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Item 8.01 Other Events.

On November 6, 2023, Kodiak announced that its Phase 3 GLOW superiority study evaluating tarcocimab tedromer 5 mg in moderately severe to 
severe non-proliferative diabetic retinopathy (NPDR) met its one-year primary endpoint.

The Phase 3 GLOW study is a global, multi-center, randomized pivotal superiority study designed to evaluate the efficacy and safety of tarcocimab 
tedromer in treatment-naïve patients with moderately severe to severe NPDR. Patients are randomized to receive either tarcocimab every six months after 
initiating doses given at baseline, 8 weeks and 20 weeks into the study, or to receive sham injections. At one year, GLOW met its primary endpoint of the 
proportion of patients with at least a 2-step improvement on the Diabetic Retinopathy Severity Scale (DRSS) score, a grading system measuring the degree 
of retinopathy. Tarcocimab achieved a 29-fold increased response rate ratio, with 41.1% of evaluable patients on tarcocimab demonstrating at least 2-step 
improvement versus 1.4% of evaluable patients in the sham group (p less than 0.0001). Visual acuity and retinal anatomy were improved and stable with 
tarcocimab on its extended-dosing intervals. At one year, GLOW also met its key secondary endpoint of greater reductions in the proportion of patients 
developing sight-threatening complications (such as diabetic macular edema and proliferative diabetic retinopathy), versus sham, demonstrating an 89% 
decreased risk, achieving 21.0% versus 2.3% (p less than 0.0001). Tarcocimab also showed a 95% risk reduction in the development of DME, versus sham, 
from 13.7% on sham versus 0.7% on tarcocimab.

After the occurrence of a sight-threatening complication, all subjects were rescued with open-label tarcocimab, where subjects received two loading 
doses once monthly followed by continued every 12-week dosing. In patients developing sight-threatening complications, the initial visual acuity decrease 
and retinal anatomy worsening were both rapidly controlled and then stabilized with every 12-week dosing of tarcocimab.

The rates of serious ocular adverse events and intraocular inflammation in patients treated with tarcocimab and sham were similar in both groups.

Kodiak paused further development of tarcocimab after its GLEAM and GLIMMER studies in diabetic macular edema did not meet their primary 
endpoint. Kodiak intends to resume the tarcocimab tedromer development program. Following dialogue with the U.S. FDA, Kodiak also intends to conduct 
one additional pivotal study with an enhanced formulation of tarcocimab, after which, depending on the results of the additional study, Kodiak intends to 
pursue a single BLA submission for wet age-related macular degeneration, macular edema due to retinal vein occlusion and NDPR.

 
Forward-Looking Statements
 
This report contains "forward-looking statements" within the meaning of Section 27A of the Securities Act of 1933, Section 21E of the Securities 
Exchange Act of 1934 and the Private Securities Litigation Reform Act of 1995. These forward-looking statements are not based on historical fact and 
include statements regarding: Kodiak’s plans to resume development of tarcocimab tedromer, conduct an additional pivotal study and potentially submit a 
single BLA for wAMD, RVO and NPDR; the pathway for a single potential BLA submission for approval of tarcocimab for RVO, wAMD and NPDR on 
the basis of the BEACON, DAYLIGHT and GLOW plus one additional pivotal trial; and expectations and plans for the development of KSI-501. Forward-
looking statements generally include statements that are predictive in nature and depend upon or refer to future events or conditions, and include words 
such as "may," "will," "should," "would," "could," "expect," "plan," "believe," "intend," "pursue," and other similar expressions among others. Any 
forward-looking statements are based on management's current expectations of future events and are subject to a number of risks and uncertainties that 
could cause actual results to differ materially and adversely from those set forth in or implied by such forward-looking statements. These risks and 
uncertainties include, but are not limited to:  the risk that the BEACON and/or GLOW results may not provide the evidence, insights or benefits as 
anticipated; the risk that the results of the tarcocimab Phase 3 studies plus one additional pivotal study may not be sufficient to support a single BLA 
submission for wAMD, RVO and NPDR; the risk that a BLA may not be accepted by, or receive approval from, the FDA or foreign regulatory agencies 
when expected, or at all; the risk that cessation, modification or delay of any of the ongoing clinical studies and our development of tarcocimab and/or KSI-
501 may occur; the risk that safety, efficacy and durability data observed in our product candidates in current or prior studies may not continue or persist; 
the risk that our research and development efforts and our ability to advance our product candidates into later stages of development may fail; the risk that 
KSI-501 may not inhibit VEGF and IL-6 or have an impact on the treatment of patients as expected; the risk that any one or more of our product candidates 
may not be successfully developed, approved or commercialized; adverse conditions in the general domestic and global economic markets, which may 
significantly impact our business and operations, including our clinical trial sites, as well as the business or operations of our manufacturers, contract 
research organizations or other third parties with whom we conduct business; as well as the other risks identified in our filings with the Securities and 
Exchange Commission. For a discussion of other risks and uncertainties, and other important factors, any of which could cause our actual results to differ 
from those contained in the forward-looking statements, see the section entitled "Risk Factors" in our most recent Form 10-K, as well as discussions of 
potential risks, uncertainties, and other important factors in our subsequent filings with the Securities and Exchange Commission. These forward-looking 
statements speak only as of the date hereof and Kodiak undertakes no obligation to update forward-looking statements, and readers are cautioned not to 
place undue reliance on such forward-looking statements.
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