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Leva-Leevssl Laser Thsrapy Improves Vision in Patienls wish
Age-Ralated Macilar Degenaration

Conclusion.

2008 paper 203 patients, both dry and wet

Ten controls

PHOTOBIOMODULATION THERAFPY FOR
LARGE SOFT DRUSEN AND DRUSENOID
PIGMENT EPITHELIAL DETACHMENT IN
AGE-RELATED MACULAR DEGENERATION
A Single-Center Prospective Pilot Study

MANAL FENLANIE, MIU* SALDSME YVES OO, M, Pl NUESY TORRELL. MD,
AT O ANTUDRHE, WL ESUANLUELE CRINOURL IR FIRAMCESCS AMCHRE. B FHOTUSIOSHAIDULATION THERAFY FOR LABLE DHLSESN « BESNLAHBIE ET AL
3¢ [ SORLTIEL, AL Pl
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LIGHTSITE 1ll 24-Month Analysis:
Evaluation of Multiwavelength
Photobiomodulation in Dry Age-Related
Macular Degeneration Using the
LumiThera Valeda Light Delivery System

Valeda® Light Delivery System Founded 2013

Valeda Overview i

® \aleda treatment delivery very similar to many
ophthalmology office diagnostic and treatment
devices

Treatment typically administered by trained staff
der doct isi
under doctor supervision
<5 min treatment per eye Valeds
Wavelengths (nm)
MNo pupil dilation requingd | Stismulates COO activily, increasses nilric

= oide (MO] symthesis, inhibits VEGFE
ERpreLLion

Callular Targets

9 flexible treatment sessions delivered over 3—4 Frarotes O Bl Toun) i 00 ard

weeks a&E0 stimulates metabolic activity (ATR], inhibits
inflammation and cellular death

2-3 treatment l.".ﬂ:tl:ﬁ per annum | DOrives electron transfer (Cuwa) to OO0 and

stimulates metabolic activity (ATP], inhilsits
inflammation amd cellular death
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A DOUBLE-MASKED, RANDOMIZED,
SHAM-CONTROLLED, SINGLE-CENTER
STUDY WITH PHOTOBIOMODULATION
FOR THE TREATMENT OF DRY AGE-
RELATED MACULAR DEGENERATION

[

LIGHTSITE | on PBM for Eye Diseases summary

L L AR
LHGHTSITE N Bandomdeedd SMulticen

Fralmatiom f Mubtiwanelemgth Fhan

In Mois-exudstive Age-Relaved Macu

ASTRACT

hulation
ieralini
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Lumi
LIGHTSITE Ill Protocol Recap Increased from 2 treatments per year to 3

ETDRS BCVA between 20432 and 20/100

Intermediate drusen and/or GA, confirmed by Duke Imaging

Wet AMD excluded

Geographic Atrophy (GA) in central fovea 1 mm excluded

Treatment randomized 2:1 PBM to Sham - triple masked (Subjects/Sites/Imaging Center)

Six rounds of treatment every 4 months (24-menth study participation/&1 visits)

Prirmary efficacy analysis: BCWA Change from BL at Maonth 13 and Month 21 between PEM and Sham
Safety analyses at Month 24: AEs, BCVA, C5, D-15, perimetry and color fundus

Sites performed: BCVA, LLBCVA, CS, Radner, D-15, VFQ-25, Perimeter, Eye Exams, OCT, FAF and Color
Fundus Photos

US Pivotal Study Design (LIGHTSITE lll - Primary Efficacy Met)

LIGHTSITE 1N
Primary

O Sharm m PEM

+ A
M1 M4 M

Wb Mo M1 MI13 Ml M1S M0 M21 0 M4

BOWA Letter Score
{Change fram BL)

Timeframe {Maniths)
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LIGHTSITE Il Study Design

The LIGHTSITE 11l study is a double-masked, randomized, sham-controlled, parallel group, multi-center study to assess
the safety and efficacy of photobiomodulation (PBM) in subjects with dry age-related macular degeneration

LIGHTSITE IN enrolbed 100 subjects |148 eyes)

Marsh 13 Analyss
T Series 1 T Series 2 TuSeries 3 Tu Series 4 Tu Series 5 T Series &

X i
R d"‘.' ; ‘ n----

ANID BOV
20732 10 204100

Dry Age-Related Macular Degeneration (AMD)
Reduced Drusen

27/12/2024
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Examples of Patients

Treated Patient PBM Control Sham

Valeda Treatment Benefit on New Onset GA Occurrence

LIGHTSITE 1il

Occurrence of new GA in LIGHTSITE 111
= Month 13
+  Gof 50 {10.0%) of Sham eyes
+ 1of 87(1.1%) of PBM eyes
# The occurrence of new GA was
significantly higher in the Sham group
than in the PBM group (p = 0.024,
Fisher exact test, odds ratio 9.4)
Month 24
+ 12 of 50 (24.0%) of Sham eyes
*  Bof 87 (6.8 %) of PEM eyes
The occurrence of new GA was
significantly higher in the Sham group
than in the PEM group (p = 0.007,
Fisher exact test, odds ratio 4.2)

10 153
m Month 13 Month 24
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Dry Age-Related Macular Degeneration (AMD)
Reduced New Geographic Atrophy

% Geographic Atrophy

Reimbursement QALYs Analysis

PBM dominates basic standard care in the treatment of dry AMD in NH5 health care model

Impact of PBM Treatment on BOVA QALYs Improvement with PBM

Impsct of PEM on BOVA sfier treatmant Cost-effectivenass planse

Incremental cost

e

0.20 0o o.z20 040 060 00 Loo
LiEEREIRESRRERARZ Incremenital QALYS
Age
e ot brRstmEnt sifter treatment s PBMwBSC - = -WTP_Threshold

PMohe: Patients starting ot 75 years of age and recsiving 5.3 legier pain in 24 moaths of PFEM and
diminishing be ety guer the rewt 8 vears

22



