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KSI-301 (tarcocimab tedromer) and Antibody Biopolymer Conjugates (ABCs)
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ANTIBODY

lgG1 Anti-VEGF Antibody

BIOPOLYMER

Branched, Optically Clear, 

High Molecular Weight 

Phosphorylcholine Polymer

CONJUGATE

+

KSI-301 (tarcocimab tedromer) is an anti-VEGF ABC that blocks all VEGF-A isoforms
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Primary endpoint – Week 48

Proportion of eyes improving ≥2 steps on DRSS from baseline

Key Secondary endpoints

Proportion of eyes developing sight-threatening complicationsa  
Proportion of eyes improving ≥3 steps on DRSS from baseline

aSight-threatening complications were defined as: diabetic macular edema, proliferative diabetic retinopathy, and anterior segment neovascularization. 
bStudy was terminated after all participants had completed the primary endpoint visit at Week 48. 

DRSS: diabetic retinopathy severity score; GLOW Study KS301P106, NCT05066230. Tarcocimab tedromer also referred to as tarcocimab in this presentation.

Randomized, double-masked, multi-center Phase 3 superiority study of tarcocimab tedromer 5 mg in 

moderately severe to severe non-proliferative diabetic retinopathy

Tarcocimab 5 mg

Extended Interval Dosing
Sham
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GLOW – Study design – 4 total doses in Year 1
Unprecedented progressive extension of intervals to 6-month dosing

Weeks 0 4 8 12 16 20 24 28 32 36 40 44 48

Tarcocimab 5 mg

n = 128

Sham

n = 125

8-week interval 12-week interval 24-week interval

End of Study at Week 100b

Tarcocimab injection

Non-treatment Visit

Sham treatment



GLOW: Key eligibility criteria

▪ Anti-VEGF treatment-naïve moderately severe to severe NPDR (DRSS levels 47 and 53) 

determined by the central reading center in whom PRP can safely deferred for at least 6 months

▪ BCVA ≥ 69 letters (≥20/40 Snellen equivalent)

▪ HbA1c of ≤12%

Key Inclusion Criteria
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▪ Presence of center involving DME in the Study Eye (CST ≥ 320 microns)  

▪ Prior PRP in the Study Eye

▪ Prior treatment with anti-VEGF therapy or intravitreal or peri-ocular steroid in the Study Eye

▪ Active or suspected ocular or periocular infection or inflammation in either eye

▪ Current anterior segment neovascularization, vitreous hemorrhage, or tractional retinal detachment in 

the Study Eye

▪ Recent history (within 6 months) of myocardial infarction, stroke, transient ischemic attack, acute 

congestive heart failure, or acute coronary event. 

Key Exclusion Criteria

VEGF: vascular endothelial growth factor; NPDR: non-proliferative diabetic retinopathy; DRSS: diabetic retinopathy severity score; PRP: pan-retinal photocoagulation; BCVA: best-corrected visual acuity; DME: diabetic macular edema; 

CST: central subfield thickness
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First Time Results



Tarcocimab

n = 128

Sham

n = 125

Age, years, mean (SD) 56.4 (11.39) 57.0 (9.63)

Female, n (%) 51 (39.8) 56 (44.8)

Race, n (%)
White 108 (84.4) 96 (76.8)

Black or African American 13 (10.2) 23 (18.4)

Asian 3 (2.3) 3 (2.4)

Other 4 (3.1) 3 (2.4)

Ethnicity, n (%)

Not Hispanic or Latino 71 (55.5) 73 (58.4)

Hispanic or Latino 57 (44.5) 52 (41.6)

Hemoglobin A1c, % (SD) 8.33 (1.48) 8.45 (1.53)

Diabetes Type 2, n (%) 119 (93) 116 (92.8)

Baseline patient demographics and general characteristics

7n = Number of participants treated; The denominator for percentages is the number of participants treated within each treatment arm.



Baseline ocular characteristics were well-matched between groups and typical 
of treatment-naïve NPDR patients. Most patients (≥92%) completed the study
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Tarcocimab

n = 128

Sham

n = 125

BCVA, ETDRS Letters, mean (SD) 81.8 (5.79) 81.2 (5.76)

Central Subfield Thickness (CST), µm, mean (SD) 268.6 (26.3) 265.3 (25.05)

Lens Status, n (%)

Phakic 107 (83.6) 101 (80.8)

Pseudophakic 21 (16.4) 24 (19.2)

DR severity (ETDRS DRSS score), n (%)

≤ Level 47 46 (35.9) 45 (36)

≥ Level 53 82 (64.1) 80 (64)

Intraocular Pressure, mmHg, mean (SD) 15.62 (3.21) 15.71 (3.35)

Patients treated, n (%) 128 (100) 125 (100)

Patients completing Week 48, n (%) 120 (93.8) 115 (92)

Discontinuations prior to Week 48, n (%) 8 (6.3) 10 (8)

n = Number of participants treated; The denominator for percentages is the number of participants treated within each treatment arm.

