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Presbyopia 

• A pro,gressive, age-related lo,ss o,f accommo,datio,n, or ability of 
the eye to fo,cus clearly o,n o,bjects o,ver a range o,f intermediate 
to, near distances 
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VisAbility™ Micro Insert System Treatment 
for Presbyopia 

• Surgical pro,cedure performed o,utside of visual axis, 
maintaining co,rnea and lens integrity 

• Allows patients to, achieve functio,nal near visual acuity while 
preserving distance visio,n 
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VisAbility™ Procedure 

VisAb,ility™ 
Micro Insert 

Main Body Segment 

/ 

Locking 
Se1gment 
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Proposed Indication 

VisAbilityTM Micro Insert System for bilateral scleral implantation to 

improve unaided near vision in phakic, presb,yopic patients 

between 45· and 60 years of age, who have a manifest spherical 

e.quivalent between -0. 75 D and +0.50 D with less than or equal to 

1. 00 D of refractive cylinder in both eyes, and require a minimum 

near correction of at least + 1. 25 D reading add. 
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FDA-Approved Protocol Es,tablis,hed 24-Month Study 

3.0 STUDY SYNOPSIS 

The objective of this study is to evaluate the safety and effectiveness of the VisAbility implant 
System1 (VIS) for the improvement of near visual acuity in presbyopic patients. This is a 
prospective clinical study that will enroll and determine eligible a total of 360 subjects ranging1 in 
age between 45 and 60 years of age at up to 114 clinical sites. Subjects will be implanted with the 
VisAbility Implant m1odel SGP-046 in the prim1ary eye and then in the fellow eye no sooner than 
14 days later. Subjects will be examined at one day, one week and at 11, 2, 3, 6, 112, 118 and 
24 months post-operatively. 

8.7 Study Completion 

Subjects are considered to have completed the study when they complete the 24 month exam 
reg1ardless of earlier m1issed visits. 
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VisAbility™ Micro Insert Provides Clinically 
Meaningful Improvements in DCNVA 

• Clinically significant impro,vements in Distance Co,rrected Near 
Visual Acuity (DCNVA) at all po,st-o,perative timepo,ints 

• DCNVA 20/40 or better AND gain of~ 10 letters 
• 12 Mo,nths > 79°/o of primary eyes (7 4.5°/o lo,wer Cl) 

• 24 Mo,nths = 84o/o o,f primary eyes (79.7o/o lo,wer Cl) 
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VisAbility™ Micro Insert Provides Unique 
Benefits and a Favorable Safety Profile 

• Pro,cedure performed outside visual axis, avo,iding visio,n lo,ss 
and aberratio,ns, while preserving distance visio,n 

• Ocular adverse events were typically mild in nature 

• All significant o,cular adverse events resolved 

• No, persistent lo,ss o,f Best Corrected Distance Visual Acuity 
(BCDVA) ~ 2 lines 



C0-10 

Post-Approval Plan to Mitigate Risk and 
Control Access of VisAbility™ Micro Insert 

• Select gro,up o,f surgeo,ns trained and certified in selection of 
1appro,priate patients, perfo,rm1ance o,f VisAbilityTM Micro Insert 

surgery, and m1anagem1ent of potential co,m1plicatio,ns 

• Contro,lled access of VisAbility TM Micro, Insert certified surgeo,ns 

• Pro,spective 3rd party m1andato,ry registry of all patients1 

·1 . P rotoco I of 3rd party regIistry has n at lbee n s u lbmittedl to the FDA 
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Presbyopia and 
Current Treatment Options 
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Presbyopia: Most Prevalent of All Visual 
Deficiencies 

1 • Pro,gressive, age related lo,ss of acco,m1m0,datio,n 

• Ability of unaided eye to, fo,cus o,n near o,r interm1ediate distance 
o,bjects 

1 • 19.,1o/o of US po,pulatio,n are~ 45 and ,< 60 years1 

• ~61 .,9 millio,n are likely to, experience sym·ptoms of 
presbyopia2 

1. Census Report 2018. 2. Luo, et al. 2008. 
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Presbyopia Reduces Quality of Life 
Level of Frustration with 

Presbyopia 
• Presbyo,pia is asso,ciated with 

Average: 5.4 

substantial, negative effects o,n visio,n­ Very 7 23% 
frustrated 

targeted health-related quality o,f life 1 
6 

• Kaiser Associates conducted 
5 

2 surveys2 

4 
• Scale 1 to 7 

• 50o/o ranked 6 o,r 7 
3 

• 40% ranked 4 o,r 5 
2 

Not at all 
11 1% 

frustrated 

(n=161) 

27% 

13% 

7% 

3% 

1. MclDonne·II et .al., 2003 . . 2:. K.ais,er Associates' studi,e·s commissioned by Refocus Group,, Inc. 20,11·. 
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First Line Treatment Options and 
Limitations 

• Eyeglasses or co,ntact lenses 

• Single-visio,n, bifocals, trifocals, progressive lenses 

• Presbyo,pia corrected with glasses is asso,ciated with a 
decrease in quality of life 1 

• Mo,novisio,n co,rrectio,n does not fully restore health-related 
quality of life2 

• -----1 Oo/o of patiients with presbyopiia may be candiidates for an 
i'nterventi'on other than spectacles to correct the condiition 1 

1. Luo ,e·t al. .2008; 
2:. McDonnell et al., 2003. 
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Surgical Treatment Options and Limitations 

• Surgical approaches:, Refractive s1urgery 

• Lens exchange ( off-llabe1) 

• Corneall inllays 
• Monovision LASIK 

1• These methods may resullt in compromise of distance vision in the effort 
to improve near vision 

• Allthough monovision correction lleads to some improvements in heallth­
rellated quality of llife1 

• Compared to single-vision correction, monovision stilll worse than 
quaHty of llife prior to deve·loping presbyopia.1 

1. MclDonnell et all. 2003 
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Presbyopia Negatively Impacts Professions 
and Hobbies 
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Current Surgical Treatment Options and 
Liimiitations 

Pertormed Completely Absence Preserves 
Outside Reversible of Visual Distance 

Visual Axis Procedure Disturbances Vision 

Corneal inlays )( )( )( )( 

Lens exchange ( off label) )( )( )( 
I 

Monovision LASIK )( )( )( )( 
I 
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The Ideal Procedure for Presbyopia 

• Continuous full range o,f visio,n 

• Pro,cedure witho,ut side effects o,f halos and glare 

• Reversible pro,cedure 

• Procedure o,utside visual axis 

Kaiser Associate·s' studie·s commissioned by Refocus Group, Inc . . 2017. 
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Presbyopic Patients Want More Treatment 
Options 

• "The large unmet need of willing and able patients has yet to, 
find a surgical so,lutio,n that fits the lifestyle and high 
expectatio,ns o,f this gro,up."1 

r 

Patients need a safe, bUateral procedure that will not 
ne,gatively impact quality of vision 

1. http,s :lleyewire,.newslartides/market-scope-global-r,efractiv,e-surgery-demand-continued-to-grow-in-.20191 
/ 
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Study Design and Effectiveness 
Results 
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Vice President Clinical Affairs 
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Prospective, Multi-Center Study 
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Study Objectives 

• Evaluate s.afety an·d effectiveness •Of V1sAbiliity™ Micro Insert for improvement 
·Of near vision 1n presby·opes 

• Tw·o co-primary endp·oints 

1. Achievement of DCNVA 20/40 ·Or better and •g1ain ~ 10 letters. DCNVA in 
75°/4 of primary (d·ominant) implanted eyes at 12 m·onths 

• Per protocol, -data colllected at au visits iinclu,ding throu,gh 24 m·onths. 

