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Treatment Design:Treatment Design:
CustomVue LASIK MonovisionCustomVue LASIK Monovision

•• Presbyopic patients with myopiaPresbyopic patients with myopia
–– Dominant eye targeted for emmetropiaDominant eye targeted for emmetropia
–– NonNon--dominant eye underdominant eye under--correctedcorrected

•• Targeted up to Targeted up to --2.0 D myopia to provide 2.0 D myopia to provide 
near vision near vision 

•• Monovision acceptance evaluated Monovision acceptance evaluated 
preoperatively with contact lens trial preoperatively with contact lens trial 

CustomVue LASIK MonovisionCustomVue LASIK Monovision
Inclusion CriteriaInclusion Criteria

•• M/F, any race, >40 years old at preopM/F, any race, >40 years old at preop
•• BSCVA of BSCVA of ≥≥20/20 in both eyes20/20 in both eyes
•• ≤ ≤ --6.0D MRSE with astigmatism ≤ 6.0D MRSE with astigmatism ≤ --3.0D3.0D
•• NonNon--dominant eyedominant eye

–– PrePre--op myopia at least as great as targeted postop myopia at least as great as targeted post--op myopiaop myopia
–– Planned laser treatment ≤ 0.75D MRSEPlanned laser treatment ≤ 0.75D MRSE
–– May not require treatmentMay not require treatment

•• Preop Refractive stability within Preop Refractive stability within ±±0.50D0.50D
•• WaveScan pupil measurement >5.0mm in dim lightWaveScan pupil measurement >5.0mm in dim light

CustomVue LASIK MonovisionCustomVue LASIK Monovision
Exclusion CriteriaExclusion Criteria

•• Intolerance to monovision correctionIntolerance to monovision correction
•• Concurrent use of medications which impair healingConcurrent use of medications which impair healing

-- topical /systemic steroids, antimetabolites, isotretinoin, amiodarone HCltopical /systemic steroids, antimetabolites, isotretinoin, amiodarone HCl

•• Systemic diseaseSystemic disease
Diabetes collagen vascular disease autoimmune disease endocrineDiabetes collagen vascular disease autoimmune disease endocrine-- Diabetes, collagen vascular disease, autoimmune disease, endocrine Diabetes, collagen vascular disease, autoimmune disease, endocrine 
disorders, immunodeficiency, lupus, rheumatoid arthritisdisorders, immunodeficiency, lupus, rheumatoid arthritis

•• Ocular diseaseOcular disease
-- Prior surgery, active ophthalmic disease, dry eye, atopic disease, IOP Prior surgery, active ophthalmic disease, dry eye, atopic disease, IOP 

> 21mm Hg, abnormal topography, corneal irregularity> 21mm Hg, abnormal topography, corneal irregularity

•• Pregnant, nursing, intent to become pregnantPregnant, nursing, intent to become pregnant
•• Participating in any other clinical trialParticipating in any other clinical trial

Surgical Targets & ParametersSurgical Targets & Parameters

•• Physician Nomogram Used Physician Nomogram Used 
•• 6 mm minimum optical zone6 mm minimum optical zone
•• 8 mm ablation zone8 mm ablation zone
•• Intralase, Hansatome, and Intralase, Hansatome, and , ,, ,

Amadeus keratomes usedAmadeus keratomes used
•• Iris Registration released during Iris Registration released during 

study enrollment periodstudy enrollment period
–– About 1/3 of eyes treated with IRAbout 1/3 of eyes treated with IR
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Cohort Description Cohort Description 

•• 296 eyes of 160 patients treated296 eyes of 160 patients treated
–– 24 fellow eyes did not require laser treatment24 fellow eyes did not require laser treatment

•• Mean Age: 50 Mean Age: 50 ±± 5 years (40 to 65 years)5 years (40 to 65 years)
•• Gender: 35% male 65% femaleGender: 35% male 65% female•• Gender: 35% male, 65% femaleGender: 35% male, 65% female
•• PrePre--Operative Refractive Error (MRSE)Operative Refractive Error (MRSE)

–– Dominant Eyes:   Dominant Eyes:   --3.82 3.82 ±± 1.25 D 1.25 D 
–– NonNon--dominant Eyes: dominant Eyes: --4.15 4.15 ±± 1.05 D1.05 D

Binocular UCVA:Binocular UCVA:
Distance at 4 metersDistance at 4 meters

At 12M: 93% were 20/20 or better distance UCVA.At 12M: 93% were 20/20 or better distance UCVA.
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Binocular UCVA:Binocular UCVA:
Intermediate at 60 cmIntermediate at 60 cm

At 12M: 87% were 20/20 or better intermediate UCVA.At 12M: 87% were 20/20 or better intermediate UCVA.
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Binocular UCVA:Binocular UCVA:
Near at 40 cmNear at 40 cm

At 12M: 92% were 20/20 or better near UCVA.At 12M: 92% were 20/20 or better near UCVA.
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Satisfaction with Monovision Satisfaction with Monovision 

Yes, 98%
80%

100%

At 12M: 98% of subjects would, if given the opportunity, elect At 12M: 98% of subjects would, if given the opportunity, elect 
to have CustomVue LASIK Monovision treatment again.to have CustomVue LASIK Monovision treatment again.
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At 12M: 91% of subjects had a reduction in need for spectacles.At 12M: 91% of subjects had a reduction in need for spectacles.
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Refractive Stability Refractive Stability 
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Distance Vision at NightDistance Vision at Night
(Pre(Pre--Op BSCVA to 12M PostOp BSCVA to 12M Post--Op UCVA)Op UCVA)
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Near Vision (sustained)Near Vision (sustained)
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Depth PerceptionDepth Perception
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GlareGlare
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Analyses of SafetyAnalyses of Safety

•• No eye lost > 2 lines  BSCVA at No eye lost > 2 lines  BSCVA at 
distance or near distance or near 

•• Adverse EventsAdverse Events
DLK (n=12)DLK (n=12)–– DLK (n=12)DLK (n=12)
•• 11 prior to the 1 month exam11 prior to the 1 month exam
•• 1 at 9 months1 at 9 months

–– IOP (n=2)IOP (n=2)
–– Corneal infiltrate (n=1) Corneal infiltrate (n=1) 

RetreatmentsRetreatments

•• 8 eyes of 7 subjects (2%) had 8 eyes of 7 subjects (2%) had 
wavefrontwavefront--guided retreatment guided retreatment 
–– 7 dominant eyes were retreated to 7 dominant eyes were retreated to 

i di t i ii di t i iimprove distance visionimprove distance vision
–– 1 non1 non--dominant eye was retreated dominant eye was retreated 

to improve near visionto improve near vision

Summary of 12 Month ResultsSummary of 12 Month Results
•• UCDVAUCDVA

93%93% of subjects 20/20 or betterof subjects 20/20 or better
6969%% were 20/16 or betterwere 20/16 or better

•• UCNVAUCNVA
92%92% of subjects 20/20 or betterof subjects 20/20 or better92%92% of subjects 20/20 or betterof subjects 20/20 or better
4444%% were 20/16 or betterwere 20/16 or better

•• UCDVA and UCNVAUCDVA and UCNVA
86%86% of subjects achieved of subjects achieved bothboth with 20/20 or betterwith 20/20 or better

•• 98%98% of subjects would elect to undergo monovision LASIK of subjects would elect to undergo monovision LASIK 
treatment againtreatment again

•• No eye lost more than 2 lines of BSCVANo eye lost more than 2 lines of BSCVA

Thank YouThank YouThank YouThank You


