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Disclosure
• No financial interest any medical devices
• Nonprofit refractive surgery patient advocacy

– Funded through certification fees
• Provide surgeon certification
• Distribute objective patient information
• 50 Tough Questions For Your Lasik Doctor
• Opinions expressed are those of the presenter 

and not necessarily of USAEyes, its governing 
board, financial supporters, or those who have 
been certified by the organization
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Quality of life has always been the 
yardstick by which Lasik patients 

have measured failure or success.

• Not Snellen 20/20
• Not Refraction
• Not any other objective measurement
• Always how Lasik affects a patient’s life
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Procedure and Device Evaluation

• Chart data viable, but limited
• Move from doctor’s chart to patient’s 

opinion
• Research found three factors on which all 

success or failure of Lasik is based...

USAEyes® Competence Opinion Relative to ExpectationTM Vision Correction Surgery Patient Survey
US Food & Drug Administration, Ophthalmic Devices Panel, April 25, 2008
Copyright © 2008 Council for Refractive Surgery Quality Assurance



USAEyes® Competence Opinion Relative to ExpectationTM Vision Correction Surgery Patient Survey
US Food & Drug Administration, Ophthalmic Devices Panel, April 25, 2008
Copyright © 2008 Council for Refractive Surgery Quality Assurance

Procedure and Device Evaluation

• Expectations
– Fully informed

• Expectations
– Must be reasonable

• Expectations
– Realized through surgery
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Are Patients Getting
What They Expect

From Lasik & Their Doctor?
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USAEyes CORE Survey

• Competence Opinion Relative to 
Expectation (CORE)

• Structured with “As Expected” as baseline
– Much better than expected
– Better than expected
– As Expected
– Worse than expected
– Much worse than expected
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USAEyes CORE Survey
• Multi-Center

– Current 6 surgeons, intent to expand
• Retrospective patient opinion survey
• Patients

– Consecutive
– All types of refractive procedures

(Laser, Lens, Mechanical)
– Six months postop 

• Mailed hard copy surveys
• Responses mailed directly to USAEyes
• Patient anoniminity



USAEyes® Competence Opinion Relative to ExpectationTM Vision Correction Surgery Patient Survey
US Food & Drug Administration, Ophthalmic Devices Panel, April 25, 2008
Copyright © 2008 Council for Refractive Surgery Quality Assurance

USAEyes CORE Survey

• Mailed 1,800 surveys
– 300 refractive surgery patients per surgeon
– March 18 through April 16, 2008

• Received 553 responses as of April 20
– 31% response rate
– First surgeon distribution 38% response
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USAEyes CORE Survey

• Excluded patients who reported
– Less than 6 months postop
– Prior ocular surgery
– Non-laser procedures (lens & mechanical)

• Eligible 462
– 26% eligible response rate
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USAEyes CORE Survey

• Preliminary Data
– Still receiving survey responses
– Less than one week from last distribution 
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USAEyes® CORETM Vision Correction Surgery Patient Survey



0

10

20

30

40

50

60

70

80

90

100

9.0%
1.3%

7.7%

82.0%

Nearsighted (Myopic)

Farsighted (Hyperopic)

Neither

Not sure

Preop Refractive Error

USAEyes® CORETM Vision Correction Surgery Patient Survey

USAEyes® Competence Opinion Relative to ExpectationTM Vision Correction Surgery Patient Survey
US Food & Drug Administration, Ophthalmic Devices Panel, April 25, 2008
Copyright © 2008 Council for Refractive Surgery Quality Assurance



0

10

20

30

40

50

60

70

80

90

100

8.3%

33.7%

58.0%

Yes No Not sure

Preop Astigmatism

USAEyes® CORETM Vision Correction Surgery Patient Survey

USAEyes® Competence Opinion Relative to ExpectationTM Vision Correction Surgery Patient Survey
US Food & Drug Administration, Ophthalmic Devices Panel, April 25, 2008
Copyright © 2008 Council for Refractive Surgery Quality Assurance



0

10

20

30

40

50

60

70

80

90

100

0.9%

59.0%

40.1%

Yes No Not sure

Preop Use of Reading Glasses/Bifocals

USAEyes® CORETM Vision Correction Surgery Patient Survey

USAEyes® Competence Opinion Relative to ExpectationTM Vision Correction Surgery Patient Survey
US Food & Drug Administration, Ophthalmic Devices Panel, April 25, 2008
Copyright © 2008 Council for Refractive Surgery Quality Assurance



0

10

20

30

40

50

60

70

80

90

100

0.9%

59.0%

40.1%

Yes No Not sure

Preop Use of Reading Glasses/Bifocals

USAEyes® CORETM Vision Correction Surgery Patient Survey

40% Report 
Effects of 
Presbyopia
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USAEyes® CORETM Vision Correction Surgery Patient Survey
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78% 6-18 
Months Postop
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89% Never or 
Seldom Wear 
Corrective 
Lenses

USAEyes® Competence Opinion Relative to ExpectationTM Vision Correction Surgery Patient Survey
US Food & Drug Administration, Ophthalmic Devices Panel, April 25, 2008
Copyright © 2008 Council for Refractive Surgery Quality Assurance



0

10

20

30

40

50

60

70

80

90

100

1.5%2.6%

50.4%

4.9%

40.6%

Much less than expected

Less than expected

As expected

More than expected

Much more than expected

Postop Description of Corrective Lens Use

USAEyes® CORETM Vision Correction Surgery Patient Survey

USAEyes® Competence Opinion Relative to ExpectationTM Vision Correction Surgery Patient Survey
US Food & Drug Administration, Ophthalmic Devices Panel, April 25, 2008
Copyright © 2008 Council for Refractive Surgery Quality Assurance



0

10

20

30

40

50

60

70

80

90

100

1.5%2.6%

50.4%

4.9%

40.6%

Much less than expected

Less than expected

As expected

More than expected

Much more than expected

Postop Description of Corrective Lens Use

USAEyes® CORETM Vision Correction Surgery Patient Survey

96% Wear 
Corrective 
Lenses As 
Frequent as 
Expected or 
Less
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98% Quality 
of Day Vision 
As Expected or 
Better
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91% Quality 
of Night Vision 
As Expected or 
Better

7% Lower 
Than Day 
Vision
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96% Postop 
Compared to 
Preop Quality 
of Vision As 
Expected or 
Better
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96% Overall 
Quality of 
Vision As 
Expected or 
Better
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99% Quality 
of Life As 
Expected or 
Better
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97% Would 
Have Surgery 
Knowing What 
They Know 
Now
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USAEyes® CORETM Survey
Preliminary Results Summary

• 99% report quality of life as expected, better, or much better
• 98% day vision as expected, better, or much better
• 98% no complications or issues are seldom problematic
• 98% would recommend surgery to family and friends.
• 97% would have surgery again, knowing what they know now
• 96% wear corrective lenses as often as expected, less, or much less than 

expected
• 96% report postop vision without lenses as expected, better, or much better 

than expected when compared to preop vision with lenses
• 96% report overall quality of vision as expected, better, or much better than 

expected
• 91% no complications at any time
• 91% night vision as expected, better, or much better
• 7% complications seldom problematic

– 91% would have surgery again
• 2% complications frequent or always problematic

– 22% would have surgery again

USAEyes® CORETM Vision Correction Surgery Patient Survey
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