications that may reasorlably bc rcgarded as lcns 
rclatcd and tl1at were not previously ex~tccted in nature. 
scverity or dcgrcc of incidence sl~ould be reported to 
01'1I.SEC immediately but no later tllan 10 days aftcr 
occurrence. This information is bcing rcquestcd from 
all surgeons In order t i )  docurucnt potential long-tern1 
effects Of' in1r;toc~h;lr lens implantation, especially in 
yourlgcr patients. 

I'hysicians must report thcsc events in ordcr to aid in 
idcntilj!ing cmcsging or potential .~roblelns with 
ARI'ISAN* I>hakic I0L.s. These problems [nay bc 
rcl;~lcd to specilic lo1 of' Icnscs or rnily he indicative 
ol' lo~~g-term ~iroblc~lls associated with thcsc Icnscs or 
ivillt 101,s 1 1 1  gencr;iI. 

I'hysicinns sl~oultl usc ~hc. fhlloi\:~ng n~rr~~bcr  tvl1cr1 
rcpot-1111: arl\.crSc ri.acliorls or polc11ti;rlly siglll 

DISTRIBUTED BY: 

OPHTEC USA, Inc. 
6421 Congress Avenue, Suite 112 
Boca Raton. FL 33487 
(561) 989-8767 

MANUFACTURED BY': 

OPHTEC BV 
Schweitzcrlaan 15 
9728 NR Groningen 
'I'he Netherlands 




