FLAREX® (FLUOROMETHOLONE ACETATE OPHTHALMIC SUSPENSION) 0.1%

The Only Branded Steroid Indicated
for Inflammation Associated with a
Range of Ocular Surface Conditions
A REVIEW OF CASE STUDIES
PRESENTED BY RANJAN MALHOTRA, MD, FACS, AND MARIA PRIBIS, OD

Introduction
Dysfunctional tear syndrome, often referred
to as dry eye disease, affects approximately
16.4 million people in the United States.1 For
these individuals, dry eye disease negatively
affects visual function as well as their
broader psychological health and overall
quality of life.1
Dry eye disease is associated with increased
osmolarity of the tear film, excessive
evaporation from the ocular surface, damage
to surface cells, and tear film instability,
all of which contribute to ocular surface
inflammation, a key etiological factor and
1 of the hallmarks of the disease.2 Disrupting
the chronic inflammatory process is
essential toward effective treatment of dry
eye disease.3 Preliminary treatment options
include ocular lubricants, oral secretagogues,
and eye drops, but for patients with
significant pain, immunosuppressive agents
that reduce leukocyte penetration may be
necessary to interrupt the cycle of ocular
inflammation.3,4
FLAREX® (fluorometholone acetate
ophthalmic suspension) 0.1% is a steroid
ester that is designed for use on the ocular
surface. It is the only branded steroid
indicated for ocular surface inflammation
associated with a range of ocular surface
conditions, such as allergic conjunctivitis,
scleritis, episcleritis, and superficial punctate
keratitis. The broad indication encompasses
steroid-responsive inflammatory conditions
of the palpebral and bulbar conjunctiva, the
cornea, and the anterior segment of the eye.5

FLAREX is the only acetate derivative of
fluorometholone alcohol suspension 0.1%,
which increases its lipophilicity, leading
to greater penetration across the cell
membrane.6 Findings from registration
trials reviewed by the FDA show that the
use of FLAREX was superior to the use
of fluorometholone alcohol suspension
in resolving external, noninfectious,
inflammatory conditions of the eye.7
Additionally, the efficacy of FLAREX
in treating such ocular conditions was
comparable with that of prednisolone acetate
ophthalmic suspension 1%.7 Regarding
safety, there were no reported adverse
events among groups treated with FLAREX,
fluorometholone alcohol suspension, or
prednisolone acetate. 7
The recommended dosing of FLAREX is
1 to 2 drops instilled into the conjunctival
sac 4 times daily.5 During the initial 24 to
48 hours of therapy, the dosage may be
increased to 2 drops instilled every 2 hours.5
The following case studies, presented by
Ranjan Malhotra, MD, FACS, and Maria
Pribis, OD, demonstrate the efficacy
of FLAREX in ocular surface disease
and inflammatory dry eye disease. To
watch the accompanying videos, visit
OphthalmologyTimes.com.
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CASE PRESENTATION #1:
PRESENTED BY RANJAN MALHOTRA, MD, FACS
A 28-year-old male optometry student
complained of burning and blurred vision
in his right eye more than in his left eye.
He underwent laser in situ keratomileusis
surgery 6 months before presenting to the
clinic. He was being treated with both topical
cyclosporine 0.09% instilled twice daily
and artificial tears instilled 4 times daily
into each eye. Of note, the patient admitted
to noncompliance with the cyclosporine
therapy, and he used the artificial tears every
hour while he was awake.

1+ papillae, 1+ conjunctival edema,
mild discharge (left)
•	Cornea: trace 1+ superficial punctate
keratitis, 2+ debris in tear film (right);
trace 1+ superficial punctate keratitis,
3+ debris in tear film in both eyes
•	Anterior chamber: deep and quiet
in both eyes
•	Lens: clear in both eyes

The following was noted upon examination:

•	Tear breakup time: 5 seconds (right);
6 seconds (left)

•	Visual acuity: 20/20 (right), 20/20 (left)

•	Tear lake: decreased in both eyes

•	Intraocular pressure: 16 mm Hg
in both eyes
•	Lids: mild lid erythema, lid edema,
and blepharitis (right); mild lid erythema,
lid edema and blepharitis (left)
•	Conjunctiva/sclera: 3+ hyperemia,
2+ papillae, 2+ conjunctival edema,
mild discharge (right); 3+ hyperemia,

VIDEO INSIGHTS

The patient was diagnosed with ocularsurface disease with mild blepharitis and
allergic conjunctivitis. He was advised to
restart topical cyclosporine therapy instilled
twice daily. Additionally, he was asked to
continue instilling artificial tears every
2 hours.

