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The following recommendations are based on medical evidence, clinician input, and expert opinion.  The content of the document is dynamic and will be revised as new information becomes available.  The purpose of this document is to assist practitioners in clinical decision-making, to standardize and improve the quality of patient care, and to promote cost-effective drug prescribing.  The clinician should utilize this guidance and interpret it in the clinical context of the individual patient.  Individual cases that are outside the recommendations should be adjudicated at the local facility according to the policy and procedures of its P&T Committee and Pharmacy Services.  

The Product Information should be consulted for detailed prescribing information.  The VA National PBM-MAP-VPE cyclosporine ophthalmic emulsion ( Restasis™ ) Drug Monograph is available at www.pbm.va.gov or http://vaww.pbm.va.gov  for further information.
	EXCLUSION CRITERIA If the answer to ANY item below is met, then the patient should NOT receive the drug

	· Active ophthalmic infections, including herpes keratitis
· Hypersensitivity to cyclosporine or any of its ingredients
· Nonfunctional lacrimal gland

	INCLUSION CRITERIA The answers to one of the following must be fulfilled in order to meet criteria

	· Ocular Graft vs. Host Disease 

· Corneal Transplant Rejection 

· Diagnosis of Keratoconjunctivitis Sicca (KCS) with lack of therapeutic response to at least two OTC artificial tears agent from different classes (one of which must be from the high viscosity class, unless clinically contraindicated) see Table 1.  
· Patients who experience documented corneal surface damage while using frequent artificial tears

	DOSAGE AND ADMINISTRATION

	· Cyclosporine ophthalmic emulsion can be used concomitantly with artificial tears; allow a 15-minute interval between products
· Instill 1 drop of cyclosporine ophthalmic emulsion twice a day in each eye, approximately 12 hours apart. The vial should be gently inverted prior to opening to disperse the emulsion evenly. Any un used portion should be discarded as there is no preservative in the product.

	ISSUES FOR CONSIDERATION

	· Cyclosporine 0.05% ophthalmic emulsion should not be instilled when the patient is wearing contact lenses. Contact lenses must be removed during application and for 15 min afterwards.
· Patients with punctual occlusion may benefit from cyclosporine ophthalmic emulsion therapy, co-administration should be reviewed on a patient by patient basis to determine optimal therapy.

	RENEWAL CRITERIA

	Therapeutic response should be evaluated at 6 months after initiation of cyclosporine ophthalmic emulsion. If no documented improvement in subjective and objective testing, cyclosporine ophthalmic emulsion should be discontinued.



Table 1
	Class
	Example

	1. METHYLCELLULOSE
	

	Carboymethycellulose sodium
	Refresh , Celluvisc

	Carboymethycellulose sodium, viscous (PF)
	Refresh Celluvisc, Thera tears, 

	Hydroxypropyl methylcellulose
	 Genteal, Visine tears, tears natural forte, Tears natural II

	Hydroxypropyl methylcellulose (PF)
	Bion tears, Tears Natural II, Tears Natural Free

	2. POLYVINYL ALCOHOL
	

	Poly vinyl alcohol
	Refresh, Murine Tears, Tears again

	Poly vinyl alcohol (PF)
	Hypotears, 

	3. HIGH VISCOSITY
	

	Glycerin
	Moisture eyes

	Polyethylene glycol
	Systane

	Oil containing 
	Refresh Endura
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Updated versions may be found at http://www.pbm.va.gov or http://vaww.pbm.va.gov

