
 
 

RESTASIS® Fact Sheet 
 

About RESTASIS® (cyclosporine ophthalmic emulsion) 0.05% 
RESTASIS®, approved by the U.S. Food and Drug Administration in 2002, is currently the only 
prescription eye drop available believed to treat an underlying cause of chronic dry eye. 
RESTASIS® helps increase tear production in cases where it may be reduced by inflammation 
due to chronic dry eye. RESTASIS® ophthalmic emulsion did not increase tear production in 
patients using topical steroids or tear duct plugs. 

 
How RESTASIS® Works 
Eyes need a healthy tear film to maintain and protect the 
ocular surface. Chronic dry eye is a medical condition that 
can result from the eyes’ reduced ability to produce tears 
due to inflammation. If left untreated over time, inflammation 
and reduced tear production can damage the surface of the 
eye and exacerbate chronic dry eye.1   
 
It has been shown that patients with chronic dry eye 
experience increased activation of T-cells, which may cause 
inflammation and disrupt the normal production of tears, leading 
to a decrease in the patient’s natural ability to produce their own 
tears. RESTASIS® ophthalmic emulsion contains a very small 
concentration of cyclosporine, believed to help inhibit the 
activation of T-cells.2 The exact mechanism of action for 
RESTASIS® ophthalmic emulsion is unknown.  
 

RESTASIS® Key Benefits 
• In a real-world study of 3,145 patients, 83 percent surveyed stated that they had an intention 

to continue using RESTASIS® ophthalmic emulsion.3 

• RESTASIS® ophthalmic emulsion is reimbursed by the majority of prescription plans offered 
by major health insurers in the United States (99 percent on formulary; or 83 percent 
coverage and 16 percent coverage with prior authorization).4 Reimbursement amounts vary 
by plan.  

• Only five out of 293 patients in clinical trials discontinued RESTASIS® ophthalmic emulsion 
due to burning and stinging.5 

 
RESTASIS® Efficacy 
Four multicenter, randomized, adequate and well-controlled clinical studies were performed in 
approximately 1,200 patients with moderate to severe keratoconjunctivitis sicca (chronic dry 
eye). RESTASIS® ophthalmic emulsion demonstrated statistically significant increases in 
Schirmer wetting (a test to measure tear production) of 10 mm versus vehicle at six months in 
patients whose tear production was presumed to be suppressed due to ocular inflammation.2 
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About Dry Eye 
Dry eye affects an estimated 21 million people in the United States6 and is one of the most 
common reasons that people visit their eye doctor.7 A national survey of 2,003 individuals found 
that nearly 40 percent of Americans experience dry eye symptoms,8 which may include 
dryness, itching, irritation, blurred vision, sensitivity to light, foreign body sensation and 
excessive tearing.  Dry eye can be aggravated by a number of external factors such a
or windy environments, high altitudes, heating, air-conditioning, prolonged computer use and 
smoke.
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9,10,11 Dry eye can also be caused by medical factors, including hormonal changes due 
to aging and menopause, thyroid problems, vitamin deficiencies, rheumatoid arthritis, diabetes
lupus and Sjögren’s syndrome 7,8,10,11,12 

 

Important RESTASIS® Safety Information 
RESTASIS® ophthalmic emulsion should not be used by patients with active eye infections and 
has not been studied in patients with a history of herpes viral infections of the eye. The most 
common side effect is a temporary burning sensation. For more information about RESTASIS® 
ophthalmic emulsion, please refer to the full prescribing information and the product Web site at 
www.restasis.com.   
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Additional Information 
For more information about RESTASIS® ophthalmic emulsion, please refer to the full prescribing 
information and the product Web site at www.restasis.com. 
 
Contact: Heather Katt  
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