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PALO ALTO, Calif., Nov. 14, 2023 /PRNewswire/ -- Kodiak Sciences Inc. (Nasdaq: KOD), today reported business highlights and financial results for
the quarter ended September 30, 2023.

"We have three retinal disease prospects in our pipeline: two molecules built with our antibody biopolymer conjugate platform (ABC Platform), (1)
tarcocimab ABC, an anti-VEGF bioconjugate, (2) KSI-501 ABC, a bispecific anti-IL-6 and anti-VEGF bioconjugate, as well as (3) KSI-501 P, a
bispecific anti-IL-6 and anti-VEGF protein (not conjugated) which is not part of the ABC Platform. We believe this pipeline of three promising retina
candidates, combined with our learnings from running six tarcocimab phase 3 pivotal studies, positions the Company well for the future," said Dr.
Victor Perlroth, CEO of Kodiak.

"We recently announced our plan to reboot the tarcocimab program following strong data in both our GLOW diabetic retinopathy study and our
one-year head-to-head BEACON retinal vein occlusion (RVO) study. We believe tarcocimab with its 6-month durability profile could be a differentiated,
value-add medicine for patients and providers," continued Dr. Perlroth. "We also believe that our extensive clinical experience to date with tarcocimab
should allow us to design and run one additional pivotal study that, if successful, can serve as the basis for a single Biologics License Application
(BLA) for macular edema following retinal vein occlusion (RVO), wet age-related macular degeneration (wAMD) and non-proliferative diabetic
retinopathy (NPDR). We look forward to sharing the emerging details around our portfolio development plan and timing." concluded Dr Perlroth.

Recent Business Highlights

Tarcocimab pivotal program: We unmasked our GLOW phase 3 study of tarcocimab in patients with moderately severe
and severe diabetic retinopathy. GLOW met its primary endpoint 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). GLOW also met all key
secondary endpoints, including 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% in the sham group (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.

KSI-501 clinical program: Our Phase 1 study of KSI-501 ABC has completed its enrollment and dosing phases, and
patient data are continuing to be collected. Clinical data are expected to be presented in the first quarter of 2024 at an
upcoming scientific meeting. We also announced our intention to develop both (1) the KSI-501 ABC bioconjugate in an
enhanced formulation containing a mix of free (unconjugated) protein together with bioconjugated protein and (2) the
KSI-501 P unconjugated protein. The KSI-501 program may represent a new category of retinal medicine with applicability
both to inflammatory diseases of the retina as well as the existing high prevalence diseases of the retina such as DME and
wAMD.

Third Quarter 2023 Financial Results

Cash Position

Kodiak ended the third quarter of 2023 with $345.7 million of cash and cash equivalents.

Net Loss

The net loss for the third quarter of 2023 was $50.0 million, or $0.95 per share on both a basic and diluted basis, as compared to a net loss of $77.0
million, or $1.47 per share on both a basic and diluted basis, for the third quarter of 2022. The net loss for the quarter ended September 30, 2023
included non-cash stock-based compensation of $13.9 million, as compared to $26.2 million for the quarter ended September 30, 2022.

R&D Expenses

Research and development (R&D) expenses were $36.2 million for the third quarter of 2023, as compared to $61.7 million for the third quarter of 2022.
The R&D expenses for the third quarter of 2023 included non-cash stock-based compensation of $2.7 million, as compared to $14.9 million for the
third quarter of 2022. The decrease in R&D expenses for the third quarter of 2023 was primarily driven by reduction in expense during the pause of
tarcocimab development and equity award forfeitures related to the 2021 Long-Term Performance Incentive Plan.

G&A Expenses

General and administrative (G&A) expenses were $18.3 million for the third quarter of 2023, as compared to $17.8 million for the third quarter of 2022.
The G&A expenses included non-cash stock-based compensation of $11.2 million for both periods. 

About GLOW

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 non-proliferative diabetic retinopathy ("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.
The primary endpoint is at one year. Outcomes include changes in diabetic retinopathy severity, measured on a standardized photographic grading
scale, and the proportion of tarcocimab treated patients who developed a sight threatening complication due to diabetic retinopathy. Additional
information about GLOW (also called Study KS301P106) can be found on www.clinicaltrials.gov under Trial Identifier NCT05066230
(https://clinicaltrials.gov/show/NCT05066230). 

About Kodiak Sciences Inc. 