“Ocular surface disease has a lot of
co-conspirators. Patients [often] don’t just
present with 1 disease; they could have dry eye,
blepharitis, allergies…and the nice thing about
FLAREX is that it treats all [of these]. It’s not
particular to 1 of those disease processes.”
RANJAN MALHOTRA, MD, FACS

To view the interview, visit
OphthalmologyTimes.com
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Early the next morning, the patient
complained of worsened vision in the right eye
with increased burning, redness, and swelling
in both eyes, although it was worse in the right
eye. His visual acuity was 20/30 in the right
eye and still 20/20 in his left eye. At 3-day
follow-up, his right eye exhibited worsened
conjunctival edema to 2+, debris in tear film to
3+, and tear breakup time to 5 seconds rather
than 4 seconds.
Treatment adjustments after worsening ocular
surface disease with allergic conjunctivitis
included starting treatment with FLAREX
instilled into both eyes 3 times daily and
continued instillation of topical cyclosporine
twice daily, and artificial tears every 2 hours.
On the new regimen, the patient’s symptoms

improved sufficiently within 1 day and fully
resolved within 3 days. During subsequent
visits, intraocular pressure was maintained
at 15 mm Hg in both eyes. For ongoing
treatment, the patient would continue
FLAREX instilled twice daily for inflammatory
flare-ups, as well as twice-daily instillation of
topical cyclosporine and artificial tears.
Malhotra concluded that ocular surface
disease is multifactorial, and it usually
involves several triggers and risk factors
(eg, dry eye, allergy). If diagnosis is
unclear, FLAREX is beneficial for both
ocular conditions. For flare-ups of acute
inflammatory ocular surface disease,
treatment with FLAREX effectively manages
symptomatic episodes.5

CASE PRESENTATION #2:
PRESENTED BY MARIA PRIBIS, OD
A 38-year-old male patient presented
complaining of chronic light sensitivity.
He blinked frequently to improve his
vision; the photosensitivity was worse
when he worked at his computer. He had
no underlying systemic diseases, and he
was not taking any systemic medications.
He tried various OTC artificial tears and
gels with limited success. During the
initial visit, the patient was observed to
have a significant blink.
The following was noted upon
examination:
•	Lids: 1+ meibomian gland dysfunction
(MGD) in both eyes
•	Conjunctiva/sclera: trace conjunctival
hyperemia

•	Cornea: 1+ punctate epithelial keratitis
with staining (both eyes)
•	Tear breakup time: 3 seconds
•	Intraocular pressure: 10 mm Hg
(right); 12 mm Hg (left)
•	Posterior segment exam:
within normal limits
The patient was diagnosed with
inflammatory dry eye disease, superficial
punctate keratitis, and mild MGD. With a
history of trying OTC artificial tears and
gels without relief, photophobia, and
fluctuating vision, there was a strong need
to aggressively manage the inflammatory
cascade. To suppress ocular surface
inflammation and reduce associated dry
eye symptoms, the patient was initiated
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on FLAREX instilled into
both eyes 4 times daily for 1
week, both eyes twice daily
for 1 week, and, finally,
both eyes once daily for
1 week. The patient was
also started on lifitegrast
ophthalmic solution 5%
(Xiidra) instilled into both
eyes twice daily for chronic,
long-term management.
The patient was also
advised to apply warm
compresses to both eyes for
5 minutes each night and
to take frequent blinking
breaks when viewing
computer screens and
handheld devices.

FIGURE 1

At 1-month follow-up, the
patient had a significant
reduction of symptoms, and
he no longer felt the need
to blink as frequently. He
also had fewer complaints
of photophobia and
fluctuating vision. Results
of slit-lamp examination
revealed improvement
in tear-breakup time (to
8 seconds in both eyes),
but there was still trace
punctate epithelial staining
in both eyes. Mild MGD
(1+) was present in both
eyes. Intraocular pressure
improved to 11 mm Hg in
the right eye and remained
the same (ie, 12 mm Hg) in
the left eye.
Based on these results,
the patient was advised to discontinue
use of FLAREX and to continue use of
lifitegrast instilled twice daily into both
eyes until the next visit in 3 months. He
also was instructed to continue use of the
warm compresses and was reminded to

FIGURE 2

purposefully take “blinking” breaks
while using screens. The patient was
very satisfied and ready to continue
long-term management of ocular
surface inflammation and associated
dry eye disease.

