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Summary /{
* Real-world performance of the ForeseeHome Monitoring System is N
comparable to performance in ARED2 HOME study on early detection nAMD

* 81% were 20/40 or better VA using FSH detection

* 34 % were 20/40 or better in IRIS Registry database

* The potential to preserve an additional 3-4 lines of vision at the onset of
NAMD as compared to standard-of-care alone leads to better VA prognosis
with current anti-VEGF therapy

These results highlight the importance of early detection methodologies and novel

intermediate AMD management strategies ‘ ))>




Objective

* To evaluate real world performance of a monitoring strategy of
intermediate AMD patients for the detection of conversion to NV-
AMD

* The strategy includes self-operated a validated tele-connected home
monitoring system ForeSee Home (FSH) in conjunction with routine

office visits and visits triggered by patient symptoms '
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Rationale and Background

Visual Acuity at the Time of Wet AMD Diagnosis is the BEST PREDICTOR of Visual Outcomes

Following Anti-VEGF Treatments

RELATIVE VISION ABSOLUTE VISION

Improvement

/ from baseline

TIME

What really matters
to patients

Change VA

OUR CHALLENGE: CAN WE RETAIN GOOD FUNCTIONAL VISION AT DIAGNOSIS AND

THROUGHOUT TREATMENT AS THE GOAL FOR WET AMD MANAGEMENT?
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Baseline VA PREDICTS Long-Term Outcomes nAMD

IRIS REGISTRY

Maans VA a1 1-¥ear Poal-Daagncan by Baseline VA Group : CATY 2 Yout Data
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IRIS® Registry Results Correlate with Those Seen in CATT:

Patients with Better VA at Diagnosis had Better VA at 1-Year of>))




The ForeSee Home system was validated in the M

AREDS2 HOME study

 DSMC early stop for efficacy
AREDS2-HOME study

 Medicare coverage and
commercial launch of the
ForeseeHome AMD Monitoring

System

* To date, no real world data on
performance

AREDS?2

ﬂ Conclusions of
AREDS2 - HOME Study

In contrast to current home monitoring strategies,
reflected in our STANDARD CARE ARM, patients
with intermediate AMD (bilateral large drusen) or
advanced AMD in 1 eye would benefit from home

monitoring with the DEVICE to detect the

development of CNV at an earlier stage with:

« Better preservation of their visual acuity at CNV
detection, including 87-94% 20/40 or better
Increased likelihood of maximizing visual acuity
results after intravitreal therapy with anti-VEGF
agents.



94% of Patients Using ForeseeHome in AREDS2 HOME
Study had 220/40 VA at Time of CNV Diagnosis

HOME study
ForeseeHome Users*

WE’VE LEARNED THAT
WE CAN DO BETTER

IRIS Registry®

65.67%
<20/40

*FSH patients who used device at least N = 55,930* wet AMD diagnoses in patlents

2x/week (N= 29)

with = 20/40 prior to conversm( ;.;;.

*of 162,902 eyes that had a pre-conversion VA and met protocol |ncIu5|on/echu5|on crlterla



Study Design

* Retrospective review of existing real world data collected by the Notal Vision
Diagnostics Center (NVDC), an independent diagnostic testing facility responsible
for clinical oversight of at-home monitoring system for patients who have been
prescribed the home monitoring program

* Inclusion: All de-identified patients who had a confirmed conversion from
intermediate AMD to NV-AMD while participating in the program

 Participation was defined as having a FSH device at home with a valid baseline,
regardless of the frequency of monitoring

* Time Frame: 9 years (October 2009 to September 2018)



Baseline Demographics and Modality triggering
nNAMD detection

During routine visit or by patient
symptoms
Modality triggering
detection

Age, yr (mean, [SD]) 75 (7.1) 76 [6.9] 73 [7.3]

Gender, n (%): Female 199 (65%) 139 (66%) 60 (63%)

The FSH home monitoring system detected 69% of NV-AMD events
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Median VA at baseline, nAMD event, and Change VA