2. Achievement of statisticallly si-g1nif1cant difference in prop,ortlon of primary 
eyes with DCNVA 20/40 •Or better and •g1ain •Of :;;;:: 10 letters at 6 months, in 
patients rand·om1zed to treatment vs C·ontrol (Rand·omized Substudy) 

DCNVA: Distance Corrected N,ear Visual Acuity 
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VisAbility™ Key Inclusion Criteria 

• Between 45 - 60 years o,ld 

• BCDV A of 20/20 
1 1 • DCNV A and UCNV A at 40 cm1 of 20/50 to, 20/80 

� M1RSiE 
• -0. 75 to, ·+0.,50 diopters 

• s 1.00 dio,pter of astigmatism 

• Minimum near add: ~ ·+1.25 to read 20/20 at near 

BCDVA: Best Corrected Distance· Visual Acuity; DCNVA: Distance Corrected Ne.ar Visual Acuity; UCNVA: Uncorrected Near Visual Acuity 
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VisAbility™ Key Exclusion Criteria 

• Abnormal pupil functio,n 

• Ocular or systemic inflammato,ry disease 

• Prior intrao,cular or refractive pro,cedures 

• Prior muscle surgery 

• Scleral thickness less than 530 micro,ns 

• Chro,nic ocular o,r systemic disease 



C0-26 

VisAbility™ Study Design 

VisAbilityTM 
Study 

..........i 

Immediate 
Treatment 

Immediate 
Treatment 

6 montlh 
Assessment 

Deferred Treatment ____ ......., __ ...,. Treatment 
(" Control Group''' ) 
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VisAbility™ Non-Randomized Arm 

Implanted 
'1 1 

Day '1 Week Month Screening 

I I I I 

Primary (Dominant) Eye 

I I I I I I 
Implanted 2 3 6 12 18 24 
2: Day 14 Months Months Months Months Months Months 

ii 
ii 

� I I I I I I ii 

[ Fellow Eye ] 
I I I 

Day 1 1 1 
Week Month 
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VisAbility™ Randomized Substudy Arm 

Baseline 
Eligibility 

Assessment 

Deferred 
Treatment 

Randomized 
1:1 

("Control Group''

6 Month 
Co-Primary 
Endpoint 

Assessment 

Treatment 
') 

Patients in VisAbility™ randomized substudy and non-randomized cohort had same visit schedul,e. 
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VisAbility™ Patient Disposition 

Enrolled and Eligibility Verified 
(N=396) 

Non-Randomized 
Randomized Patients 

Patients 
(n=60) 

(n=336) 

Pre-surgery Pre-surgery 
Dropout +------ ------• Dropout 

(n=30) (n=6) 

Non-Randomized Randomized 
Treatment Group Treatment Group 

(n=306) (n=54) 
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VisAbility™ Number of Eyes Implanted 

360 Primary Eyes 348 Fell ow Eyes 
Implanted Implanted 

!Fellow eye not implanted due to 
• Ongoing AEs in primary eye (n=5) 
• Personal or health related reasons (n=4) 
• Perceived lack of effect in primary eye (n=3) 

Number of Eyes 
Implanted 

(N=708) 

98% accountability at 12 months 
96% accountability at 24 months 
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VisAbility™ First Co-Primary Effectiveness 
Endpoint 

• Achievement of DCNVA 20/40 o,r better AND gain ~ 1 0 letters 
DCNVA in 75o/o o,f primary eyes implanted at 12 m10,nths 

• Lo,wer bo,und of the 95°/o Cl ~ 75°/o 

DCNVA: Distance Corre·cted Near Visual Acuity 
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First Co-Primary Effectiveness Endpoint: 
C ·nically Meaningful Improvement at 12 Months 

DCNVA 20/40 or better AND gain =:: 10 letters DCNVA in 75% of primary eyes Estimates (95% Cl) 
I 
I 

II • I At 12 Months n / N: 277 / 350 79.1% (74.5, 83.3) 

50 75 '100 

DCNVA: Distance Correded Ne,ar Visual Acuity 
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Clinically Meaningful Improvement at 
12 and 24 Months 

DCNVA 20/40 or better AND gain=:: 10 letters DCNVA in 75% of primary eyes Estimates (95% Cl) 
I 
I 

II • I At 12 Months n / N: 277 I 350 79.1% (74.5, 83.3) 

50 75 '100 

-,-
1 

I . I I 

I 

At24 Months n / N: .289 / 344 
I 

I 

84.0% (79.7, 87 .7) 

50 75 '100 

IDCNVA: Distance Corrected Near Visual Acuity 
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Results for First-Co-Primary Endpoint Criteria 
and Individual Components at 12 and 24 Months 

12 Months 24 Months 
, N=350 , , N=344 1 

0/o, n, '95% Cl %, n, '95% Cl 

First Co-Primary Endpoint Criteria: 
DCNVA 20/40 or better AND gain 2::: 10 letters DCNVA 

79.1% 
n=277 

74.5, 83.3 

84.0% 
n=289 

79.7, 87.7 

DCNVA20/40 or better1 

89.4,% 
n=313 

85.7, 92.4 

91.3% 
n=314 

87 .8, 94.0 

G1ain 2::: 10 letter DCNVA1 
80.0% 
n=280 

75.4, 84.1 

85.5% 
n=294 

81.3, 89.0 

1 Analysis was not pre·spe·cified or p,r,e,s,ented to the FDA 

DCNVA: Distance· Correded Ne·ar Visual Acuity 
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Clinically Meaningful Improvement at 24 !Months, 
Even in Wors,t Case Sens,itivity Analysis 

DCNVA20/40 or better and gain::: 10 letters DCNVA in 75% of primary eyes 

12 Months n / N ..-------------->----------. Estimates (95% Cl) 

Primary Analysis 2771350 • 79.1°/4 (7 4.5, 83.3) 

Best Case Analysis 285 / 360 • 79 .2% (7 4.6, 83 .2) 

Worst Case Analysis 2791360 • 77 .5% (72.8, 81.7) 

24 Months 

Primary Analysis 289 / 344 • · 84.0% (79.7, 87 .7) 

Best Case Analysis 301 / 360 • · 83.6% (79.4, 87 .3) 

Worst Case Analysis 291 / 360 • 80 .8% (76 .4, 84.8) 
r 

50 75 
Best Case: missing data imputed using be·st value from any p,rotocol schedul,ed visit at 1 month or after. 
Worst Case: missing data imputed using worst value from any p,rotocol schedul,ed visit ,at 1 month or after. 
!Discontinued p,rimary ,eye·s imputed as ,effectiv,ene·ss failures in both cas,es. 

100 
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Poolability & Variation Across Sites 

• Observed variatio,n in effectiveness o,utco,mes acro,ss sites 

• No, co,variates identified to acco,unt for the variatio,n 

• Analyses excluding site perfo,rmance can induce selectio,n bias 

• Meeting the endpo,int at site level was not a pre-specified go,al 

• Study sample size was not selected to, achieve such a go,al 

• All patients and sites co,ntribute to, evidence of effectiveness 



--------
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DCNVA 20/40 or Better and Gain~ 10 Letters of 
Primary Eyes by Clinical Site at 12 and 24 Mlonths 

Site Months N 

001 12 
.24 

8 
s. 

