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Drug Monograph

	Drug/Drug Class:
	Restasis( (cyclosporine ophthalmic emulsion) / Ophthalmic lubricant

	
	

	Prepared for:
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	Prepared by:
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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 apply clinical edit or require prior authorization for use. 

	
	

	Dosage Forms & Manufacturer:
	Restasis ophthalmic emulsion is packaged in single use vials. Each vial contains 0.4mL fill in a 0.9mL LDPE vial; Allergan, Inc., Irvine, CA  92612

	
	

	Summary of Findings:
	Restasis is the only dry eye disease therapy available that safely treats the underlying inflammation of the ocular surface and lacrimal tissue, which improves tear production to a normal volume. Even though Restasis may improve symptoms and help increase tear production in some patients with dry eye disease, however more convincing data is needed and cost is an issue.
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	Type of PA Criteria:
	 FORMCHECKBOX 
 Increased Risk of ADE
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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 made available on an open access basis apply clinical edit or require prior authorization for use. While prescription expenditures are increasing at double-digit rates, payors are evaluating ways to control these costs by influencing prescriber behavior and guiding 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 1,2

On December 23, 2002, the Food and Drug Administration (FDA) approved Restasis (cyclosporine ophthalmic emulsion 0.05%), as the first and only prescription medication indicated to increase tear production in patients who do not produce the right amount of tears presumably due to ocular inflammation.  Restasis is the only dry eye disease therapy available that safely treats the underlying inflammation of the ocular surface and lacrimal tissue, which improves tear production to a normal volume. 

Dosage Form(s) 2,3
Restasis ophthalmic emulsion is packaged in single use vials. Each vial contains 0.4mL fill in a 0.9mL LDPE vial; 32 vials are packaged in a polypropylene tray with an aluminum peelable lid.

Manufacturer 2,3
Allergan, Inc., Irvine, CA  92612
Indication(s) 2,3
· Restasis ophthalmic emulsion is indicated to increase tear production in patients whose tear production is presumed to be suppressed due to ocular inflammation associated with keratoconjunctivitis sicca. Increased tear production was not seen in patients currently taking topical anti-inflammatory drugs or using punctual plugs.

Clinical Efficacy 2,3
Mechanism of action:
Cyclosporine is an immunosuppressive agent when administered systemically.

In patients whose tear production is presumed to be suppressed due to ocular inflammation associated with keratoconjunctivitissicca, cyclosporine emulsion is thought to act as a partial immunomodulator. The exact mechanism of action is unknown.

Contraindications 2,3
Restasis is contraindicated in patients with:

· active ocular infections 

· known or suspected hypersensitivity to any of the ingredients in the formulation

Warnings 2,3
Restasis ophthalmic emulsion has not been studied in patients with a history of herpes keratitis.

Precautions 2,3
General:  For ophthalmic use only.

Adverse Effects 2,3
	· Ocular burning 
	17%

	· Conjunctival hyperemia

· Discharge

· Epiphroa

· Eye pain

· Foreign body sensation

· Pruritis

· Stinging

· Visual disturbance (most often burning)
	1% - 5%


Dosage and Administration 2,3

· Invert the unit dose vial a few times to obtain a uniform, white, opaque emulsion before using.

· Instill one drop of Restasis ophthalmic emulsion twice a day in each eye approximately 12 hours apart.

· Restasis can be used concomitantly with artificial tears, allowing a 15 minutes interval between products.

· Discard vial immediately after use.

Cost Comparison 4 (at commonly used dosages)
	Product
	Rx / 

OTC
	Dosage Form
	Dosing Frequency
	Cost*

	
	
	
	
	

	Restasis
	Rx
	Vial (32/box)
	Twice Daily
	Box
	$93.75

	Artificial Tear Solutions

	Artificial Tears (generic)
	OTC
	15mL bottle
	Twice –Four Times Daily
	Bottle
	$2.40

	Akwa Tears
	OTC
	15mL bottle
	Twice –Four Times Daily
	Bottle
	$3.69

	Tears Plus
	OTC
	15mL bottle
	Twice –Four Times Daily
	Bottle
	$5.83

	Ocular Lubricants (ointments)

	Dry Eyes
	OTC
	3.5g tube
	Twice –Four Times Daily
	Tube
	$3.65

	Hypo Tears
	OTC
	3.5g tube
	Twice –Four Times Daily
	Tube
	$7.49

	Tears Renewed
	OTC
	3.5g tube
	Twice –Four Times Daily
	Tube
	$10.33


*Priced at Average wholesale price (AWP) Facts and Comparisons (Medi-Span), St. Louis, MO; May 2003
Conclusion

Restasis (cyclosporine ophthalmic emulsion 0.05%), as the first and only prescription medication indicated to increase tear production in patients who do not produce the right amount of tears presumably due to ocular inflammation.  Restasis is the only dry eye disease therapy available that safely treats the underlying inflammation of the ocular surface and lacrimal tissue, which improves tear production to a normal volume. Even though Restasis may improve symptoms and help increase tear production in some patients with dry eye disease, however more convincing data is needed and cost is an issue.

Recommendation(s)

It is recommended that Restasis( continue on prior authorization approval status and classified as ‘prior authorization continued’.
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