All eyes with known VA

Event VA if BL VA

Baseline VA Event VA . VA change
available

# eyes 121 193 121

Median VA (letters) 79 75 74 @
Median VA (Snellen) 20/25-2 20/32-2

Eyes with CNV event detected by FSH with known VA
Event VA if BL VA

Baseline VA Event VA . VA change
available
# eyes 95 151 95
Median VA (letters) 78 75 74 -2
Median VA (Snellen) 20/32+2 20/32-1 20/32-2

Eyes with CNV event detected by other means with known VA
Event VA if BL VA

Baseline VA Event VA . VA change
available
H eyes 26 42 26
Median VA (letters) 81 76 74 -4.5

Median VA (Snellen) 20/25 20/32 20/32-2

Median VA at time
of conversion
20/32-1 and
median change in
VA from baseline
was 3 letters
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Detection nNAMD with VA =2 20/40

Detected Detected during routine

Entire cohort | following a device | office visit or by patient

alert symptoms
# eyes with VA = 20/40 at baseline 109 86 23
# eyes which retained VA 2 20/40 at
88 71 17
conversion
% (95% Cl) eyes which retained VA 2
(72%-88%)  83% (73%-90%) 74% (52%-90%)

20/40 at conversion

81% of eyes retained VA 2 20/40 at time of diagnosis of conversion to nAMD




VA at New Onset nAMD - Multi-studies comparison

Real-World Data Demonstrates Few Newly Diagnosed CNV Eyes Are Detected Early

100% - Proportion of Eye(s) 2 20/40 at CNV Diagnosis

80% -
81%
60% -
40% -

20% -

% of eyes VA = 20/40

0% -

*All but CATT included eyes with VA of 20/20 or worse (CATT included <20/25)



VA at nAMD Diagnosis — FSH monitoring vs IRIS® Registry
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Median VA with Difference — lines of -~ NCVKD

IRIS registry,
Mean VA at

! , Home monitoring vision - CZS8SHN
Diagnosis ONVY SR
Patients = KOQRRO
Eyes 20/83 20/32-1 Approximately 4 lines ) - zo.'f:. ;; —a

1. RaoP, Lum F, Wood K, Salman C, Burugapalli B, Hall R, Singh S, Parke DW 2nd, Williams GA. Real-World Vision in Age-Related Macular Degeneration Patients Treated with Single Anti-VEGF Drug Type for 1 Year in the IRIS \ ///
Registry. Ophthalmology. 2017 Nov 13. pii: S0161-6420(17)31946-2.



Study Limitations

* Retrospective

* Real-world registries do not necessarily reflect best corrected visual
acuity (BCVA), but rather corrected VA

* Reliance on the electronic health record (EHR) and the physicians’
documentation in the EHR



Discussion

* First study to report on the real-world performance of a monitoring strategy that
includes an at-home FSH monitoring for early detection of nAMD in conjunction
with routine office visits and response to symptoms realization

* The dataset of newly diagnosed conversions to nAMD included a large number of
306 eyes

* This same FSH system, hardware, software, support infrastructure and
compliance reminder service has been previously evaluated in the AREDS2 HOME

study

* The current study provides evidence that the real-world implementation yields
similar performance to AREDS2 Home study



Discussion

* 69% of the detection of conversions were triggered by device alerts. AREDS2
HOME study 64% of detections were triggered by the device alerts

With home monitoring %VA 220/40

100%

80%

M Routine visit + 60%
symptoms 40%

B Home device alert 20% 34(y
(o}
0%

IRIS

* Detection nAMD with baseline VA 20/40 or better was 81% in this study versus
34% in IRIS Registry



Summary

* Real-world performance of the ForeseeHome Monitoring System is
comparable to performance in ARED2 HOME study on early detection nAMD
* 81% were 20/40 or better VA using FSH detection
* 34 % were 20/40 or better in IRIS Registry database

* The potential to preserve an additional 3-4 lines of vision at the onset of
NAMD as compared to standard-of-care alone leads to better VA prognosis
with current anti-VEGF therapy

These results highlight the importance of early detection methodologies and novel

intermediate AMD management strategies ‘ ))>
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