009, 12 
2:4 

36 
36 

006 
1.2 
24 

36 
36 

003 
12: 
24 

31 
291 

005 
12 
24 

13 
11 

012 12 
24 

15 
15 

008 
1.2 
24 

68 
67 

014 
12: 
24 

9 
9 

002 
12: 
24 

45 
45 

013 
12: 
2:4 

32 
30, 

007 12: 
24 

33 
33 

004 
12: 
24 

11 
11 

010, 12 
24 

13 
14 

Rate and 95% Cl 
100.0% (·63.1, 100) 
75.0% (34.'91 '96.8), , 

9 17.2% (85.5, 99.9') 
100.0% (90,.3, 100), 
9 14.4% (81 .3, ,9:9,_3 ), 
83.3% (67.2, 913.6), 
9 13.5% (7'S..6, 99.2) 

f----

1---------ia-t 96.6% (82.2, 99.9') 
84.6% (54.6, '9,8.1 ), 

• 
f---------------1 90.9·% (58.7, ,9:9,_8), 

80.0% (51 .9', 915. 7) 
73.3% (44.9,, 9,2.2) 

----0>---i 79,_4% (67.'91 88.3), , 

88.1 % (77.8, '94.7), • 

• 

77.8% (40.0, 9,7_2) 
66. 7% (2,9.9,, 912.5) 
71.1% (55.7, 83.6), 
84.4% (7U.5, 9,3_5), 
68.8% (50.0, 83.91 

) 

76.7% (57.7, 90.1) 
63.6% (45.1, 7·,9,_6 )
66. 7% (48.2, 82.0), • 

1 

63.6% (30.8, 89.1) 
63.6% (30.8, 89.1) 
38.5% (13.'91 68.4), 

I---------,__~ 912.9•% 66.1 
, 

,9:9,_9 I 

0 25 50 75 100 
IDCNVA: IDistance Corr,ected N,e,ar Visual Acuity; error bars r,e,present '95% Cl 
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VisAbility™ Randomized Substudy Arm 
Second Co-primary Endpoint 

Baseline 
Eligibility 

Assessment 

Deferred 
Treatment 

Randomized 
1:1 

("Control Group''

6 Month 
Co-Primary 
Endpoint 

Assessment 

') 

Primary Eyes 20/40 or Better 
AND 

Gia in of ~ 10 Letters 
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Second Co-Primary Effectivenes.s Endpoint at 
6 Months. Achieved (Randomized Subs.tudy) 

c ,eferred Treatment Immediate 
(Controll1 Treatment2 

,(N=29) ,(N=28) 

Primary Eyes 20/40 or Better, and 
G1 ain of::: 10 Letters 

7% 64% 

95% Cl3 0.8%, 22.8% 44.1%, 81.4% 

Fisher's Exact Test p-value <0.001 

1 For (2) p1ati,ents missing Month 6 values, since no data observed between Month 3 and Month 6, p1ati,ents were ,excluded. 
·2 No explants at or befor,e Month 6. For (3) p:atients missing Month 6 values, value· closest to Month 6 coUected from protocol sch,edul,e visits afte-r Month 6 up to ,and 

including Month 12 was us,ed. 
3 Exact binomial 915% confidence interval (Cl). 



Distance Corrected Near Visual Acuity (DCNVA) 
Binocular Uncorrected Near Visual Acuity (U;CNVA) 

Patient Preferred Reading Distance 
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DCNVA for Primary Eyes 

-+- .20/40 or better 
100o/o 93.5% 90.5% 

83.5% 

80% 
77.4% 75.7% 

68.8% .... 20/32 or better 60% 
% of 

Patients 
40% 

20% 

0.6% 

0.3% 
0% " 

1 3 6 12 24 
eO 

<?< 
~ 

Month 

n 360 355 351 346 346 336 

PJ,eoperatively, <1 % of study paUents had DCNVA of 20,140 or be·tter in p,rimary eye due to 6-month observation data us,ed as bas,eline analyses, per study design. 
Obs,erved data, no imp,utatio,n 
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Clinically Meaningful Improvement in 
DCNVA at 12 and 24 Months 

100o/o 

90% 

B0o/o 

70% 

°lo 
60o/o 

of IPri mary 50 °lo 
Eyes 40o/o 

30% 

20o/o 

10% 

0% 

D 1.2 Months (n=346) 

� 24 Months (n=336) 

6.6% 0 

o.0°1o 0.0% 0.0% o.3% o.3% o.3% 3·3 Yo 

2: 3 2: 2 2: 1 2: 1 2: 2 2: 3 2: 4 2: 5 

Lost Lines Gained Lines 

No 
Change 

Percentage is based on the number of eyes reported with data. Obs,erved data, no imputation 



Additional Endpoints of Clinical Benefit 

Distance Corrected Near Visual Acuity (DCNVA) 

Binocular Uncorrected Near Visual Acuity (UCNVA) 

Patient Preferred Reading Distance 
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Real World Patient Benefit: 
Binocular UCNVA, 20/32 or Better 

100o/o 
89.4% 88.0% 

84.9% 83.4% 

80% 

60% 
% 

of Patients 
40% 

20% 
6.3% 

0% 
Preop 3 6 12 24 

n=348 n=337 n=338 n=341 n=329 

Month 

Observed data, no imputation 
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> 90% of Eyes Experienced~ 1-Line Improvement 
in Binocular UCNVA at 12 and 24 Months 

100% 

90o/o 

BOo/o 

70o/o 

60% 
o/o 

50% 
of Patients 

40% 

30o/o 

20o/o 

10o/o 

Oo/o 

D '12 Months (n=34'1) 

� 24 Months (n=329) 

o.0°1o 0.0% o.6% 0.0% o.6% o.6% 

2: 3 2: 2 

Lost Lines 

92.4% 
90.6% 

79.9% 

2: 2 2: 3 2: 4 2: 5 No 
Change 

Gained Lines 
Percentage is based on the number of eyes reported with data. Obs,erved data, no imputation 



A,d,ditional Effectiv,eness Data 

Distance Corrected Near Visual Acuity (DCNVA) 

Binocular Uncorrected Near Visual Acuity (UCNVA) 

Patient Preferred Reading Distance 
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Patient Preferred Reading Distance: 
Binocular DCNVA 

Normal Reading Distance 

Month 24 
(n=329) 

1Month 12 
(n=341) 

Pre-op 
(n=348) 

0 10 60 70 20 30 40 50 

IMean Preferred Reading Distance (cm) 
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Exploratory Studies Tested in 
Randomized Substudy 

Defocus Curve 

i'Trace Wavefront Aberrometry 



C0-51 

Defocus. Curve: 
Exploratory Subs.tudy Demons.trates Clinically 
Meaningful Improvement in Near Vis.ion 

Mean 
Visual 

Activity 
(LogMAR) 

1.0 

0.8 

0.6 

0.4 

0.2 

0.-0 

(0.2) 

Baseline (N=54) 

Post-op 12 Months (N=53) 

Post-op 24 Months (N=51) 

-~~-~~~-~~-~~~-~---. 

