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DEMODEX BLEPHARITIS | A PERVASIVE
AND DAMAGING EYE DISEASE

+ Blepharitis is the inflammation of the eyelids causing iritation and
D. folliculorum

+ 69% of blepharitis cases are due to Demodex infestation leading to

Demodex blepharitis™
Demodex mites are implicated in other diseases of the i and id margin,
including blephariti and meibomian gland dysfunction®* 03-04 mmlength
8 Dlep! e v Colonizes the base of the
Demodex mites are associated with acne vulgaris, foliculits, rosaces,
seborrheic dermatitis, perioral and scalp hir oss, and basal cell
carcinomat D brevis

+ Demodex folliculorum and Demodex brevis are the only 2 species
found in humans® ,
The life cyele of the Demodex mite is approximately 14 to 18 days
from the egg to the larval stage followed by the adult stage®
The life span of the mite is limited outside the living body; direct 0.1 mm ler

Colonizes the
contact is required for transinfestation® e

US PREVALENCE OF OSD and DED

+ Estimated >16 million patients have been diagnosed with
DED'

* Estimates
symptoms’

33 million patients suffering from dry eye

« Almost all adults experience dry eye signs and s

mptoms
+ DED is often underdiagnosed and undertreated?
+ DED is the most common reason for visits to
eyecare practitioners (ECPs)?
+ ~33% of patients present with complaints about dry eyet

Prevalence is projected to increase due to
+ Aging population
« Increased screen time (computers and handheld devices)

5. Casmrast J,Ousler W 11, Wioox Haghor K, ot al. A corseltion betwoon tho mptoms of dry ey and the duration of dry eye diagnosis. I0VS. 800848, abstrac

Meibomian Gland Dysfunction

Meibomian Gland Dysfunction

(MGD) is a chronic condition = Decreased meibum quality and quantity in the upper
> and lower eyelids

characterized by abnormal keratin = Tearfilm changes
production, leading to blocked Reduced visual function/quality of Vision
Dry eye disease
glands - Contactlens discomfort / intolerance
Normal Blocked *  Gland complications
Meibomian Glands Meibomian Glands + Gland blockage/dilation

Irreversible glandular atrophy/loss
Bacterial growth
Lead to Blepharitis

. Ocular Surface Inflammation

= Corneal scarring
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MGD Prevelance

= MGD affects approximately 100 million
patients in the U.S. and can lead to
Contact Lens Discomfort (CLD), Dry Eye
Disease (DED), blepharitis

= Near-term market opportunity of 30 to 40
million patients

= No currently FDA-approved medicines for
MGD

= Approved treatments for downstream MGD affects
ocular conditions have not demonstrated 100+ Million
efficacy for restoring function of the inthe US

meibomian glands

Sars
., VEDecere e Sk S 30 e g o oo e ity e v vk, Wl e, 545 950 o M (180
R A S e e Oy i o o s A RS

30-40 Million

Diagnosed

Remaining
Prevalent
Population

Each (}represents 1 milon afected people

onfidential

Demodex

*  Demodex folliculorum
*  Demodex brevis
* Reside in sebaceous glands in facial skin

—Nose
—Nasolabial folds
—Eyelids

—Cheek
—Forehead

—Chin

—Neck

Prevalence

* Ye et al, 2253 young males in Fujian
province, China
—20.73% overall prevalence

— Higher incidence in higher socioeconomic
status

— Not related to overall hygiene

10

*Huang et al

446 children with chalazia vs 50
Demodex and controls

chalazia in *Demodex found in 53% of patients
pediatric with chalazia

population «0 found in controls

* Associated with recurrent /
multiple chalazia

Demodex

+ Two species affect the eye

— Demodex folliculorum ~0.3 to 0.4
mm in length, found in clusters
around the lash root and lash
follicle, where it feeds on sebum
and follicular epithelial cells

— Demodex brevis is shorter, more
solitary, and prefers the
meibomian glands.

* Mites ~2 weeks to mature from the
egg to the larval stage, with an overall
life span of up to 3 weeks

* Both species are translucent,
elongated microscopic mites with four
pairs of short, clawed legs'

Clin Optom (Aucki) 2018 Jat 4:10:57-63.