THE ONLY BRANDED STEROID INDICATED FOR INFLAMMATION ASSOCIATED WITH A RANGE OF OCULAR SURFACE CONDITIONS
FULL PRESCRIBING INFORMATION ENCLOSED.

PAGE 5

VIDEO INSIGHTS

“The biggest takeaway from this case
that I want to point out is how powerful
it is to knock out inflammation in ocular
surface disease. The patient was extremely
symptomatic. Had I withheld a steroid,
the 1 month follow-up would’ve been
significantly different. [He] wouldn’t
have had the same symptomatic relief.”
MARIA PRIBIS, OD

To view the interview, visit
OphthalmologyTimes.com

RANJAN MALHOTRA, MD, FACS

MARIA PRIBIS, OD

Ophthalmology Associates

Stamford Ophthalmology

St. Louis, MO

Stamford, CT
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Important Safety Information
FLAREX® (FLUOROMETHOLONE ACETATE OPHTHALMIC SUSPENSION) 0.1%
INDICATION AND USAGE

FLAREX (fluorometholone acetate ophthalmic suspension) is indicated for use in the treatment of
steroid-responsive inflammatory conditions of the palpebral and bulbar conjunctiva, cornea, and
anterior segment of the eye.
IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS

Contraindicated in acute superficial herpes simplex keratitis, vaccinia, varicella, and most other viral
diseases of the cornea and conjunctiva; mycobacterial infection of the eye; fungal diseases; acute
purulent untreated infections, which like other diseases caused by microorganisms, may be masked
or enhanced by the presence of the steroid; and in those persons who have known hypersensitivity to
any component of this preparation.
WARNINGS AND PRECAUTIONS

Topical Ophthalmic Use Only: Not for injection.

Intraocular Pressure Increase: Prolonged use may result in glaucoma, damage to the optic nerve,
and defects in visual acuity and visual field. It is advisable that the intraocular pressure be checked
frequently.
Cataracts: Use of corticosteroids may result in cataract formation.

Delayed Healing: Topical ophthalmic corticosteroids may slow corneal wound healing. In those
diseases causing thinning of the cornea or sclera, perforation has been known to occur with chronic
use of topical steroids.
Viral Infections: Use in the treatment of herpes simplex infection requires great caution.

Bacterial Infections: Use of corticosteroids may suppress the host response and thus aid in the
establishment of secondary ocular infections. Acute purulent infections of the eye may be masked or
exacerbated by the presence of steroid medication.
Fungal Infections: Fungal infections of the cornea are particularly prone to develop coincidentally
with long-term local steroid application. Fungus invasion must be considered in any persistent
corneal ulceration where a steroid has been used or is in use.
Contamination: Do not touch dropper tip to any surface as this may contaminate the suspension.
Contact Lens Wear: Contact lenses should be removed during instillation of FLAREX but may be
reinserted after 15 minutes.
Temporarily Blurred Vision: Vision may be temporarily blurred following dosing with FLAREX.
Care should be exercised in operating machinery or driving a motor vehicle.
ADVERSE REACTIONS

Glaucoma with optic nerve damage, visual acuity and field defects, cataract formation, secondary
ocular infection following suppression of host response, and perforation of the globe may occur.

Postmarketing Experience: The following reaction has been identified during postmarketing use of
FLAREX in clinical practice. Because reactions are reported voluntarily from a population of unknown
size, estimates of frequency cannot be made. The reaction, which has been chosen for inclusion
due to either its seriousness, frequency of reporting, possible causal connection to FLAREX, or a
combination of these factors, includes dysgeusia.
PLEASE SEE ENCLOSED FULL PRESCRIBING INFORMATION
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TOBRADEX ST® (TOBRAMYCIN/DEXAMETHASONE
OPHTHALMIC SUSPENSION) 0.3%/0.05%

Prescribing Information

FLAREX® (FLUOROMETHOLONE ACETATE
OPHTHALMIC SUSPENSION) 0.1%