-4 -3.5 -3 -2.5 -2 -1.5 -1 -0.5 0 0.5 1 1.5 2 

Lens Power (Diopter) 
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Defocus Curve Demonstrates Clinically 
Meaningful Improvement in Near Vision 

20 

'18 

'16 

14 

Mean Letter '12 
Change '10 

From 
8 Baseline 
6 

4 

2 

0 

Reading Distance 

l � Postop 12M (n=53) f I 

- -· ------

� Postop 24M (n=51) 

___ ,, _ ------ -

-4 -3,.5 -3 -2,.5 -2 -1,.5 -'1 -0,.5 0 0.5 '1 '1.5 2 

Lens Power (Diopter) 
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Wavefront Aberrometry Results 

• No, clinically significant change in lo,wer o,rder terms from 
baseline to, 24 mo,nths 

• Objective measure suppo,rts stability in distance refractio,n 
o,ver co,urse o,f study 

• No, clinically significant mean changes in higher o,rder terms 
from baseline to, 24 months (often asso,ciated with glare or 
halo,s) 
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VisAbility™ Implant System Demonstrates 
Clinically Meaningful Improvements 

• DCNVA 20/40 o,r better AND gain o,f ~ 10 letters in primary eye 

• 79o/o at 12 mo,nths 

• 84o/o at 24 mo,nths 

• Bino,cular UCNVA 20/32 o,r better 

• 88 o/o at 12 m o,nths 

• 89o/o at 24 mo,nths 

• VisAbility™ pro,vides clinically meaningful impro,vement in near 
visual acuity in presbyo,pic patients 
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Safety of VisAbility™ Micro Insert 
System 

Mark Packer, MD, FA,CS 

VisAb,ility1 M ln1dependen1t Medical Monitor 
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VisAbility™ Safety Agenda 

• Best corrected distance visual acuity (BCDVA) 
• Ocular surface findings and events 
• Specific o,cular adverse events 

• Anterio,r segment ischemia (ASI) 

• Scleral perforatio,n 

• 1Explantatio,n 

• Retinal events 
• Co,njunctival retractio,n 
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Loss of=!: 2 lines BCDVA at Any Time Point 

1100% -

~ 
/ 

10% 

% of Eyes 

5% 

0% 

-

5.7% 

-

2.2% 
1,.0o/o 

0.4% 
I I 

0.3% 0.3% 0.3% 0.0% 
I I 

I I I I I I I I 

1 Week Month 1 Month 2 Month 3 Month 6 Month 12 Month 18 Month 24 
n=702 n=696 n=691 n=688 n=684 n=687 n=652 n=668 

Number of eyes 40 15 7 2 3 .2 2 0 

Percentage bas,ed on number of ey,es reported with data. 
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=!: 2 Line Decrease in BCDVA at 3 Months or 
Later Post Procedure 

• 5 eyes (4 patients): decreased BCDVA seco,ndary to, o,cular 
surface findings - reso,lved fo,llo,wing treatmient 

• 1 eye*: co,rneal abrasio,n seco,ndary to, mietal fo,reign bo,dy -
treated w/ to,pical antibiotic 

• 1 eye: hypertensive optic neuro,pathy (system1ic IHIT'N) 

• 2 eyes (2 patients): cataract - reso,lved after cataract surgery 
• 1 eye: decrease BCD,VA and no, asso,ciated etio,logy - 20/12.,5 at 

baseline to 20/20 at 6 m10,nths, returning to 20/16 at 12 m1onths 

*Unscheduled visit after 3 months 
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VisAbility™ Safety Agenda 

• Best Corrected Dis ance Visual Acuity (BCDVA) 
• Ocular surface findings and events 

• eview o specific ocu ar adverse events 

• Anterior Segment lschemia (ASI) 
• Scleral perforation 

• Explan ation 

• Retinal events 

• Conjunctival retraction 
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Ocular Surface Findings 

Pree Month 12 Month 24 

Cornea Superficial Punctate Keratitis N=708 N=687 N=668 
None 97% 90% 92% 

Trace 3% 8% 6% 

Mild <1% 2% 2% 
Moderate 0% <11% 0% 
Marked/Severe 0% 0% 0% 
Conj u nctival Injection 
None 811% 57% 70% 

Trace 17% 33% 24% 

Mild 2% 9% 6% 

Moderate 0% <11% 0% 
Marked/Severe 0% 0% 0% 
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Slit Lamp - Lid Findings 

Pree Month 12 Month 24 
Blepharitis N=708 N=687 N=668 
None 83% 88% 92% 

Trace 15% 110% 8% 

Mild 2% 3% 11% 

Moderate 0% 0% <11% 

Marked/Severe 0% 0% 0% 

Not Reported 0% 0% 0% 

Meibomian Gland Dysfunction 

None 70% 64% 69% 

Trace 26% 30% 28% 

Mild 4% 6% 2% 

Moderate 0% <11% <11% 

Marked/Severe 0% 0% 0% 

Not Reported 0% 0% 0% 
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Q,cular Surface Adverse Events 

Events 

Any ocular adverse events 

Through 12 Months 

% of Patients % of Eyes 
(N=360) (N=708) 

31o/o 22% 

Cumulative 
Through 24 Months 

% of Patients % of Eyes 
(N=360) (N=708) 

47% 37% 

Conjunctiva / cornea 

Dry eye requiring prescription medication after 
6 months 

Conjunctival injection - moderate or severe at 
2: 3 months 

Eyelids 

Onset of or worsening to severe of clinically 
significant lid margin disease after 3 months 

15% 

701o 

4% 

3% 

3% 

12°/4 

7% 

3% 

3% 

3o/o 

25% 

1.2% 

6% 

9% 

9% 

20% 

1.2% 

5% 

9% 

9o/o 
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VisAbility™ Safety Agenda 

• Best Corrected Dis ance Visual Acuity (BCDVA) 

• Ocular surface findings and events 

• Review of specific o,cular adverse events 

• Anterio,r Segment lschemia (ASI} 
• Scleral perforations 

• Explan ation 

• Retinal events 

• Conjunctival retraction 
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Anterior Segment lschemia (ASI): an Acute, 
S,elf-Limited Event 

• Only occurs during immediate postoperative period 
• Resolves spontaneously over tim1e 
• Severe (Grade 4) ASI is "followed by a period of gradual clinical 

im1provem1ent, with return of preoperative acuity,, usually within nine 
weeks ."1 

• Literature (1960)~ 1 case of phthisis reported 
• 65-year-old m1ale, retinal detachm1ent, 4 m1uscle disinsertion,, 

scleral buckle, hyphem1a,, IOP 60 m1mHg2 

• Comm·on sequela of ASI is pupillary abnorm1ality 

1. Saunders RA, et. al. 1994. 2. Girard LJ, et. al. 1960. 



Earliest reliable clinical sign of AS I 

is decreased pupillary response 
MIN CON LAT 

Pupil response systematically 
evaluated in VisAbilityTM Study 

3,7 
MCV 
-2,46 

.. 36,C/o 

ADV 
0.57 

0,,31 
T15 

Iris angiography (Grade 1) variable 

and not predictive of clinical course 

Findings and adverse events 4,0: I 

associated with ASI systematically 

collected and evaluated 
1 I 2.0 -------------=-----
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ASI: Systematic Evaluation and Reporting 
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ASI Outcomes: Acute, Benign, Self-limited 
Events That Resolved Completely 

Eyes 

5 Patients N % Disposition BCDVA 

Total 5 0.7% 

Pupi I lary abnormality 1 0.1% 
Recovered by Month 24 

Sequela - 1 to 2 clock hours 
of stable iris transillumination 

20/16 (24 mo) 

Grade 2 ASI 2 0.3% 
I . Explantedl recovered fully 

' 
without sequelae by Day 7 

I I 20/20 (3 mo) 
20/16 (3 mo) 

Grade 3 ASI 1 0.1% 
Recovered fully 

without sequelae by Month 6 
20/12.5 (24 mo) 

Grade 4ASI 1 0.1% 
Recovered fully 

without sequelae by Month 6 
20/12.5 (24 mo) 

Grade .2: d,ecreased pupil reactivity 
Grade 3: decreas,ed pupil r,eactivity + ante-rior chamber reaction 
Grade 4: decreased pupil reactivity + ,anterior chamber reaction + corneal edema 
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Mitigation of ASI Risk 

• Mandato,ry surgeo,n training and certificatio,n 

• Posto,perative pupillo,metry and explantatio,n within 6 ho,urs of 
eyes not meeting thresho,ld criteria 
• Percent change ~ 25°/o constrictio,n in o,perative eye at two, 

distinct time po,ints ~ 5 minutes apart 

• Demo,nstrated immediate effective reversal of decreased 
pupillary respo,nse 

• Contro,lled Access fo,llo,wing appro,val 
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VisAbility™ Safety Agenda 

