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Brand Name Eysuvis™ 

Generic Name loteprednol etabonate 

Drug Manufacturer Kala Pharmaceuticals, Inc 

 

Clinical Update 
TYPE OF CLINICAL UPDATE 

New Brand and Strength 

FDA APPROVAL DATE  

October 26, 2020 

LAUNCH DATE 

November 20, 2020 

REVIEW DESIGNATION 

Standard 

TYPE OF REVIEW 

New Drug Application (NDA): 210933 

DISPENSING RESTRICTIONS 

Open Distribution 

 

Overview 
INDICATION(S) FOR USE 

Eysuvis™ is a corticosteroid indicated for the short-term (up to two weeks) treatment of the signs and symptoms of 
dry eye disease. 

MECHANISMS OF ACTION 

Corticosteroids inhibit the inflammatory response to a variety of inciting agents and delay or slow healing. They 
inhibit the edema, fibrin deposition, capillary dilation, leukocyte migration, capillary proliferation, fibroblast 
proliferation, deposition of collagen, and scar formation associated with inflammation. They are also thought to 
inhibit prostaglandin production. 

DOSAGE FORM(S) AND STRENGTH(S) 

Ophthalmic suspension containing 2.5 mg/mL of loteprednol etabonate. 

DOSE & ADMINISTRATION 

• Shake for two to three seconds before using.  
• Instill one to two drops into each eye four times daily. 
 
 
 

https://secure.ipdanalytics.com/User/Pharma/Company/Kala-Pharmaceuticals
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EFFICACY 

The safety and efficacy of Eysuvis™ was evaluated in one Phase 2 and three Phase 3 (STRIDE 1, STRIDE 2, and 
STRIDE 3) randomized, double-blind, placebo-controlled trials. In the Phase 3 studies, patients received Eysuvis™ 
or vehicle (1:1) four times daily for 2 weeks. The primary endpoints for STRIDE 1 and STRIDE 2 included the mean 
change from baseline in ocular discomfort severity (ODS) score and the mean change from baseline in conjunctival 
hyperemia at Day 15 in the overall intent-to-treat (ITT) population. In STRIDE 3, the primary endpoint was the 
mean change from baseline in ODS score at Day 15 in the ITT population and in a predefined subgroup of ITT 
patients with more severe ocular discomfort (ODS >68) at baseline. 

The study design and population for the three Phase 3 trials are provided in Table 1. 

 
 

The results from the Phase 3 trials are provided in Tables 2 and 3.  
 
STRIDE 1 demonstrated statistically significant changes in conjunctival hyperemia and ODS compared to vehicle 
from baseline to Day 15. However, STRIDE 2 only demonstrated a statistically significant change in hyperemia 
compared to vehicle but not in ODS. In STRIDE 3, statistically significant improvements in ODS were demonstrated 
in the ITT population and in the predefined subgroup, with more severe ocular discomfort at baseline. Patients 
receiving Eysuvis™ in STRIDE 3 also showed statistically significant improvement in conjunctival hyperemia, which 
was a key secondary endpoint in this trial.  
 
The clinical significance of a ~4-point difference between Eysuvis™ and vehicle in the ODS score outside of a clinical 
trial in a real-world setting is unknown. 
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