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Drug Monograph
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Executive Summary 

	Purpose:
	The purpose of this monograph is to provide a review of new therapy to determine whether the reviewed drug should be made available on an open access basis to prescribers, require a clinical edit or require prior authorization for use. 

	
	

	Dosage Forms & Manufacturer:
	Each mL of Elestat ophthalmic solution contains 0.5 mg of epinastine.  The preservative is Benzalkonium chloride 0.01%.
Allergan, Inc., Irvine, CA 92612

	
	

	Summary of Findings:
	Elestat’s multi-action efficacy significantly reduces the ocular itching of allergic conjunctivitis.  It works by stabilizing mast cells, preventing histamine binding and preventing the release of proinflamatory chemical mediators.  There are no head to head studies comparing Elestat to other ophthalmic antihistamine solutions.
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Purpose

The purpose of this monograph is to provide a review of new therapy to determine whether the reviewed drug should be considered a prior authorization drug, a clinical edit drug or an open access drug. While prescription expenditures are increasing at double-digit rates, payors are evaluating ways to control these costs by influencing prescriber behavior and guide appropriate medication usage. This review will assist in the achievement of qualitative and economic goals related to health care resource utilization. Restricting the use of certain medications can reduce costs by requiring documentation of appropriate indications for use, and where appropriate, encourage the use of less expensive agents within a drug class.

Introduction
Elestat is a new ophthalmic antihistamine for use in patients who suffer from ocular allergens.  It stabilizes mast cells, prevents histamine binding and prevents the release of proinflamatory chemical mediators which results in multi-action efficacy.
Dosage Form(s)1
Elestat ophthalmic solution is available in a sterile opaque white LDPE plastic bottle with dropper tips and white high impact polystyrene (HIPS) caps.  

Manufacturer
Allergan, Inc., Irvine, CA 92612

Indication(s)1
Elestat ophthalmic solution is indicated for the prevention of itching associated with allergic conjunctivitis.
Clinical Efficacy1-3 (mechanism of action/pharmacology, comparative efficacy)
Epinastine is a topically active, direct H1-receptor antagonist and an inhibitor of the release of histamine from the mast cell. Epinastine is selective for the histamine H1-receptor and has affinity for the histamine H2-receptor. Epinastine also possesses affinity for the á1-, á2-and 5-HT2 receptors. Epinastine does not penetrate the blood/brain barrier and, therefore, is not expected to induce side effects of the central nervous system.  Epinastine is 64% bound to plasma proteins. The total systemic clearance is approximately 56 L/hr and the terminal plasma elimination half-life is about 12 hours. Epinastine is mainly excreted unchanged.  Epinastine HCl 0.05% has been shown to be significantly superior to vehicle for improving ocular itching in patients with allergic conjunctivitis in clinical studies using two different models: (1) conjunctival antigen challenge (CAC) where patients were dosed and then

received antigen instilled into the inferior conjunctival fornix; and (2) environmental field studies where patients were dosed and evaluated during allergy season in their natural habitat. Results demonstrated a rapid onset of action for epinastine HCl 0.05% within 3 to 5 minutes after conjunctival antigen challenge. Duration of effect was shown to be 8 hours, making a twice daily regimen suitable. This dosing regimen was shown to be safe and effective for up to 8 weeks, without evidence of tachyphylaxis.
Contraindications1-3
Elestat ophthalmic solution is contraindicated in those patients who have shown hypersensitivity to epinastine or to any of the other ingredients.

Warnings and Precautions1-3
Elestat™ is for topical ophthalmic use only and not for injection or oral use.  Patients should be advised not to wear a contact lens if their eye is red. Elestat™ ophthalmic solution should not be used to treat contact lens related irritation.  The preservative in Elestat™, benzalkonium chloride, may be absorbed by soft contact lenses. Contact lenses should be removed prior to instillation of Elestat™ ophthalmic solution and may be reinserted after 10 minutes following its administration. Patients should be instructed to avoid allowing the tip of the dispensing container to contact the eye, surrounding structures, fingers, or any other surface in order to avoid contamination of the solution by common bacteria known to cause ocular infections.  Serious damage to the eye and subsequent loss of vision may result from using contaminated solutions.  Bottle should be kept tightly closed when not in use.

Adverse Effects1-3
The most frequently reported ocular adverse events occurring in approximately 1- 10% of patients were burning sensation in the eye, folliculosis, hyperemia, and pruritus.  The most frequently reported non-ocular adverse events were infection (cold symptoms and upper respiratory infections) seen in approximately 10% of patients, and headache, rhinitis, sinusitis, increased cough, and pharyngitis seen in approximately 1- 3% of patients.  Some of these events were similar to the underlying disease being studied.
Drug Interactions1-3
Elestat ophthalmic solution can be safely adminstered in conjunction with other ophthalmic medications such as antibiotics, beta blockers, carbonic anhydrase inhibitors, cycloplegics, and mydriatics.
Dosage and Administration1-3

The recommended dosage of Elestat is one drop in each eye twice a day.  Treatment should be continued throughout the period of exposure (i.e., until the pollen season is over or until exposure to the offending allergen is terminated, even when symptoms are absent.

Cost Comparison4 (at commonly used dosages)

Elestat is $73.76 per container of 5 mL epinastine 0.05% AWP. 

Conclusion

Elestat’s multi-action efficacy significantly reduces the ocular itching of allergic conjunctivitis.  It works by stabilizing mast cells, preventing histamine binding and preventing the release of proinflamatory chemical mediators.  There are no head to head studies comparing Elestat to other ophthalmic antihistamine solutions.
Recommendation

The Division recommends that Elestat be given open access status. 
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