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RESULTS

e Contact lens discomfort (CLD) is a common problem for contact lens wearers and e The percentage of patfients with MGYLS response increased throughout the study, with AZR-MD-001 resulting in more patients with a clinically meaningful improvement in the number of MGYLS than vehicle in Months 1 through 3 (Figure 1). Please see poster 6584-BO271 for primary
practitioners due o disconfinuation of lens use (estfimated between 12% and 51% of efficacy and safety results.
wearers'), with 31%-58% of wearers considered symptomatic.? e Starting at Day 14, in 55% of patients treated with AZR-MD-001, meibum secretion quality normalized (MGS >12), which increased to 97% of patients by Month 3 and was statistically significant versus vehicle at all time points (Figure 2).
e CLDis defined as "a condition characterized by episodic persistent adverse ocular e At Month 3,43% of patients treated with AZR-MD-001 were able to wear their confact lenses comfortably for as long as desired, which was statistically significant versus vehicle (Figure 3).
senslﬁflor;s rela’redd fo SO”TOCT I?.rkw)gll\;vegr}eﬁher ¥'Th or \;V'ThﬁUT V'SUOd| ?AsTurbolnce, e At Month 3, patients treated with AZR-MD-001 were able to wear their contact lenses comfortably for an additional 3.2 hours on average versus 3 minutes in patients receiving vehicle (P<0.0001) (Figure 4).
resulting from reduced compatibility between the contact lens an e ocular . .
environment, which can lead fo decreased wearing fime and discontinuation of e Please see other ARVO 2024 posters for additional efficacy results (2677 - BO513, 2669 - BO505).
contact lens wear.” FIGURE 1. MEIBOMIAN GLAND FUNCTIONAL IMPROVEMENTS OVER TIME (ITT) FIGURE 2. MEIBUM QUALITY IMPROVEMENTS OVER TIME (ITT) FIGURE 3. PERCENT OF PARTICIPANTS ABLE TO COMFORTABLY WEAR THEIR
e CLD is commonly associated with meibomian gland dysfunction (MGD) characterized CONTACTS AS DESIRED (ITT)
by obstructed glands and poor meibum secretion quality.’ X _
e AZR-MD-001 is an ophthalmic keratolytic, keratostatic, and lipogenic ointment containing MGYLS responder rates® MGS responder rates Comfortable wear time responder rates®
selenium sulfide and has been shown to improve signs and symptoms of MGD.* 70% 100% P<;).70°(/)01 509, P-0.0015
e This study investigated whether treafing the underlying cause of MGD with . @ 45% 43%
AZR-MD-001 can open meibomian glands and improve meibum quality in patients P<0-OPO1 £ 40%
with concomitant CLD and signs of MGD, and subsequently whether AZR-MD-001 ) 91% = 35%
can improve symptoms and wear fime of CLD in patients who continue to wear their 70% P<0.000T 8 30% P s.
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e All participants reported wearing soft contact lenses, with the majority using daily 507% 70% Day 14 Month 1 Month 1.5 Month 3
disposable contact lenses (49/67, 73%). Additional baseline characteristics are _ . _
oresented in Table 1. B AZR-MD-001 (n=34) Vehicle (n=33)
» CC(?mfor’rcjble wear time r.esponder: por’ri_cipon’rs yvho rgoor’red the gbili’ry Tf) comfor’rqbly wear contact Iensgs for as ang as desired.
TABI.E -I ] DEMOGRAPHIC AND BASELINE CHARACTERISTICS OF PARTICIPANTS qqc-, -'yE, 60% R ITT, intent-to-treat population (all randomized patients); n/e, not estimable; n.s., not significant (P>0.05) relative to vehicle.
= 40% 9 559 FIGURE 4. IMPROVEMENTS TO CONTACT LENS WEAR TIME (ITT)
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6% 10% ITT, infent-fo-treat (all randomized patients); LS, least squares; n.s., not significant (P>0.05) relative to vehicle; SE, standard error.
* P: .S. (o)
MGS score Mean (SD) 8.4 (1.7) 8.7 (1.6) 8.6 (1.6) 39, 6% CONCLUSIONS
TBUT (seconds)* Mean (SD) 6.3 (2.2) 5.5 (1.6) 5.9 (1.9) 0% - 0% 0% 0% 0%
Day 14 Month 1 Month 1.5 Month 3 Day 14 Month 1 Month 1.5 Month 3 AZR-MD-001 treatment was associated with a statistically significant percentage of
Comfortable wear . : : " : : : .
time (hours)* Mean (SE) 6.6 (2.4) 5.4 (2.4) 6.6 (2.4) | | participants experiencing a clinically meaningful increase in number of functional
B AZR-MD-00T (n=34) Vehicle (n=33) B AZR-MD-00T (n=34) Vehicle (n=33) meibomian glands and normal meibum secretion quality, resulting in more
?gﬁcsgjﬁgggmg levﬂgv(v]edrg Ij?sl)oeor:/(s)eddusﬂz%;O;ggiigg;rg?\;rSr?ITeesrisSTsigsegi(ﬁ]'g;ucr)e’rﬁe?\tv}r?ee. paseline visi andeporiedforine saiely popuidtion IMGYLS responders: Patients with a >5-gland increase from baseline in the study eye. °MGS responder: Patients with an MGS score >12. pOTi.enTS WhO COUld el ,Their COHTOCT |eﬂSGS COmerTGbW for as |Oﬂg ds They
*Reported for ITT population (all randomized patients). ITT, infent-to-treat population (all randomized patients); MGYLS, Meibomian Glands Yielding Liquid Secretion; n.s., not significant (P>0.05) relative ITT, intent-to-treat population (all andomized patients); LS, least squares; MGS, meibomian gland secretion. desired com pC]red fo vehicle.