Video /o k. veu,MD

11

12



3/3/26

MECHANICAL 0 BACTERIAL Q CHEMICAL




3/3/26

-
19 20
21 22
23 24




3/3/26

Lid health directly impacts the ocular surface

examples of demodex blepharitis and Mixed blepharitis presentation
conjunctival/corneal disease

Collarettes, and Collarettes, and
flaky debris = “scurf” 3

Olly, Waxy scaling >
Seborrheic blepharitis Ol )

25 26

Demodex Blepharitis & Clinical The Alpenglow Sign
Associations

Also leads to lid margin erythema, lid edema, eyelash misalignment or loss, recurrent
chalazia and, more rarely, primary and recurrent pterygia, peripheral corneal
vascularization, phlyctenule-like lesions and corneal opacity® « Rapid clinical
Other inflammatory diseases, such as rosacea, and blepharokeratitis and exam finding to
blepharoconjunctivitis.s pick up cases of
suspected
demodex in
patients with
excellent lid
hygiene

Look at the nasal bridge

« ASCRS 2024, ARVO
2024

5.Znang X8, Ding Y, He W It O

oimol 2018,11:589-592. 6. Fromsten S, Harthan 15, Pate et a. i Opt
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Keys Points when Delivering the DB

Explaining the DB Diagnosis to Patients Diagnosis to Patients

1. DB is a prevalent condition and not a
7 There's a common misconception among patients that it's reflection of personal negligence. -3
= somehow their fault or caused by poor hygiene el
2. The condition results from an
increase in tiny mites that can harm

e Patients don't always understand how the mites cause the eyelids.145
problems 3. Treatment is straightforward and
effective.®
i Many patients worry that the treatment process will be
challenging.

rencos: 1. Trator W et l. Clin Ophthaimol. 2022.16:163-1164. 2. 0'Del L ot al.Gin Opfihalrl. 2022:16 257.2987. 3. LiuJ e l. Crr Opin
ity Gy orine 3010 G150 576 . a4 1o sl el o S B008610) S0B3R4 5. e O 6L 1 i o ()

20151057.65.6. XDEMUY [rotcriong nfomation] Tosus Prarmaceutcas, Incs 2029



Common Treatments for Demodex
Blepharitis

* Tea tree oil * Intense pulsed light therapy
* Lid wipes * Microblepharoexfoliation
* Topical ivermectin cream
» Cleansers containing hypochlorous acid
« Lid scrubs
* Antibiotics
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Tea Tree Oil and Lid Wipes Manage the Collarettes but
Aren’t Treating the Root Cause

75% 57%

Tea Tree Oil Lid Wipes
(n=38/51) (n=58/102)

Reference: 1. Trattler W et al. Clin Ophthalmol. 2022;16:1153-1164.
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Lotilaner ophthalmic solution,0.25%

« The first and only FDA-approved treatment for Demodex
blepharitis (July 2023)
« Paralyzes and eradicates Demodex mites by selectively
inhibiting parasite-specific GABA-CI channels

Reference:. Tarsus Pharmaceuicals, Inc; 2023
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Studies toKnow:
SATURN-1and SATURN-2

« Two 6-week, randomized, multicenter, double-masked, vehicle-
controlled studies

833
Patients
.
Vehicle
(418)
« Patients were randomized to either lotilaner or vehicle at a 1:1

ratio, dosed twice daily in each eye

Reforonce: 1. YauE, ot Comeg, 2023 for 1424) 43543, 2 Gadde B, ot . Oinaimology, 2023 Ol 1130(1011015.23. . Sad, €. Cas,
RM, and Jalala, P Presented at ASCRS 2023; May 5.8, 2023; San Diego, CA.
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SATURN-1 and SATURN-2 Study Result:

1. Collarette Reduction (<2 collarettes)
* 50% compared with 10% vehicle
2. Mite Eradication (0 mites/lash)

* 60% compared with 16% vehicle
+ 25% compared with 8% vehicle

* 85% compared with 28% vehicle

Referonces: 1. Yeu .ot . Comea, 2023, 14243543, 2 Gadio B, ol o. Opalclogy 2023 Ot 1;190(10)1015.23. 3. Sk, € Castl,
RM, and Jalalat, P. Presented at ASCRS 2023; May 58, 2023; San Diego,
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SATURN-1 and SATURN-2 Study Results