• Best Corrected Dis ance Visual Acuity (BCDVA) 

• Ocular surface findings and events 

• Review of specific o,cular adverse events 

• Anterior Segment lschemia (ASI) 
• Scleral perforatio,ns 

• Explan ation 

• Retinal events 

• Conjunctival retraction 
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lntraoperative Scleral Perforation 
8 Patients, 8 Eyes (-1% of Implanted Eyes) 

• AIIII perforations resolved 

• Micro-perforations 

• Vitreo1us presentation as evidenced by the presence of pigment 
1• No vitrectomies were required 

• No cases of choroida:I hemorrhage 

• No cases resullted in endophthallmitis 

• Micro Insert tamponade 

• Conj unctivall covering 



1 

3 
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Safety and Effectiveness Results for 
I ntraoperative Sciera I Perforation Cases 

Inadvertent b I eb, I ow 10 P, cataract remova I; 
20/50 20/25* 20/20* 

Multifocal IOL at 6 months 
ST quadrant not implanted, Day 1 A/C cell/flare & hypotony/lOP 5mmHg; 

2 Posterior vitreous detachment, retinal hemorrhage; 20/63 20/63 20/1 2,.5 

Resolved within one month 
Residual inflammation, IPOsterior iris synechiae post-op,, 

20/50 20/20 20/16 
Da . 6 and 7~esolved Da . 11 

4 None 

5 None 

6 None 

7 None 

8 None 

20/80 

20/63 

20/63 

20/63 

20/50 

20/25 

20/40 

20/20 

20/32 

20/25 

20/1 6 

20/16 

20/16 

20/1 2,.5 

20/1 2,.5 

"'VA with Multifocal IOL-not included in p,rimary effectiveness ,analysis; DCNVAat 1 B months (no 24 months DCNVA), 
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Newly Proposed Mitigation of Scleral 
Perforation Risk 

• Mandato,ry surgeo,n training and certificatio,n 

• !Enhanced antibiotic prophylaxis 
• !Retinal co,nsultation 

• Co,ntrolled access follo,wing appro,val 

Newly proposed training program has not been submitted to FDA 
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VisAbility™ Safety Agenda 

• Best Corrected Dis ance Visual Acuity (BCDVA) 

• Ocular surface findings and events 

• Review of specific o,cular adverse events 

• Anterior Segment lschemia (ASI) 
� Scleral perforations 

• Explantation 

� Retinal events 

• Conjunctival retraction 
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Low Rate of Explants 

• 13 eyes, 8 patients thro,ugh 24 mo,nths 

• 1.8°/o o,f implanted eyes 

• Post explant BCDV A 20/20 or better in all eyes 

• No, persistent co,mplications o,r sequelae of explantatio,n 

• Rate of explantatio,n can be reduced by patient selectio,n and 
patient educatio,n 
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Explantation Through 5-Years. 

5 4, Year1 

8 4, Year2 

Year3 14 7 

Year4 2 1 

Years 2 1 I I I 
Total 31 17 
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Primary Reason for Explant Through 24 
Months 

Patients Eyes 
Reason for Explant ,(n=8) ,(n=13), 

Inadequate pupil response (day of surgery) 2 2 

Foreign body sensation 

Redness/ cosmesis 

Perceived lack of effect 

Residual refractive error 

2 

2 

1 

1 

4 

3 

2 

2 
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VisAbility™ Safety Agenda 

Best Corrected Dis ance Visual Acuity (BCDVA) 

• Ocular surface findings and events 

• Review of specific o,cular adverse events 

• Anterior Segment lschemia (ASI) 
• Scleral perforations 

• Explan ation 

• Retinal events 

• Conjunctival retraction 
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Low Rate of Retinal Holes / Tears 
(2 Eyes - 0.3% of Implanted Eyes) 

• Neither case believed to be related to device or procedure 

• Case 1: retinal tear associated with posteri'or vitreous detachment 

• 8 months post-op 

• Case 2: asymptomatic round hole 

• One-week post-op 

• Location di'stant from i'mplant site 
1 • Both eyes treated, stabi'lized and maintai'ned BCDVA 20/20 or 

better at 12 and 24 months 
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VisAbility™ Safety Agenda 

Best Corrected Dis ance Visual Acuity (BCDVA) 

• Ocular surface findings and events 

• Review of specific o,cular adverse events 

• Anterior Segment lschemia (ASI) 
• Scleral perforations 

• Explan ation 

• Retinal events 

• Co,njunctival retractio,n 
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Conjunctival Retraction Requiring Secondary 
Surgical Intervention Occurred at Low Rate 
(---2o/o of Implanted Eyes,) 

• Re-appro,ximratio,n of retracted co,njunctiva 

• Risk o,f infection mritigated by co,nco,mritant pro,phylactic 
antibiotics 

• N=15 eyes, 15 patients with re-appro,ximratio,n due to, retractio,n 
(2.1 o/o o,f imrplanted eyes) 

• 5 eyes with expo,sure of o,ne VisAbilityTiM Micro, Insert 
segmrent 

• 10 eyes with no, expo,sure 

• All cases reso,lved within 10 days witho,ut sequelae 



C0-80 

Conjunctival Retraction Related to Surgical 
Technique 

• Appro,priate suturing at limbus prevents retractio,n 

• Once co,njunctiva has healed, retractio,n no, lo,nger a risk 

• Mitigatio,n will include surgeon training, certification, and 
contro,lled access 
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Summary of Ocular Adverse Events 

� Only occurs immediate post-operative 
Anterior segment ischemia 

� Acute, self-limited; all events of ASI resolved 

� Mitigated by surgical training, enhanced anti biotic 
Scleral perforation 

prophylaxis and retinal consultation 

Explantation � Uncomplicated, without sequalae 

Retinal events � Unrelated to device or procedure 

Conjunctival retraction � Solely early post-operative event, easily corrected 
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Safety Conclusions: Favorable Safety Profile 

• Pro,cedure performed o,utside visual axis, maintaining the 
integrity of the co,rnea and lens, thus preserving distance visio,n 

• No, persistent lo,ss of~ 2 lines of BCDVA 
• Commo,n ocular adverse events were effectively managed 

• Lo,w rate of surgical co,mplications 

• Events can be mitigated through surgeo,n training and 
educatio,n 
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VisAbility™ Micro Insert System: 
Mandatory Training and Certification 

David Schanzlin, MD 

,Chief Medical Officer, Refocus Group, Inc. 

Professor of Ophthalmology (Emeritus), 

University of ,California, San Diego 
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Mandatory Post-Approval Certification Program 

,clinical Study Post-Market 
Investigators Surgeons 

Formal didactic with testing 

Best practices from clinical trial experience ✓ 

Pearls to avoid complications ✓ 

I Wet lab training 

Demonstration of proficiency ✓ ✓ 

Review surgery & proctoring 

Minimum 5 eyes for proctoring ✓ ✓ 

Post-operative support & monitoring 

Clinical specialist monitoring ✓ 

Surgeon trainer "sign off' & mentorship ✓ 
Reporting requirements ✓ 
3rd party reg is try ✓ 
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Analysis of and Training to Avoid ASI 

• Avoiding ASI 

• Proper p~acement of VisAbihty™ Micro Insert 

• Training poi'nts 

• Identify superior and iinfer1,or rectus muscle 

• Properly mark the limbus 

• Ali,gn d·oclk1n,g stat1•on correcUy 

• P,osition notch between rectus musc~es 

• P'ostoperative pup nometry 
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Training to Avoid Perforations 

