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Item 2.02 Results of Operations and Financial Condition.

Kodiak Sciences Inc. (the “Company”) expects that, as of December 31, 2021, its cash and cash equivalents were approximately $731.5 million.

Item 8.01 Other Events.

On February 23, 2022, the Company announced top-line results from its randomized, double-masked, active comparator-controlled Phase 2b/3 
clinical trial evaluating the efficacy, durability and safety of KSI-301, a novel antibody biopolymer conjugate, in treatment-naïve subjects with neovascular 
(wet) age-related macular degeneration.

The trial randomized 559 participants, approximately 80% of whom were enrolled in the United States. The study had two treatment arms: KSI-301 
5mg on a flexible long-interval regimen and aflibercept 2mg on a fixed short-interval regimen. In the study, three monthly loading doses were administered 
to all subjects at 0-, 4- and 8-weeks. Subjects on aflibercept were then treated at fixed 2-month intervals. Subjects on KSI-301 were assessed starting 3 
months after the completion of the loading phase (i.e., beginning at 20 weeks) and, based on predefined disease activity criteria, were treated every 3-, 4-, 
or 5-months, thus patients in the KSI-301 group could not receive dosing more frequently than every 3 months at any point in the study after the loading 
phase. The primary endpoint of the study was the average change in best-corrected visual acuity (BCVA) score (a measure of the best vision a person can 
achieve when reading letters on an eye chart, including with correction such as glasses) from baseline at year 1. For the assessment of the primary efficacy 
endpoint, KSI-301 patients in all three groups (dosed every 3-, 4- or 5-months) were pooled together and their BCVA was compared as a group to the 
aflibercept group (dosed every 2 months).

The results show that KSI-301 did not meet the primary efficacy endpoint of showing non-inferior visual acuity gains for subjects dosed on 
extended regimens compared to aflibercept given every eight weeks.

A pre-specified secondary analysis at year 1 assessing durability showed 59% of patients in the KSI-301 arm achieved five-month dosing with 
visual acuity gains and anatomic improvements comparable to the overall aflibercept group.

KSI-301 was generally safe and well tolerated in the study, with no new safety signals identified.  Intraocular inflammation occurred in a low single-
digit percent of KSI-301 patients (3.2%), as compared to 0.0% of patients treated with aflibercept. In all cases reported in the Company’s study, the clinical 
finding of inflammation resolved, and no cases of intraocular inflammation with vascular occlusions were observed. 
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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 
thereunto duly authorized.

   KODIAK SCIENCES INC.
    
Date: February 23, 2022 By: /s/ Victor Perlroth
   Victor Perlroth, M.D.

Chief Executive Officer

 




