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INTRODUCTION

RESULTS

SAFETY AND TOLERABILITY

e Meibomian gland dysfunction (MGD) is a chronic and progressive condifion e AZR-MD-001 0.5% met the co-primary endpoints, significantly improving the signs (number of MGYLS; Figure 1) and associated ocular sympfoms (OSDI tofal score; o A/ZR-MD-001 demonstrated good safety and tolerability during the 3 months of

associated with blockage of meibomian glands and alterafion in meibbum Figure 2) of MGD versus vehicle at Month 3. treatment (Table 2).
NN . o iy - S - L :
qgoll’ry, with prevalence estimates up to /0% in population bciseq studies. e Significant clinical changes were seen as early as Day 14, affer a total of 4 applications of the drug (Figure 1). e Only 3 patients were discontinued from the study due to an adverse event

e With currently no approved pharmacotherapies for MGD, suboptimally freated (2 in the AZR-MD-001 0.5% group and 1 in the AZR-MD-001 1.0% group)

MGD can lead to gland blockage/dilation, decreased meibum quality/quantity, FIGURE 1. AZR-MD-001 0.5% STATISTICALLY SIGNIFICANT IMPROVEMENT IN MORE FIGURE 2. AZR-MD-001 0.5% STATISTICALLY SIGNIFICANT IMPROVEMENT IN MGD | | |
irreversible glandular aftrophy/loss, altered tear film composition, ocular surface OPEN MEIBOMIAN GLANDS THAN VEHICLE AT MONTH 3 (ITT) DRY EYE SYMPTOMS VS VEHICLE AT MONTH 3 (ITT) TABLE 2. SUMMARY OF TEAES (SAFETY POPULATION)
damage, and evaporative dry eye.?

e A phase 2 clinical trial was conducted to investigate the safety and efficacy of . . AZR-MD-001 AZR-MD-001
AZR-MD-001 (selenium sulfide ophthalmic ointment)—a potent keratolytic and Mean change from baseline in MGYLS score Mean change from baseline in OSDI fotal score 0.5% 1.0% VEHICLE
keratostatic agent that induces meibomian gland lipogenesis—versus vehicle Primary endpoint Primary endpoint (N=82) (N=83) (N=80)

