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Item 8.01. Other Events.
 
On February 7, 2020, Ocular Therapeutix, Inc. (the “Company”) will be attending the Glaucoma 360 Conference and presenting interim data from its ongoing
Phase 1 prospective, multi-center, open-label, dose escalation clinical trial of product candidate OTX-TIC, a long-acting travoprost intracameral implant for
the treatment of patients with primary open-angle glaucoma or ocular hypertension. The Phase 1 clinical trial is intended to evaluate the safety, efficacy,
durability, and tolerability of OTX-TIC for the reduction of elevated intraocular pressure (“IOP”) in patients with primary open-angle glaucoma or ocular
hypertension but is not powered to measure any efficacy endpoints with statistical significance.
 
Data from the first two fully-enrolled cohorts (cohort 1 = 5 subjects, cohort 2 = 4 subjects) shows a clinically meaningful reduction from baseline in mean
IOP values at the 8 a.m. timepoint in patients treated with a single insertion of OTX-TIC throughout the six-month study period. The data also shows that the
mean IOP values at the 8 a.m. timepoint remained decreased from the baseline values beyond the study period and, in one patient, for up to eighteen months
at the time of assessment.
 
Overall, OTX-TIC was generally safe and well tolerated, and no serious adverse events were reported. No changes in corneal health were noted as measured
by corneal pachymetry and endothelial cell count evaluation. Eight ocular adverse events were reported, with the most frequent being iritis. The implant
biodegraded consistently in approximately five to seven months.
 
Enrollment has begun in the third and fourth cohorts of the Phase 1 trial while continued long-term evaluation remains ongoing in the first two cohorts.
 
Excerpts from the Company’s presentation containing data from the first two cohorts are included as Exhibit 99.1 hereto and are incorporated by reference
herein.
  
Item 9.01. Financial Statements and Exhibits.
 
(d)       Exhibits:
 

99.1 Excerpts from Company presentation, dated February 7, 2020.
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SIGNATURES

 
Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned
hereunto duly authorized.

 
 OCULAR THERAPEUTIX, INC.
   
Date: February 7, 2020 By: /s/ Donald Notman
  Donald Notman
  Chief Financial Officer
 

3

 



 
Exhibit 99.1

 

*If the study eye was given other IOP lowering medication, the IOP value was removed from the analysis. COHORT 1: MEAN IOP CHANGE FROM BASELINE NB: Interim look; Unmonitored data. For consistency, reflects only IOP data collected at 8 a.m. timepoint and excludes additional data collected at 10 a.m. and 4 p.m. timepoints on certain of the dates above in accordance with the trial protocol. - 1.5 - 7.4 - 8.8 - 8.7 - 9.1 - 7.0 - 5.6 - 7.6 - 5.8 - 7.5 - 9.6 - 7.1 - 6.6 - 9.8 - 8.8 - 8.8 - 10.8 - 8.8 - 9.8 - 7.8 - 8.8 - 1.4 - 4.6 - 7.6 - 8.0 - 6.6 - 5.0 - 5.2 - 5.8 - 5.7 - 5.0 - 6.8 - 7.8 - 6.3 - 4.8 - 10.8 - 12.8 - 9.3 - 8.8 - 6.8 - 6.8 - 7.8 -14 -13 -12 -11 -10 -9 -8 -7 -6 -5 -4 -3 -2 -1 0 Day 1 Day 3 Day 7 Day 14 Day 28 Day 42 Day 85 Mo 4 Mo 5 Mo 6 Mo 7 Mo 8 Mo 9 Mo 10 Mo 11 Mo 12 Mo 13 Mo 14 Mo 15 Mo 16 Mo 18 SE (OTX-TIC) NSE (Travatan) n=5 n=5 n=4 n=5 n=5 n=5 n=5 n=4 n=4 n=3 n=2 n=2 n=2 n=1 n=1 n= 1 n=1 n=1 n=1 n=1 n=1

 



 

COHORT 2: MEAN IOP CHANGE FROM BASELINE *If the study eye was given other IOP lowering medication, the IOP value was removed from the analysis. NB: Interim look; Unmonitored data . For consistency, reflects only IOP data collected at 8 a.m. timepoint and excludes additional data collected at 10 a.m. and 4 p.m. timepoints on certain of the dates above in accordance with the trial protocol. - 2.6 - 8.5 - 8.8 - 7.4 - 6.0 - 4.1 - 7.0 - 6.8 - 6.7 - 6.1 - 5.3 - 3.1 - 5.9 - 1.9 - 11.6 - 7.3 - 6.1 - 3.6 - 4.4 - 5.6 - 6.5 - 5.9 - 6.0 - 7.8 - 8.6 - 5.9 -14 -13 -12 -11 -10 -9 -8 -7 -6 -5 -4 -3 -2 -1 0 Day 1 Day 3 Day 7 Day 14 Day 28 Day 42 Day 85 Mo 4 Mo 5 Mo 6 Mo 7 Mo 8 Mo 9 SE (OTX-TIC) NSE (Travatan) n=4 n=4 n=4 n=4 n=4 n=4 n=4 n=4 n=4 n=4 n=4 n=2 n=2

 