Kodiak (Nasdaq: KOD) is a biopharmaceutical company committed to researching, developing and commercializing transformative therapeutics to
treat high-prevalence retinal diseases. We are focused on bringing new science to the design and manufacture of next generation retinal medicines to
prevent and treat the leading causes of blindness globally. Our antibody biopolymer conjugate platform, or ABC Platform™, is at the core of Kodiak's
discovery engine. Kodiak's first investigational medicine, tarcocimab tedromer, is a novel anti-VEGF antibody biopolymer conjugate explored for the
treatment of retinal vascular diseases. Kodiak's second clinical program, KSI-501, built from a first-in-class bispecific protein targeting both IL-6
(anti-IL-6 antibody) and VEGF (VEGF-trap), is intended to treat both orphan and high prevalence retinal diseases. Kodiak is based in Palo Alto, CA.
For more information, please visit www.kodiak.com.

Kodiak®, Kodiak Sciences®, ABC™, ABC Platform™ and the Kodiak logo are registered trademarks or trademarks of Kodiak Sciences Inc. in various
global jurisdictions.

Forward-Looking Statements

This release 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: the potential benefits of KSI-501, including that it may represent a new category of retinal medicine with applicability
both to inflammatory diseases of the retina as well as the existing high prevalence diseases of the retina such as DME and wAMD; the prospects of the
candidates in our pipeline, including tarcocimab ABC, KSI-501 ABC, as well as KSI-501 P; our ability to apply our clinical experience with tarcocimab
to allow us to design and run one additional pivotal study, and the potential success of such study; our ability to file a single BLA together for macular
edema following RVO, wAMD and NPDR; tarcocimab's differentiated durability profile; the potential for Kodiak's ABC Platform and tarcocimab to be
important innovations for patients; the expected enhancements and benefits of a new formulation; tailored clinical development plan to KSI-501 based
on the learnings from the tarcocimab clinical program and the ABC platform itself; and planned expansion of our research pipeline. 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 cessation or delay of any of the on-going clinical studies and our development of tarcocimab or
KSI-501 may occur; the risk that the BEACON and/or GLOW results may not provide the evidence, insights or benefits as anticipated; 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 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; future potential
regulatory milestones of tarcocimab or KSI-501, including those related to current and planned clinical studies, may be insufficient to support
regulatory submissions or approval; the risk that a new formulation of tarcocimab, KSI-501 or other ABC Platform derived molecules may not provide
the benefits expected; 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; any one or more of our product
candidates may not be successfully developed, approved or commercialized; our manufacturing facilities may not operate as expected; 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. Kodiak®, Kodiak Sciences®, ABC™, ABC Platform™ and the Kodiak logo are registered trademarks or trademarks of Kodiak
Sciences Inc. in various global jurisdictions.

 

Kodiak Sciences Inc.
Condensed Consolidated Statements of Operations
(Unaudited)
(in thousands, except share and per share amounts)

Three Months Ended
September 30,

Nine Months Ended
September 30,

2023 2022 2023 2022

Operating expenses
Research and development $ 36,188 $ 61,676 $ 159,669 $ 211,597

General and administrative 18,312 17,802 54,278 55,716

Total operating expenses 54,500 79,478 213,947 267,313

Loss from operations (54,500) (79,478) (213,947) (267,313)
Interest income 4,536 2,484 12,836 4,054
Interest expense (5) (4) (13) (14)

http://www.clinicaltrials.gov/
https://c212.net/c/link/?t=0&l=en&o=4025440-1&h=2524160625&u=https%3A%2F%2Fclinicaltrials.gov%2Fshow%2FNCT05066230)&a=https%3A%2F%2Fclinicaltrials.gov%2Fshow%2FNCT05066230)
http://www.kodiak.com/


Other income (expense), net (38) (40) 149 (102)

Net loss $ (50,007) $ (77,038) $ (200,975) $ (263,375)

Net loss per common share, basic and diluted $ (0.95) $ (1.47) $ (3.84) $ (5.04)

Weighted-average shares of common stock
     outstanding used in computing net loss per
     common share, basic and diluted 52,455,620 52,288,257 52,391,083 52,227,072

 

Kodiak Sciences Inc.
Condensed Consolidated Balance Sheet Data
(Unaudited)
(in thousands)

September 30,
2023

December 31,
2022

Cash, cash equivalents and marketable securities $ 345,668 $ 478,933
Working capital $ 280,153 $ 433,509
Total assets $ 547,652 $ 666,628
Accumulated deficit $ (1,093,015) $ (892,040)
Total stockholders' equity $ 302,417 $ 436,167

 

 View original content:https://www.prnewswire.com/news-releases/kodiak-sciences-announces-third-quarter-2023-financial-results-and-recent-
business-highlights-301988147.html

SOURCE Kodiak Sciences Inc.

John Borgeson, Chief Financial Officer, Tel (650) 281-0850, ir@kodiak.com
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