• Keep feeder tube alll,on,g roof ,of 
tunnel 
• D,on't all,ow lllead ng edge to be 

directed posteriorlly 

• Shoulld exit tunnel at 4mm marlk 

• Be mindful of Main Body Se,g1ment 
or1entaU,on as it enters tunnell 

• Bacik out and reload when 
necessary 

• T,opicall antibiotic and dilated 
periipherall ret1nall exam, if necessary 
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Training to Avoid Conjunctival Retraction 
and Explants 

• Co,njunctival retractio,n 

• Pro,per suture technique 

• Explants 
• Majo,rity due to, redness o,r irritatio,n seco,ndary to, partial 

interpalpebral placement 
• Avo,id patients with lago,phthalmo,s, lateral lid laxity, o,r 

untreated o,cular surface disease 
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VisAbility™ Micro Insert System: 
C,o:ntrolled A,c,cess 

Martin Kaufman 

Chief Regulatory Officer 

Refocus Group, Inc. 
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VisAbility™ Micro Insert System 
Controlled Access 

• Access granted to o,phthalm1ic surgeons with pro,ven track 
reco,rd of dem10,nstrating excellence thro,ugh certificatio,n 
pro,gram1 

• 3 to 6 m1onths po,st-appro,val access lim1ited to 
VIS-2014 Study surgeo,ns 

• 6 to, 9 m10,nths po,st-appro,val, access lim1ited to, 
3 select cities aro,und three centers of excellence 
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5-Year Continuation Study and 
Post-Approval Study 

• Ongo,ing 5-year co,ntinuation study 

• Fo,llo,w existing VIS-2014 pivotal study patients 

• Appro,ved by FDA (No,vember 2018) 

• Po,st-Appro,val Study 

• Pro,spective, 1-year, m1ulti-center, single arm1 

1� Up to, 150 subjects 

• Subm1itted to, FDA for review 
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3 rd Party Registry 

• Mandato,ry for all patients 

• Prospectively co,llect data o,n both safety and effectiveness 

• Provide practice suppo,rt to, identify trends and pro,vide 

corrective feedback 

• Participatio,n in registry required to m1aintain certificatio,n 

FDA has n at reviewed the 3rd party registry 
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Post-Marketing Data Thresholds 

• Mo,nito,ring o,f clinical performance thro,ugh po,st-appro,val 
registry to suppo,rt co,ntinuo,us im1pro,vement 

• VIS-2014 Pivotal Study results will establish initial perfo,rm1ance 
thresho,lds1 

• "iReal-wo,rld" device performance will be used to, refine these 
thresho,lds1 

• FDA adverse event repo,rting requirements will be fo,llo,wed 

1. These data have not been submitted to FDA 
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VisAbility™ Micro Insert System: 
Benefit-Risk Analysis 

Mark Packer, MD, FACS 

VisAbility TM Independent Medical Monitor 



C0-94 

Near Activity Visual Questionnaire (NAVQ) 
for Assessment of Presbyopia 

• NAVQ: best validated questio,nnaire available 

• NAVQ administered preop, 6, 12, 18 and 24 months 
• Patients rated level of difficulty perform1ing 10 near visio,n tasks 

• 4-po,int respo,nse scale of no, difficulty to, extrem1e difficulty 
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Tasks Assessed 

1. Reading smaU print, such as newspaper articles., items on a menu,, telephone directories 

2. Reading labels/instrucUons/iingredients/prices, such as on medicine bottles, food packaging 

3. Reading your posUmait, such as electric biUs. greeting cards, bank statements 1 letters from 1 

friends and family 

4. Writing and reading own writing . such as greeting cards, notes, letters., fiUing in forms.,, checks.1 1 

signing one's name 

5. Seeing display and keyboard on computer or calculator 

6. Seeing display and keyboard on mobile or fixed telephone 

7. Seeing objects close and engaging in hobbies., such as playing card games. gardening, seeing 1 

photographs 

8. Seeing objects close in poor or dim light 

9. Maintaining focus for prollonged near work 

10. Conducting near work without spectacles 
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NAVQ #10. 
Conducting Near Work Without Spectacles 

Pre-Op 
(N=360) 

12 Months 
(N=348) 

24 Months 
i(N=337) 

3 1% 50 14% 60 18% No difficulty 

20 6% 130 37% 121 36% A I ittle difficulty 

88 24% 105 30% 84 25% 

Extrem1e difficulty 247 69% 63 18% 71 21% 

Missing 

Moderate difficulty 

2 1% 0 -% 1 <1% 
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NAVQ Scores: Statistically Significant 
Reduction in Difficulty with Near Vision 

100 - -- 0 0 

-- *p < 0.0001 vs. Pre-op 

80 

60 

NAVQ 

(1 - 100) 40 

20 

0 

-

-

-

-

~ 

~ 

--
0 

I 

0 

* 

I 

--

0 

* 

I 

IPre-Op 12 IMonths 24 Months 
N=360 N=348 N=337 
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How satisfied are you with your near vision? 

Pre-Op 
(N=360) 

12 Months 
(N=348) 

24 Months 
i(N=337) 

Completely Satisfied 1 <1% 17 5% 28 8o/o 

0 - 88 25% 89 26% Very Satisfied 

Moderately Satisfied 6 2% 11 8 34% 106 31% 
~ 

53 15% 71 20% 65 19% A Little Satisfied 

Completely Unsatisfied 299 83% 53 15% 49 15% 

0 _, 
' 1 < 1% 1 <1% Missing 
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Summary of Evidence for Favorable 
B,e ,n,efit-Risk Profil,e 



CO-100 

Safety Overview 

• Adverse events of clinical interest (anterior segment ischemia, 
scleral perforations, conjuncti'val retraction, explantation and 
retinal events) 

• lnci'dence in pivotal trial very low 

• No lasting symptoms 

• Occurrence can be mitigated, and potential sequelae managed 

• Speculative sequelae (endophthalmitis, phthisis bulbi) 
not observed; evidence in literature suggests vanishingly low rates 
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Real World Patient Benefit: 
Binocular UCNVA 20/32 or Better 

100o/o 
89,.4% 88.0% 

84.9% 83.4% 

80% 

60% 
% 

of Patients 
40% 

20% 
6,.3% 

0% 
Preop 3 6 12 24 

n=348 n=337 n=338 n=341 n=329 

Month 
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Near Vision Requirements 

Acuity Print Size Co•mparison Example 

20/20 3-point f ant 1m1ed1ic;in:e lbottlle llalbells 

20/30 5-point font small print paperback, footnotes 

.20/40 6-poiint font wa1nt ads; telle1plho1ne diirectory 

"Ne.ar Vision Test Chart'' by the Low Vision Clinic, N.C. Memorial ll-lospital Dept. of Ophthalmology, University of North Carolin.a School of Medicine, Ch.apel Hill, NC. 



CO-103 

VisAbility™ Micro Insert System Fills an Unmet Need 
for a Surgical Option to Treat Presbyopia 

Performed Absence Preserves 
Outside Reversible of Visual Distance 

Visual Axis Procedure Disturbances Vision 

Corneal in lays )( )( )( )( 

Lens exchange (off-label) )( )( )( 

Monovision LASIK )( )( )( )( 

V1sAb1lity™ Micro Insert System: 
• Performed •0uts.1de the v1s.ual a)ds • Lens and cornea remain intact 
• Se•gments can be rem,oved • Preserves distance vislon 
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Safety and Effectiveness Outcomes Support 
Favorable Benefit Risk Assessment 

• Effectiveness data: com1pelling and ro,bust results 

• Safety o,utco,mes: 

• Ocular adverse events were effectively m1anaged 

• Mitigatio,ns designed to, further enhance safety profile 1 

• !Refocus co,m1m1itted to, thoughtful and co,nservative 
co,m m1ercializatio,n strategy 

1. Thes•e data have not been submitted to FDA 
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VisAbility™ Micro Insert System 
fo,r the imp,rovement o,f nea,r visio,n witho,ut comp,romise to 
distance vision in p,atients with p,res:b,yo,p,ia 

November 9, 2020 

Refocus Group, Inc. 