1. Collarette Reduction (<2 collarettes)
 50% compared with 10% vehicle

Reforences: 1. Ye . o a.Cores, 2023 Aor 1424143543, 2 Gaclio B ot . Oinaimology. 202300l 130(10)1015:2.. Sk . s,
RM, and Jalalat,P. Presented at ASCRS 2023; May 5-8, 2023; San Diego, CA.
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1. Collarette Reduction (<2 collarettes) 2. Mite Eradication (0 mites/lash)

Lotilaner 0.25% Vehide Lotilaner 0.25% Vehide
SATURN-1 SATURN-1 SATURN-2 SATURN-2

2. Mite Eradication (O mites/lash) 3. Erythema Cure (Grade 0)

Lotilaner 0.25% Vehide Lotilaner 0.25%
SATURN. SATURN.2

SATURN-1

3. Erythema Cure (Grade 0) 4. Collarette Reduction (<10 collarettes)

Lotilaner 025% Vehide Lotilaner 0.25% Vehidle
URN-1 SATURN-1 SATURN-2 SATURN-2




 85% compared with 28% vehicle

References: 1. YeuE, et ol Comea, 20234pr 1424)43543. 2. G B, ol o
‘and Jalalat, P. Presented at ASCRS 2023;

SATURN-1 and SATURN-2 Study Results

Satum1
Exension

22%
4
3
Day 365°

Ly S DA B R e
May 5:8,2023; San
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Patients Tolerate Lotilaner Drops

of patients in both trials in the lotilaner
and vehicle groups reported the drop as
neutral to very comfortable

~90%

T (VB GOV ST Ay O SR e 3t @y R 02 N0 ST e
RM, and Jalalat, P. Presented at ASCRS 2023; May 5-8, 2023; San i

ERSA and RHEA were two separate, randomized
lotilaner ophthalmic solution 0.25% and vehicle

ERSA: Collarette grade reduction and responder rate at day 43

Reduction to 52 collarettes  Reduction to £10 collarettes

55% 80%

of patients treated with

of patients treated with
lotilaner 0.25% (n=20)

lotilaner 0.25% (n=20)

Key Study Data -

criteria and endpoints for the ERSA and RHEA studies were identical.

ERSA and RHEA

pilot studies evaluating the safety and efficacy of
for the treatment of DB with MGD. Eligibility

ERSA: Patients treated saw ~54% improvement in mean
meibomian glands yielding liquid secretion (MGYLS) at day 43

compared with baseline

Number of expressible glands

Baseline Day 43
n=21 n=20

mean collretts grade compared with baselne (P>.1)

number of MGYLS compared with baseline (P>.1)
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« Demodex mites may be present in 69% of all
blepharitis cases

+ Itisadisease that is often misdiagnosed and
underdiagnosed

" Demodexblepkarls s prevalnt Incataact,dry eye,
and contact lens patjents and has a substantial impact
on the dally veS of pa(lemfhmdudmg psychosoial
d clinical burd

+ Eradicating the ropl cause (the Demodex ite)rather than
just addressing symptoms is crucial

*+ Current options for managing Demodex blepharits do not
radicate mites and are poorly tolerated

DEMODEX BLEPHARITIS KEY
TAKEAWAYS

. i 1t finiti if
Do L S Ay ely IogiO8e s
+ ook for collarettes by having every patient
. nt cducation and ther
cummp\'.“mgéles W cumrgmu?ndﬁrﬁﬁaﬂ’?geng
TP-03, if approved, gy be an emerging safe and

aexﬁ.‘?%?n“»‘ﬁ‘éa e comro&%‘}%“s?%v?n“‘éé‘” Sive

collarett
2 pwota.l stud:es

WHAT CAN WE ALL DO?

Look for collarettes during every slit lamp exam —collarettes are the pathognomonic sign of Demodex blepharitis
« Share images of collarettes with your peers to equip them with knowledge to properly diagnose Demodex blepharitis

Puis
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Key Study Data - Patient Reported Outcomes

& - ®
Itching Redness
~53% improvement

Fluctuating Vision

~59% improvement ~66% improvement

48.9 51.3
B . -‘I B
Baseline Day43 Baseline Day43
=21 n-20 =21 n=20

Based on 100-point visual analog scale (VAS)

RHEA: At day 43, vehicle (n=10) did not show Atday 43 ,
statistically significant improvement in patient- HE t redness
reported fluctuating compared withbaseline(P>.1) compared with baseline (P>.1)

vision compared with bassline (P>.1)
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Thank you
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