MGS, Meibomian Gland Secretion; MGYLS, Meibomian Glands Yielding Liquid Secretion; SD, standard deviation; TBUT, tear break-up time. to vehicle,
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e Study design: Phase 2, multicenter, parallel-group, double-masked, vehicle-controlled, randomized trial (NCT05548491) MGYLS Comfortable wear time mark@ot-au.com
e Eligible patients: Adults (=18 years) with evidence of MGD (based on a Meibomian Gland Secretfion [MGS] score of <12 for 15
glands of the lower lid) in both eyes at baseline; had a history of wearing soft contact lenses for 26 months, including >3 weeks References
before the baseline visit and wore or attempted 1o wear lenses >4 fimes a week before the baseline visit; answered "No” o “"Are you 1. Dumbleton K, et al. Invest Ophthalmol Vis Sci. 2013;54(11):TFOS$20-36. 2. Stapleton F. et al. Cont Lens Anterior Eye. 2021;44:330-
" ealf - - - 67.3.Nichols KK, et al. Invest Ophthalmol Vis Sci. 2013;54(11):TFOS14-9. 4. Watson SL, et al. Ocul Surf. 2023;29:537-46. 5. Tomli
able to .comfor’rqbly wedar your lenses as long as you want? : self rgpor’red history of contact lens dryne§s/ intolerance in the 6 months A ol.lcl:n Voe zf Opeh Tgal%elsws Spci. 281?;%2(5); 20606-49.6. Ecm>e o Comoe 392012% 1?4):332!_4514 omlinson
preceding baseline; and had a Contact Lens Dry Eye Questionnaire-8 (CLDEQ-8) score of >12 at baseline
o Contact lenses were 1o be used during the study and were removed for scheduled visits as well as 15 minutes before dosing. ACknOWIedgemen’rs
e Treatment: Patients randomized (1:1) fo AZR-MD-001 0.5% or vehicle applied fo the lower eyelid before bedtime twice weekly This study was funded in part by CUREator Grant, Clinical Stream (MRFF ESTAC). Medical writing
o No conventional treatments were allowed during the s’rudy. support was provided by The Medicine Group, LLC (New Hope, PA, USA), which was funded by
Azura Ophthalmics and in accordance with Good Publication Practice guidelines.
h led visits: S iINg, randomizati baseline, Day 14, Month 1, Month 1.5, and Month 3 . .
* ©scheduled visits: Screening .rcm OrT“ZO on/baseline. Day or? o o on. | | | o The number of glands (out of 15) Meibum quality of 15 glands on Commonly used to assess the effects -
e Primary efficacy endpoints: Hierarchical order: Change from baseline to Month 3 versus vehicle in (1) Meibomian Gland Yielding 57 AE leEr (el 6 sEEmEe the lower lid (MGS >12 is normal)?s of changing lenses, lens routines, Disclosures
Liquid Secretion (MGYLS), (2) CLDEQ-8 tofal score, and (3) CLDEQ-8 ﬂuc’rua’ring vision items to secrete liquid® or rewetting solutions M. Hinds: Research grants: Alcon, Azura Ophthalmics, Core Research Group (Eli Lilly and
o , Company), lolyx Therapeutics, Kiora Pharmaceuticals, Novo Nordisk, and Vyluma; Consulfant:
e Responder rates: All thresholds were prespecified and based on literature cufoffs. Kiora Pharmaceuticals, SynergEyes (CooperVision Specialty EyeCare); Honoraria: Queensland
o Analyzed using a Cochran-Mantel-Haenszel test, controlling for duration of disease category and baseline MGS score category. SSKS?)IV A‘.’llicfiﬂilggﬁ,f?ﬂ‘r?fé‘;fh?h‘ﬁﬁ;??!f 22225'3'.2.2? éigr?ceuzeFlgmﬁlﬁetfanpgﬂgc “
o Missing data were imputed via multiple imputations using Markov Chain Monte Carlo approach. Menicon, Novartis, nthalmic, Rodenstock; Consulfant: Alcon, Novartis, Rohto, Segirus.
C : : J.Tan: Financial support: Alcon, Azura Ophthalmics, lolyx Therapeutics, Novartis, nthalmic,
o All Pvalues are descnphve due fo the hierarchical Gpprooch. Rodenstock. Y. Alster: Owner, employment, stock options, and patent: Azura Ophthalmics.
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