Ophthalmic Devices Panel 
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Back-up Slides Shown On Screen 
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No Difference in Effectiveness by Age 

� First Co-Primary Effectiven,ess Endpoint at 24 Months by A.ge 
lntent-to-Tr,eat Population 

DCNVA 20/40 or Better 
and Gain of> 10 Letters 

n (%) 95% Cl 

50 - 54 171 141 (82.5%) 75.9%, 87.8% 

55 - 60 74 60 (811.1%) 70.3%, 89.3% 

p-value 0.281 

Average over Age 84.1% 80.1%, 88.2% 



M0--4 

VisAbility Micro Insert Mechanism of Action 
Hypothesis 

Micro Insert alters l.ocal anatomy 

• Gentl:y tents out the sclera 
• E.><ipa.nds ext:ralent:icullar space & 

tighten1s zo:nulles 
• Re1laxes the ten1s1ion on thie 

posterior vitreous zon1u!le 

• Restores c1liary muscle 
movement 
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Pupillometry - Maximum Pupil Size 
Safety Cohort 

Maximum Pupil Size (mm) 
Preop 

(N=708) 
Month 12 
(N=687) 

Month 24 
(N=668) 

n (Reported) 708 683 664 

Mean (SD) 5.50 (0.77) 5.38 (0.78) 5.28 (0.79) 

Median 5.6 5.4 5.3 

Min Max 
' 

2.9, 7.5 2.9, 8.0 2.6, 7.5 



AA-2 

Axial Length and Change in Axial Length 
from Baseline Safety Cohort 

Preop Month 12 Month 24 
(N=708) (N=687) (N=668) 

Axial Length (m1m) 
n (Reported) 708 683 666 
Mean (SD) 23.548 (0. 733) 23.530 (0. 727) 23.535 (0. 7311) 
Median 23.56 23.54 23.55 
Min, Max 21.60, 25. 76 21.55, 25. 77 21.55, 25. 77 
Not Reported 0 4 2 

Chang1e in Axial Length (m1m) 
n (Reported) 683 666 
Mean (SD) -0.006 (0.124) -0.002 (0.123) 
95% Cl1 (-0.015, 0.004) (-0.011, 0.008) 
Median 0.00 0.00 
Min, Max -1.43, 2.58 -0.56, 2.69 
Not Reported 4 2 

1 9·5% confidence· interval was bas,ed on I-distribution 
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FDA Table 86: Firs.t Co-Primary Effectivenes.s. 
Endpoint at 12 onths by Bas.eline Scleral 
Thicknes.s. , Effectivenes.s. Cohort 
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Deriving Location of Scleral Th-ckness 
Measurement 

UBM Scleral thickness 
measurements taken in 
Superior Temporal Quadrant 

Corresponds to thinnest 
quadrant at 3 5-4 0 mm 
implant location 

(Norman, R.E., et al. IDimensions of the· human sclera: thickness measurement ,and regional chang,es with axial length. Experimental Eye Re·s,earch. 2010 (90·):2:77-284) 1 
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47 

AA-3 

Near Vision (DCNVA) Before and After Explant in Those 
Patient's Who Requested Explants-VIS-2014-2YR 

Latest Post 
Pre op LastDCNVA Post Explant Explant Time After 

Age Eye Primary Reason for Explant DCNVA Prior to IExplant DCNVA BCDVA Explant 

52 I 1 Inadequate pupil 1recove1ryday of surgery 20/80 - - 20/20 3 months 

53 2 Inadequate pupil 1recove1ry day of surgery 20/63 - - 20/16 5 months 

50 3 Cosmesis 20/50 20/32 (+9) 20/50 (+4) 20/16 33 months 

50 
4 
5 

Residual rellractive error 20/63 
20/50 

20/40 (+8) 
20/50 (+O) 

20/80 (-5) 
20/40 (+2) 

20/12.5 
20/16 

32 months 

20/50 20/32 (+9) - 20/16 6 Foreign body sensation 3 months 
7 20/50 20/20 (+'18) - 20/16 

8 20/63 20/32 (+,15) 20/63 (+3) 20/12.5 
Foreign body sensation 24months 

9 20/63 20/32 (+'14) 20/63 (+O) 20/12.5 

10 20/80 20/63 (+9) 20/80 (+1) 20/20 Cosmesis 35 months 
11 20/80 20/63 (+4) 20/50 (+'7) 20/16 

12 20/50 20/50 (+3) 20/50 (+1) 20/16 
Perceived lack of effect 25 months 

13 20/80 .20/50 (+7) 20/63 (+3) 20/16 

Analys.is .not previously submitted to, or reviewed by, FDA 

52 

50 

http:Analys.is


AA-1 

Sample Size: Second Co-Primary Endpoint 
(Randomized Sub-Study) 

• Sample size of 30 immediate treatment and 30 deferred 
treatment/co,ntro,I subjects 

• Two,-sided a=0.05, po,wer > 90°/o 

• Rando,mized data in previo,us studies used to, set 
respo,nder rates 

• 6-mo,nth co,ntro,I respo,nder rate --- 1 Oo/o 

• Assumed 6-mo,nth surgery respo,nder rate --- 75°/o 



ST-2 

Sample Size: 
First Co-Primary Endpoint and Safety 

• 333 implanted primary eyes: 

• First co,-primary effectiveness endpo,int, two,-sided a=0.05, 
po,wer = 90°/o 

• Expected respo,nder rate of 0.825 based o,n previo,us 
Refo,cus clinical studies 

• > 95o/o pro,bability to, detect adverse events with po,pulatio,n 
o,ccurrence o,f 1 o/o 
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VisAbility: iTrace Results 

• Static Change (distance targets) 

• No si'gni'fiicant change in aberrations of the eye from baseli'ne to 
12 and 24 months 

• Dynami'c Change (near targets) 
• Statisti'cally si'gnificant C04 defocus across all zones at all near 

di'stances 

• ViisAbi'lity Substudy - Z(4,0), statistiically signi'ficance a.cross 
all zones (p<0.01) between 0.04µ and 0.07µ (0.1 and 0.25D') 



PR-9 

NAVQ Item 11: Satisfaction with Near Vision 
Preop, 12, and 24 Months 

100% 

80% 

60% 
% of 

Patients 
40% 

20% 

D Completely Unsatisfied 

0 A Little Satisfied 

D Moderately Satisfied 

� Very or Completely Satisfied 

Pre-Op IMonth 12 Month 24 
N=360 N=348 N=337 

GI olba I Satisfaction 



AA-8 

Pupillometry - Minimum Pupil Size 
Safety Cohort 

Minimum Pupil Size ,(mm) 
Preop 

(N=708} 
Month 12 
(N=687) 

Month 24 
,(N=668} 

n (Reported) 708 683 664 

Mean (SD) 3.16 (0.55) 3.12 (0.55) 3.08 (0.57) 

Median 3.1 3.1 3.0 

Min, Max 1.5, ,4.9 1.6, 5.5 1.4,, 5.3 



LT~10 

VIS-2014-SYR Study Long Term Safety Data: 
Ocular Adverse Events 

Number (%) of Number (%) of 
Subjects Eyes Number of 

Events N = 282 N = 556 Events 
Any Ocular Adverse Events 27 (9.6o/o) 38 (6.8%) 41 
Lids and Lashes 2 (0.7%) 3 (0.5%) 3 
Chalazion 1 (0.4%) 1 (0.2%) 1 
Onset or worsening to severe cl inically s ignificant lid margin 