0 Any ophthalmic TEAEs (in either eye), n (%) 47 (57.3) 57 (68.7) 14 (17.5)
DEMOGRAPHICS P=0.00040 TEAEs reported in >5% of patients, n (%)
| | | | Application-site pain 14 (17.1) 13 (15.7) 0
e A fotal of 245 patients were included in the safety and the infent-to-freat 17 S
populations (0.5%, N=82; 1.0%, N=83; vehicle, N=80) (Table 1). , Lacrimation increased 9 (11.0) 1(1.2) 0
_ 2.3 Superficial punctate kerafitis * S (6.1 6 (7.2 1 (1.3
TABLE 1. DEMOGRAPHICS AND BASELINE CHARACTERISTICS (SAFETY POPULATION) 2 > P 6.1 (7.2) (1.9)
Eye pain 5 (6.1) 6 (7.2) 1(1.3)
AZR-MD-001 AZR-MD-001 o 0 Corneal staining*? 4 (4.9) 7 (8.4) 1(1.3)
0.5% 10 VEHICLE E P=0.0046 [ P=n.s Eve irritafi 4 (4.9 5 (6.0 2 (2.5
(N=82) (N=83) (N=80) & =0.9040 1073 o S ye Irmtation (4.9) (6.0) (2.9)
'2 3 - P—n s Eye inflammation 3(3.7) 8 (92.6) 1(1.3)
Age (years) Mean (SD) 52.1 (16.9) 55.6(17.9) 51.9(18.5) 5 ‘ £ 4 > o
= & Application-site irritation 2 (2.4) 5 (6.0) 0
@ Q
Range 18-80 20-93 20-97 o o Any serious TEAEs, n (%)* 1(1.2) 1(1.2) 2 (2.5)
O O
9 5 2.8 T *Defined as associated with an increase in corneal staining of >2 grades.
SeX, N </O> Male 31 <378> 27 <325> 24 <3OO> ’0\ i TéDQ"/]: boieline incideTnc?e oJ:‘hcorneoI staining (Oxforclj gcore? ofrézu?\i’rs()j signifying early moderate inflammation.
5; 3‘, *No serious TEAEs were considered related to study drug.
Female 51 (622) 56 <675) 56 (700) \.I../ 5 \-I-, 6 TEAE, tfreatment-emergent adverse event.
g P=0.0080 P=0.0071 ‘ g
Race, n (%) White 57 (69.5) 64 (77.1) 56 (70.0) @ l : P=n.s. SUMMARY
. % \
Asian 16 (19.9) 10 (12.0) 21 (26.3) 1.8 = This phase 2 study demonstrated that AZR-MD-001 0.5% significantly
Black 3(3.7) 3(3.6) 1(1.3) 16 improved signs and reduced associated symptoms of MGD at Month 3.
1 -8 Improvements in signs of MGD were seen as early as Day 14 (affer only
Other 6 (7.3) 6 (7.2) 2 (2.5) l 4 applications) of AZR-MD-001 0.5%.
Duration of MGD, <5 vears 29 (35.4) 30 (36.1) 28 (35.0) P=0.0438 AZR-MD-001 was safe and well tolerated in this study.
N (%) 0.8
>5 years 53 (64.6 53 (63.9 52 (65.0
/ O30 | 3©H | 520D N Contact
Number of MGYLS  Mean (SD) 1.7 (1.4) 1.9 (1.4) 1.8 (1.3) 0 Preeya K. Gupta, MD |
Triangle Eye Consultants, Raleigh, NC, USA
o Day 14 Month 1.5 Month 3 , iversity, LA,
MGS score. n (/O> <6 38 (46.3) 33 (39.8) 34 (42.5> Y greep;?/gr%irgfgégfnh;ﬁ.ilgnrgIogy Tulane University, New Orleans, LA, USA
26 and <12 44 (53.7) o0 (60.2) 46 (57.5) B AZR-MD-001 0.5% AZR-MD-001 1.0% Vehicle B AZR-MD-001 0.5% AZR-MD-001 1.0% Vehicle References
_an. Dl _ a9 Dl _ _af DI _ _am DI _ a9 DI _ _an DI _ 1. Knop E, et al. Invest Ophthalmol Vis Sci. 2011:52(4):1938-78.
OSDI total score Mean (SD) 25.2 (7.5) 24.2 (6.0) 25.0 (6.7) (n=82; BL=1.7 [1.4]) (n=83; BL=1.9 [1.4]) (n=80; BL=1.8 [1.3]) (n=82; BL=25.2 [7.5]) (n=83; BL=24.2 [6.0]) (n=80; BL=25.0 [6.7]) 2. Sehaumberg DA, of al. Invest Ophihaimel Vis Soi. 201 1:52(4):1994-2005.

The safety population included all randomized patients administered >1 dose of study drug. P~value versus vehicle (n.s., not significant); P-values at Month 3 adjusted for multiplicity. P-value versus vehicle (n.s., not significant); Pvalues at Month 3 adjusted for multiplicity. j fhhlc.:ldvc et al. Ophthalmology. 201 7.;1 24.“ 18):.820—3()..

MGD, meibomian gland dysfunction; MGS, Meibomian Gland Secretion; MGYLS, Meibomian Glands Yielding Liquid Secretion; OSDI, Ocular B.L’ bgseline mean .(s’rondord deviation) score; ITT, intent-to-freat (all patients randomized to study drug); MGYLS, Meibomian Glands Yielding BL. baseline mean (s’ronjdord deviation) score; ITT, intent-to-freat (all patients randomized to study drug); MGD, meibomian gland dysfunction; . Tomlinson A, et al. Invest Ophthalmol Vis Sci. 2011:52(4):2006-49.

