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Item 8.01. Other Events.
 
On April 28, 2020, Ocular Therapeutix, Inc. (the “Company”) issued a press release announcing topline results from its third Phase 3 clinical trial
evaluating the safety and efficacy of DEXTENZA, the Company’s FDA-approved corticosteroid indicated for the treatment of ocular inflammation and
pain following ophthalmic surgery, as a potential treatment for ocular itching associated with allergic conjunctivitis.
 
The Phase 3 randomized, double-masked, parallel-arm, placebo-controlled clinical trial enrolled 96 subjects and was conducted across 6 sites in the United
States using Ora, Inc.’s modified Conjunctival Allergen Challenge (Ora-Cac ® ) Model. The primary efficacy measure for this trial was ocular itching on
day 8 at 3 minutes, 5 minutes and 7 minutes post-challenge and included subjects with seasonal and perennial allergens. The trial’s primary endpoint was
ocular itching measured on a subject-reported 5-point scale (0 to 4) at three pre-specified time points on day 8 in the afternoon, 1 week after the insertion of
DEXTENZA on day 1. DEXTENZA-treated subjects demonstrated a statistically significant (p-value
 
Table 1 Primary Efficacy Endpoint Ocular Mean Itching Scores at Day 8 (PM)
 

  Mean Itch Scores     
Challenge 

Time Points  
DEXTENZA

Vehicle  
Treatment Difference 
(DEXTENZA-Vehicle) P Value

3 minutes  1.82  2.67  -0.86  
5 minutes  1.73  2.71  -0.98  
7 minutes  1.74  2.69  -0.96  

 
Least Squares Means; Population: Intent-to-treat (ITT) + Markov Chain Monte Carlo (MCMC)

 
DEXTENZA was observed to have a favorable safety profile and be well-tolerated with no serious adverse events observed (ocular and non-ocular). No
subjects required rescue medication, and no subjects experienced elevated intraocular pressure. There were 8 ocular treatment emergent adverse events in
this trial (2 in the DEXTENZA group and 6 in the vehicle group).
 
The Company is continuing to assess additional secondary endpoints. Upon completion of this review, the Company intends to request a meeting with the
FDA to discuss the potential submission in 2020 of a supplement to its existing new drug application for DEXTENZA to include the treatment of ocular
itching associated with allergic conjunctivitis as an additional approved indication.
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