BCVA: best-corrected visual acuity; ETDRS: early treatment diabetic retinopathy study; DRSS: diabetic retinopathy severity scale; CST: central subfield thickness; NPDR: non-proliferative diabetic retinopathy; PDR: proliferative diabetic retinopathy 

Baseline ocular characteristics and patient disposition



Baseline ocular characteristics were well-matched between groups and typical 
of treatment-naïve NPDR patients. Most patients (≥92%) completed the study
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Tarcocimab

n = 128

Sham

n = 125

BCVA, ETDRS Letters, mean (SD) 81.8 (5.79) 81.2 (5.76)

Central Subfield Thickness (CST), µm, mean (SD) 268.6 (26.3) 265.3 (25.05)

Lens Status, n (%)

Phakic 107 (83.6) 101 (80.8)

Pseudophakic 21 (16.4) 24 (19.2)

DR severity (ETDRS DRSS score), n (%)

≤ Level 47 46 (35.9) 45 (36)

≥ Level 53 82 (64.1) 80 (64)

Intraocular Pressure, mmHg, mean (SD) 15.62 (3.21) 15.71 (3.35)

Patients treated, n (%) 128 (100) 125 (100)

Patients completing Week 48, n (%) 120 (93.8) 115 (92)

Discontinuations prior to Week 48, n (%) 8 (6.3) 10 (8)

n = Number of participants treated; The denominator for percentages is the number of participants treated within each treatment arm.

BCVA: best-corrected visual acuity; ETDRS: early treatment diabetic retinopathy study; DRSS: diabetic retinopathy severity scale; CST: central subfield thickness; NPDR: non-proliferative diabetic retinopathy; PDR: proliferative diabetic retinopathy 

Baseline ocular characteristics and patient disposition



Patients treated with tarcocimab received only 4 injections in Year 1
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4

 Planned 

Injections

Sham (n=125); Tarcocimab (n=128) 

Mean number of active treatments in the Study Eye



Primary Endpoint Met – tarcocimab established superiority in ≥2-step 
improvement in DRSS 

Sham (n=125); Tarcocimab (n=128); Week 48 (LOCF) represents the last available observation while on randomized treatment, within the Week 48 visit window. Note: Percentages are 100*n/N. 

Weighted percentages are based on weighted average of observed estimates across strata using CMH weights. p-values are based on the difference in response rates 11

1.4%

41.1%

0%

10%

20%

30%

40%

50%

Sham Tarcocimab

29x increased 

response rate ratio

Proportion of patients with ≥2-Step improvement in 

DRSS from Baseline to Week 48

p<0.0001



Key Secondary Endpoint Met – tarcocimab also demonstrated superiority in  
≥3-Step improvement in DRSS 
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0.0%

5.6%

0%

5%

10%

15%

Sham Tarcocimab

Sham (n=125); Tarcocimab (n=128); Week 48 (LOCF) represents the last available observation while on randomized treatment, within the Week 48 visit window. Note: Percentages are 100*n/N. 

Weighted percentages are based on weighted average of observed estimates across strata using CMH weights. p-values are based on the difference in response rates

Proportion of patients with ≥3-Step improvement in 

DRSS from Baseline to Week 48

p<0.0058



Tarcocimab improved the DRSS score irrespective of the baseline diabetic 
retinopathy level, showing excellent control in more severe disease
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0.0%
2.2%

22.2%

51.8%

0%

10%

20%

30%

40%

50%

60%

70%

Level 47 Level 53

Sham
Tarcocimab

Sham Level ≤47 (n=45); Sham Level ≥53 (n=80); Tarcocimab Level ≤47 (n=46); Tarcocimab Level ≥53 (n=82); Note: Percentages are 100*n/N. Weighted percentages are based on weighted average of 

observed estimates across strata using CMH weights.

Proportion of patients with ≥2-Step improvement in 

DRSS from Baseline to Week 48, by baseline DRSS



3.9%
2.3%

0.7% 0.0%
0%

5%

10%

15%

20%

25%

30%

≥2-Step Worsening ≥3-Step Worsening

Sham

Tarcocimab

Treatment with tarcocimab resulted in a meaningful risk reduction of 
2- and 3-step worsening in DRSS

DRSS: diabetic retinopathy severity score; 

Weighted percentages are based on weighted average of observed estimates across strata using CMH weights.

