
BACKGROUND

	● Signs of Meibomian Gland Dysfunction (MGD) and symptoms of Dry Eye Disease (DED) can result in an 
inability to comfortably wear contact lenses (CL) as desired1

	● Lid margin, corneal, and conjunctival signs have been linked to the severity of CL discomfort associated with 
underlying DED2,3

	● AZR-MD-001 (AZR) 0.5% is a keratolytic ophthalmic ointment utilized in previous clinical trials in patients 
with DED and MGD (NCT03972501, NCT03652051) demonstrating increased gland opening and meibum 
expression and improvement in CL comfortable wear time4,5

	● Data analysis from a phase 2b study (ARIES) were undertaken to identify impacts of treatment with AZR 0.5% 
on signs in the lid, conjunctiva, and cornea compared to vehicle

Study Design
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Treatment applied 2X per week before bed

Primary endpoint
• Meibomian Glands Yielding 

Liquid Secretion (MGYLS)

Secondary objectives
• Meibomian Gland Score (MGS)
• Tear Break Up Time (TBUT)
• Contact Lens Wear Time
• Contact Lens Dry Eye 

Questionnaire-8 (CLDEQ-8)
• Ocular Surface Disease Index 

(OSDI)©
• Visual Analogue Scale

No conventional treatments allowed

	● This phase 2b study was a multicenter, parallel-group, double-masked, vehicle-controlled, randomized trial 
(NCT05548491)

	● Eligible participants included adults (≥18 years) who had evidence of MGD (Meibomian Gland Secretion 
[MGS] score of ≤12; 0-45 scale) at baseline, had a history of wearing soft contact lenses for ≥6 months, 
and were unable to comfortably wear lenses as long as they desired

	● Participants were randomized (1:1) to AZR or vehicle applied to the lower eyelid twice weekly before bedtime
	● Scheduled visits included screening, randomization/baseline, Day 14, Month 1, Month 1.5, and Month 3
	● Endpoints included eyelid erythema, eyelid margin erythema, eyelid edema, eyelid margin edema, 

conjunctival hyperemia, subconjunctival hemorrhage, conjunctival edema, corneal edema, and 
superficial punctate keratitis (SPK)

	ᴑ Items were rated on a scale of none, trace, mild, moderate, or severe
	● Analyses included shift tables and a statistical comparison across groups for the mean percent change from 

baseline to each time point to identify changes in these parameters in those treated with AZR or vehicle
	ᴑ The difference in distribution between groups (P-values) were generated utilizing a Cochrane-Mantel-

Haenszel test controlling for baseline value
	ᴑ The difference between groups in improvement of at least one classification from baseline was 

completed using Fischer’s exact test

METHODS

RESULTS

	● For participant demographics see ARVO poster #1752 - 0514

Table 1.  P-VALUES FOR OCULAR OUTCOMES AT MONTH 3
P -values indicate statistically significant differences between AZR-MD-001 0.5% 
and vehicle

Difference in Distribution
(AZR 0.5% vs. Vehicle)* Proportion of Participants Achieving ≥1 Grade Improvement

P-Values AZR 0.5% (n/n) Vehicle (n/n) P-Values
Eyelid

Eyelid Erythema 0.0894 14.71% (5/34) 6.06% (2/33) 0.4266
Eyelid Margin Erythema 0.0004 50.00% (17/34) 12.12% (4/33) 0.0012
Eyelid Edema 0.0334 17.65% (6/34) 6.06% (2/33) 0.2576
Eyelid Margin Edema 0.0001 35.29%  (12/34) 9.09% (3/33) 0.0169

Conjunctiva
Conjunctival Hyperemia 0.0043 44.12% (15/34) 21.21% (7/33) 0.0664
Subconjunctival Hemorrhage 0.3173 5.88% (2/34) 3.03% (1/33) 1.0
Conjunctival Edema 0.0022 58.82% (20/34) 30.30% (10/33) 0.0253

Cornea
Corneal Edema Non-estimable 0.00% (0/34) 6.06% (2/33) 0.2385
Superficial Punctate Keratopathy <0.0001 58.82% (20/34) 24.24% (8/33) 0.0057

*See Figure 1.  A-D for values

RESULTS (CONT.)

Figure 1. PRESENCE AND SEVERITY OF OCULAR OUTCOMES AT BASELINE AND MONTH 3 BY TREATMENT GROUP
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C. Conjunctival Edema D. Super�cial Punctate Keratitis
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Difference from baseline: *P<0.05, **P<0.01, ***P<0.001, ****P<0.0001. Difference in responder rates between treatment groups (AZR vs. vehicle): αP<0.05, βP<0.01, γP<0.001

	● Improvements in eyelid margin erythema, eyelid margin edema, conjunctival edema, and SPK were 
observed for participants treated with AZR compared to vehicle over three months of treatment

	● These findings indicate that treatment of the obstructions of the meibomian glands by AZR also plays an 
important role in improving the health of the lid, cornea, and conjunctiva

	● Further prospective studies are warranted to confirm these findings
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