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 Comparable Products   Preferred Drug List Status 
 Restasis               Non-Preferred                           

Pharmacology:  Lifitegrast, the active ingredient of Xiidra®, is a lymphocyte function-associated antigen-1 (LFA-1) 
antagonist. Lifitegrast binds to the integrin LFA-1, a cell surface protein found on leukocytes, and blocks the 
interaction of LFA-1 with its cognate ligand intercellular adhesion molecule-1 (ICAM-1). ICAM-1 may be 
overexpressed in corneal and conjunctival tissues in dry eye disease. LFA-1 and ICAM-1 interaction can contribute 
to the formation of an immunological synapse resulting in T-cell activation and migration to target tissues. The exact 
mechanism of action in dry eye disease is not known. 

Indications and Usage:  For the treatment of signs and symptoms of dry eye disease. 

There is no pregnancy category with this product; however, the risk summary indicates there are no data on use in 
pregnant women to inform any drug associated risks. The safety and efficacy of use in the pediatric population have 
not been established.  

Dosage Forms:   Topical ophthalmic solution: 5% (50mg/ml), in single-use containers of 60 in a carton 

Recommended Dosage:   Instill 1 drop BID into each eye using a single-use container. Discard the container after 
using in each eye. Remove contact lenses prior to use and they may be reinserted 15 minutes after administration.  

Drug Interactions:  There are no drug interactions listed. 

Common Adverse Drug Reactions:   There was no placebo data to compare with Xiidra®.  The most frequently 
reported adverse events reported in 5-25% of patients were instillation site irritation, dysgeusia, and reduced visual 
acuity. Other adverse events reported in 1-5% of patients included blurred vision, conjunctival hyperemia, eye 
irritation, headache, increased lacrimation, eye discharge, eye discomfort, eye pruritus, and sinusitis.  

Contraindications:    There are currently no contraindications listed with this product. 

Manufacturer:  Shire US Manufacturing Inc 

Analysis:   The safety and efficacy of lifitegrast were assessed in 4 randomized, multicenter, double-blind, vehicle-
controlled studies that included patients (N=1181) with dry eye disease. The use of artificial tears was not allowed 
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during the studies. Enrollment criteria included minimal signs (i.e. Corneal Fluorescein Staining [CFS] and non-
anesthetized Schirmer Tear Test [STT]) and symptoms (i.e. Eye Dryness Score [EDS] and Ocular Discomfort Score 
[ODS]) severity scores at baseline. 

Effects on symptoms of dry eye disease were assessed with the eye dryness score (EDS) using a visual analogue 
scale (VAS, where 0=no discomfort and 100=maximal discomfort). The average baseline EDS score was between 
40 and 70. Results suggested a greater reduction in EDS favoring lifitegrast in all studies at day 42 and day 84. 

The table below includes results from the studies, which was adapted from the prescribing information. 

 
Study 1 Study 2 

Vehicle Xiidra® Vehicle Xiidra® 

Baseline 51.8 51.6 41.6 40.2 

Day 14 -3.9 -8.9 -7.5 -6.7 

Day 42 -7.9 -17.3 -9.1 -12.6 

Day 84 -7.9 -14.4 -11.2 -15.2 

 

 
Study 3 Study 4 

Vehicle Xiidra® Vehicle Xiidra® 

Baseline 69.2 69.7 69 68.3 

Day 14 -13.1 -19.7 -14.9 -22.7 

Day 42 -18.2 -28.3 -23.7 -33.0 

Day 84 -22.8 -35.3 -30.5 -37.7 

Inferior fluorescein corneal staining score (ICSS; 0=no staining, 1=few/rare punctate lesion, 2=discrete and 
countable lesions, 3=lesions too numerous to count but not coalescent, 4=coalescent) was recorded at each 
visit. At day 84, a larger reduction in ICSS in favor of Xiidra® was seen in 3 of the 4 studies. The mean change 
from baseline in the ICSS can be found in the tables below; however, the confidence intervals included zero at 
all time points except day 84 in study 2 and 4. 

 
Study 1 Study 2 

Vehicle Xiidra® Vehicle Xiidra® 

Baseline 1.65 1.77 1.81 1.84 

Day 14 0.24 0.06 0.08 0.04 

Day 42 0.19 0.08 -0.02 -0.14 

Day 84 0.38 0.04 0.17 -0.07 

 

 
Study 3 Study 4 

Vehicle Xiidra® Vehicle Xiidra® 

Baseline 2.40 2.39 2.46 2.46 

Day 14 -0.48 -0.48 -0.44 -0.49 
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Study 3 Study 4 

Vehicle Xiidra® Vehicle Xiidra® 

Day 42 -0.60 -0.69 -0.66 -0.69 

Day 84 -0.71 -0.73 -0.63 -0.80 

Place in Therapy:   Xiidra® is indicated for the treatment of signs and symptoms of dry eye disease. It was found to 
be effective as compared with placebo for signs and symptoms of dry eye disease. One noted reference source 
recommends the use of artificial tears “...for the initial treatment of all patients with dry eye disease.”2 

There is no evidence at this time to support that Xiidra® is safer or more effective than the currently available, more 
cost effective medications. It is therefore recommended that Xiidra® remain non-preferred and require prior 
authorization and be available to those who are unable to tolerate or who have failed on preferred medications.  

 

PDL Placement:        Preferred 
    Non-Preferred 
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