Surface Disease Index. Liquid Secretion (higher scores are better). OSDI, Ocular Surface Disease Index (lower scores are better). ACkn OWI ed g e me n_I_S
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Co-primary efficacy endpoints Safety and tolerability :
e Phase 2, prospective, randomized, double-masked, vehicle-controlled trial evaluating the safety and efficacy 5 IG;SUSJOSUFGS
of AZR-MD-001 (0.5% or 1 .0%) for the treatment of MGD (NCTO365205] ) ﬂ C:‘o;vsu/fon;: Azura, Alcon, Aldeyra, Allergan, Expert Opinion, HanAll Biopharma, J&J Vision, Kala, New World Medical, Novartis,
Ocular Sci , OcularTh tix, Orasis, Oyster Point, Sight Sci .S lass, Surf Ophthalmics, Sun Ph ticals,
e Eligible patients: male or female, aged >18 years, with mild fo moderate MGD (Meibomian Gland Secretion [MGS] score Te(;L: fc;b?fgf Celleocé#i(;srue%?:E,G\L/Jisli(oncg?cfgy, oynsdezreigs'? I SEEIEE, SRS, SHITHES HPTEITIES, SHh PRAHEeHIEas
<12 for 15 glands of the lower lid) and associated ocular symptoms (Ocular Surface Disease Index [OSDI] score 13-33); ‘ ‘ Sfock Opfions: Azura, Expert Opinion, Orasis, Oyster Point, Tarsus, fear Clear, Spyglass, surface, Visionology, and Visant
: C : : L.E.D ie:
Self'repOrTed dry eye SIgns and SympTomS within 3 months of STUdy enTry; and had a Standard Patient Evaluation of Eye I?esegrvc\:,fr:lgranfs (institution): Alcon, CooperVision, Nafional Health and Medical Research Council of Australia,
Dryness score >6, a Tear Break-Up Time <10 seconds in both eyes, and gland dropout </75% ?Qgﬂgﬁgﬁ:&msh ot Lans Acsociation
- - - M- 0 0 - - - - - Travel tC d Contact Lens Society of Australia;
e Patients randomized (1:1:1) fo AZR-MD-001 0.5%, 1.0%, or vehicle applied to the lower eyelid twice weekly at bedtime o fgﬁgﬁgﬁongif‘[;ggnnosﬂCorrr‘];ﬁO ons sacey o [fgj :jﬂy'aeye disease] (US patent number .
e No conventional treatments allowed during the s’rudy MGYLS measures the number of OSDI measures 12 items Sofe’ry and Tolerabili’ry ;L?ZZ: f}i}rgggp’r{ﬁ]%?’g%gg contact lens wearers predisposed fo contact lens discomfort (US EﬂE E
. L . glands yielding liquid secretion centered on ocular symptomes, were assessed by the Non-remunerative: TFOS Global Ambassador i
S Sitely el [eseiine, Dy 4, hiiemin 12, elnel Wiemif & through observing 15 glands on environmental triggers, and nature, incidence, M. Hinds: - | | f
e Co-primary endpoints: change from baseline in number of Meibomian Glands Yielding Liquid Secretion (MGYLS) the lower lid, following diagnostic vision-related functioning, with and severity of oo Mo s e o o (E Ly and Company), flora Fharmaceuiedts
and in OSDI total score at Month 3, analyzed using a hierarchical approach expressability, fo determine whether each item rated from O (none of treatment-emergent onsuliant Flora Pharmaceunicals (School of Optometry and Vision § ) | ég
. : . : : Honoraria: Queensland University of Technology (School of Optometry and Vision Science);
e Changes from baseline evaluated using an analysis of covariance model with continuous baseline score as they secrete any liquid (binary the time) o 4 (all of the fime), adverse events (TEAES). Travel support: SynergEyes [=]
a covariate and treatment, duration of disease category (<5 or =5 years), and baseline MGS score category outcome); with a score range fhe fotal score ranging 0-100, Y. Alster:
! - ! of 0-15, higher scores are better.4 and lower scores better Owner, employment, stock options, and patent: Azura Ophthalmics
(<6 or 26 and <12) as facfors C. Bosworth:
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