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INTRODUCTION
NCX 4251 is a proprietary ophthalmic suspension of
fluticasone propionate nanocrystals being developed by Nicox
for the treatment of signs and symptoms of dry eye disease.
NCX 4251 is delivered by topical application to the eyelids
with the convenience of once daily (QD) administration.
Dry eye disease is a multifactorial inflammatory condition
that affects a large segment of the adult population
worldwide.
Symptoms of dry eye disease include eye
dryness and ocular discomfort, burning, itchiness, gritty
feeling in the eyes, contact lens intolerance, and photophobia
that impair the performance of common vision-related
activities such as reading, driving, and performing activities
involving video terminal displays. Dry eye disease is a
chronic condition that frequently exacerbates spontaneously,
or is triggered by physiological, environmental, or life-style
conditions that require a safe and efficacious treatment with
a fast onset of action to restore ocular surface protection and
lubrication. The eyelid plays a key role in maintaining a
healthy ocular surface. Inflammation of the eyelids and
alteration of their physiological and protective functions is an
important contributor to the manifestation of signs and
symptoms of dry eye disease and blepharitis (including
meibomian gland dysfunction).
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PURPOSE
To describe a post hoc analysis of signs and symptoms of dry eye disease from a prospective,
randomized, double-masked Phase 2b clinical trial (NCX-4251-02, ‘Mississippi’; NCT04675242) that
evaluated the safety and efficacy of NCX 4251 (fluticasone propionate ophthalmic suspension) 0.1% in
subjects with mild to moderate signs and symptoms of dry eye and blepharitis.

STUDY DESIGN
NCX-4251-02 Phase 2b (Mississippi) Study Design
NCX 4251 0.1% QD (16 µg of fluticasone/day) vs. Placebo

Safety
NCX 4251 was safe and well tolerated
• Only 3 subjects (out of 224) discontinued the study, none
due to an AE
• Most AEs were mild in severity
• No elevations in IOP of 10 mmHg or higher were observed in
the NCX 4251 treatment arm
• No treatment-related systemic effects were observed

RESULTS
Sign

METHODS
A total of 224 subjects with a documented history of
blepharitis and exhibiting an acute exacerbation of blepharitis
in both eyes (based on minimum scores for eyelid redness,
eyelid debris and eyelid discomfort at the Screening and
Baseline Visits) were randomized in a 1:1 ratio to NCX 4251
or placebo (vehicle of NCX 4251). Subjects performed daily
lid scrubs with dilute baby shampoo and administered NCX
4251 or its vehicle directly to the eyelids and eyelid margins
with an applicator once daily for 14 days, followed by an
additional 14 days of lid scrubs only. Signs and symptoms of
blepharitis and dry eye, as well as safety parameters were
assessed. A post hoc analysis was performed on a subgroup
of subjects (123 of the 224 subjects, 61 on placebo and 62
on NCX 4251) with baseline scores ≥2.0 on a scale of 0
(none) to 4 (severe) for inferior cornea fluorescein staining.
The results of this post hoc analysis are reported here.
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* Symptom scores were evaluated using a Visual Analog Scale (VAS) where 0 corresponds to “no discomfort” and 100 corresponds to “maximal discomfort.”
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NCX 4251 Ophthalmic Suspension, 0.1% was safe and
well tolerated. Once daily eyelid administration of NCX
4251 for 14 days produced statistically significant
improvements vs. placebo in all dry eye symptoms
evaluated in this study at all time points during drug
administration.
For
some
symptoms
significant
improvements persisted for up to 14 days after
treatment. Improvement of inferior cornea staining
approached statistical significance (p=0.0524) vs
placebo. NCX 4251 could prove useful for exacerbation
or flares of dry eye and as a bridge for slow onset
chronic treatments, and warrants further clinical
investigation.
Acknowledgements

The Authors are indebted to: Ramesh Krishnamoorthy, Kristie Veasey, Kim Kelly, Akshay
Nadkarni, Krisi Lopez, Brigitte Duquesroix, Brena Tart, Laura Storoni, Tomas Navratil, and
Amber Marr for their valuable contributions to this study.