1 (0.4%) 2 (0.4%) 2 
disease 
Cornea 1 (0.7%) 2 (0.4%) 2 
Dry Eye signs requiring p•rescription 1 (0.4%) 2 (0.4%) 2 

Conjunctiva/Sciera 6(2.1%) 9 (1.6%) 9 
Conjunctiva! cyst 1 (0.4%) 1 (0.2%) 1 

Conjunctiva! eras ion 1 (0.4%) 1 (0.2%) 1 
Subconjunctival hemorrhage (not assoc iated w/ an explant, 

1 (0.4%) 1 (0.2%) 1 
concomitant procedure, etc. ) 
Conjunctivit is ( allergic, bacterial, viral) 3 (1.1%) 6 (1.1%) 6 
Anterior Segment, Iris, Lens 3 (1.1%) 3 (0.5%) 3 
Lens opac ity- two grade change as compared to preoperative 

3 (1.1%) 3 (0.5%) 3 
basel ine 

Study and enrollment are open 
Database lock July 2.02.0 



DM-2 

VisAbility: Demographics 

ITT Population 
(N=360) 

Age at Consent (years) 

Mean (SD) 51.6 (3.5) 

Male 60o/o 

Race 

Caucasian 85% 

Asian 5o/o 

Black or African American 4o/o 

Other 6% 

Ethnicity 

Hispanic or Latino 11% 

Not Hispanic or Latino 89% 

*As per protocol, the p,rimary eye is the dominant eye 



DM-9 

Presbyopia Prevalence: 
No Racial Differences in Treatment Success 

• First Co,-Prim1ary !Effectiveness IEndpo,int at 24 Mo,nths by IRace 
Intent-to,-Treat Po,pulation 

DCNVA 20/40 or Better 
and Gain of > 10 Letters 

n (%) 95% Cl 

Caucasian 294 246 (83. 7o/o) 78.9%, 87. 7o/o 

Non-Caucasian 50 43 (86.0o/o) 73.3%, 94.2% 

p-value 0.835 

Average over Race 84.8% 79.6%, 90.1% 



DM-5 

No Anatomical Racial/Ethnic Differences 

• No significant racial differences in anterior scleral thickness1 ,2 

• No significant differences in relative lens po,sitio,n o,f Asians, 
Hispanics or African Am1ericans (within 0.,01 m1m1 o,f Caucasian 
eyes)3 

• Eyelid and orbital anato,m1y related to im1plant po,sitio,n evaluated 
preo,peratively 

• No, significant differences in o,nset and pro,gressio,n of 
presbyopia in White and African Am1erican po,pulations4 

1. Buckhurst HD, et. Al. 2015. 2. Grytz R, et. al. 2014. 3. Wang D, et. Al. 2017. 4. Hunter H Jr, et. Al. 19,9:7_ 



DM-8 

Presbyopia Prevalence: 
No Sex Differences in Treatment Success 

• First Co-Primary Effectiveness Endpoint at 12 Months by Sex 
Intent-to-Treat Population 

20/40 or Better and Gain of> 10 Letters 

n (%) 95% Cl 

Male 210 166 (79.0%) 72.9%, 84.3% 

Female 140 111 (79.3%) 71.6%, 85.7% 

p-value 1.000 

Average over Sex 79.2% 74.8%, 83.5% 



DC--4 

DCNVA 20/40 or Better Primary Eyes 
5 Year Study 

100% 93.5% 
90.5% 

85.1% 83.3% 84.0% 

80% 

% 60% 

of Patients 

40% 

20% 

0% 
1.2 Months 24 Months 36 Months 48 Months 60 Months 



AA-9 

Near Vision (DCNVA) Before and After Explant in Those 
Patient's Who Requested Explants-VIS-2014-2YR 

Post Latest Post Time 
Pre op Last DCNVA Explant Explant After 

Eye Age Site Ethnicity Sex Primary Reason for Explant DCNVA Prior to Explant DCNVA BCDVA Explant 

Inadequate pup-ii recovery 3 
1 52 003 Hispanic M 20180 20120 

day of surgery months 

Inadequate pup-ii recovery 5 
2 53 004 Caucasian M 20/63 20/16 

day of surgery months 

33 
3 50 008 Caucasian M Cosmesis 20/50 20132 (+9) 20/50 (+4) 20116 

months 

4 20163 20140 (+8) 20180 (-5) 20112.5 32 
50 008 Caucasian F Residual refractive error 

5 20/50 20/50 (+0) 20/40 (+2) 20/16 months 

6 
7 

51 
Allrican 

014 
American 

F !Foreign body sensation 
20/50 
20/50 

20132 (+'9) 
20/20 (+18) 

-
-

20/16 
20/16 

3 
months 

8 
9 

47 014 Hispanic M !Foreign body sensation 20/63 
20/63 

20132 (+15) 
20132 (+14) 

20/63 (+3) 
20/63 (+0) 

20/12.5 
20/12.5 

24 
months 

10 
11 

52 002 Caucasian M Cosmesis 20/80 
20/80 

20/63 (+9) 
20163 (+4) 

20/80 (+1) 
20/50 (+7) 

20/20 
20/16 

35 
months 

12 
13 

50 002 Caucasian F Perceived lack of effect 
20/50 
20/80 

20150 (+3) 
20150 (+7) 

20/50 (+1) 
20/63 (+3) 

20/16 
20/16 

25 
months 

Analysis not previously submitted to, o.r revie·wed by, FDA No p,re-disposing health conditoins in piatient population 



AA-6 

Change in Control Group Prior to Implant 

BCDVA DCNVA 

Loss 2 lines 0 1 

Loss 1 - 2 lines 0 4 

Less than 1 line change 25 13 

Gained 1 - 2 lines 4 7 

Gained 2 lines 0 3 

Gained> 2 lines 0 1 



Pl-9 

Proposed IFU Contraindications 

• Sciera I thickness <530 microns 

• Pupil change from scotopic to photopic of <30°/o, or absolute 
difference of <'11.00 mm 

• Chronic ·ocular surface disease 

• Ocular inflammatory disease 

• Acute or chronic ocular disease 

• Prior intraocular, extraocular, or orbital surgery 

• Chronic systemic diseases which may affect the eye 

• Uncontrolled systemic disease 

• Anti-coagulation 



SG-19 

Effectiveness by lmpllant Location: DCNVA 20/40 or 
Bet1ter and Gain 2: 10 let1ters at 24 Months 

As Eyes 
24 Months Intended n / N Estimates (95% Cl) P-Value 

Yes 5231619 84.5% (81.4, 87.3) • 
Depth 0.52 

No 41 / 46 I 89.1% (76 .. 4, 96.4) • 
Yes 5461644 84.8% (81.8, 87 .5) • Distance 1,.00 

No 18 / 21 85.7% (63.7, 97.0) • 
Yes 550 / 651 84.5% (81.5, 87 .2) • Position 0.'14 

No 14 / 14 100% (76.8, 100.0) 

0 
I 

25 
I 

50 
I 

75 '100 

Analysis not previously submitted to, or reviewed by, FDA. 
P-values from Fisher's exacttest not adjustedformultiple comparisons 



AS--4 

Micro Insert Segment Placement and AEs 

• C1umulativ,e 2.4 Mlonths. 116 Eyes I 75 SubJects with unintended pos1t11on � 

1• Ocular S1urface Events 
• Dry eye: 2.4 events I 17 eyes / 17 subjects 

• ConJunct1vai lnJect1on 5 events I 5 eyes / 4. subJects 

• Explants 
• Perceived lack -of effect: 1 eye 

• Foreign Body Sensation: 4 eyes I 2 subJects 

Underlying data previously submitted to the FDA in tabular format - not submitted to FDA in displayed format. 
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