Proportion of patients with ≥2- and ≥3- Step 

Worsening in DRSS from Baseline to Week 48
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The majority of patients treated with tarcocimab demonstrated at least 1-step 
improvement in DRSS
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2.3% 1.6%

7.6%

78.0%

9.1%

1.4%
0.0%0.0% 0.7% 1.7%

27.3%
29.1%

35.6%

5.6%

0%
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20%

30%

40%

50%

60%

70%

80%

≥3-Step 2-Step 1-Step No Change 1-Step 2-Step ≥3-Step

Sham

Tarcocimab

Worsening Improvement 

70% of tarcocimab-treated 

patients improved at least 1-step, 

compared to 10% of sham

Distribution of DRSS-step changes at Week 48

Sham (n=125); Tarcocimab (n=128); Week 48 (LOCF) represents the last available observation while on randomized treatment, within the Week 48 visit window. Note: Percentages are 100*n/N. Weighted 

percentages are based on weighted average of observed estimates across strata using CMH weights. 



Visual acuity and retinal anatomy were improved and stable with tarcocimab on 
extended-dosing intervals
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Week

BCVA: best-corrected visual acuity; ETDRS: early treatment diabetic retinopathy study; CST: central subfield thickness; µm: microns

Sham (n=125); Tarcocimab (n=128); Results are based on a MMRM model including the change from baseline value as the dependent variable.

Patients that developed sight-threatening complications in either arm were treated with open-label tarcocimab and all subsequent data was censored.

-15.1

7.8

Mean Change in BCVA from Baseline
Data censored after diagnosis of sight-threatening complications

Mean Change in CST from Baseline
Data censored after diagnosis of sight-threatening complications



21.0%

13.7%

2.3%
0.7%

0%

5%

10%

15%
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25%

30%

Any STC DME

Sham

Tarcocimab

Key Secondary Endpoint Met – tarcocimab reduced the risk of developing 
pre-specified sight-threatening complications by ~90%

DME; diabetic macular edema; PDR; proliferative diabetic retinopathy; ASNV: anterior segment 

neovascularization; CST; central subfield thickness; BCVA; best corrected visual acuity; NVD: 

neovascularization of the disc; NVE; neovascularization elsewhere; VH: vitreous hemorrhage; 

NVG; neovascular glaucoma.

Weighted percentages are based on weighted average of observed estimates across strata using 

CMH weights. p-values are based on the difference in response rates

a. nominal p-value

89% risk 

reduction

95% risk 

reduction 

Proportion of patients developing sight-threatening 

complications from Baseline to Week 48

Any Sight-Threatening Complication

DME
CST of ≥320 and a 5-letter decrease in BCVA from Day 1; or 

CST of ≥350

PDR NVD or NVE; or VH

ANSV ASNV; or NVG

17

p<0.0001 p<0.0001a



Participants developing sight-threatening complications in both groups were treated with 
open-label tarcocimab, starting with two monthly loading doses and then Q12W dosing
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Diagnosis of 

Sight-Threatening 

Complications

Dx + 4 

Weeks

Dx + 16 

Weeks

Dx + 28 

Weeks

Continue Q12W 

until end of Study* 

Tarcocimab 5 mg

Tarcocimab injection

*The end of the study for any patient was approximately 100 weeks after the baseline visit

Q12W: every 12 weeks; 

12-week 

intervals

4-week 

interval

Sham

Tarcocimab

Development of sight-

threatening complications 

(PDR, ASNV, DME)

Open-label rescue 

treatment with 

tarcocimab

Treatment schedule for patients developing STCs



In patients developing DME, the initial VA decrease and CST increase were 
both rapidly controlled and then stabilized with Q12W dosing
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Diagnosis of 

DME

70
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85

90

Baseline Visit Prior to
Dx Visit

Dx Visit Dx
+ 4 Weeks

Dx
+ 16 Weeks

Dx
+ 28 Weeks

BCVA over time

Tarcocimab n=26

6.6 letter decrease 

from prior visit

200

250

300

350

400

450

Baseline Visit Prior to
Dx Visit

Dx Visit Dx
+ 4 Weeks

Dx
+ 16 Weeks

Dx
+ 28 Weeks

OCT CST over time

Includes 8 patients that developed DME (diabetic macular edema) after the Primary Endpoint

87-micron increase 

from prior visit



Safety: tarcocimab was safe and well-tolerated, with low rates of common 
ocular adverse events
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Common Ocular Adverse Events (AEs) up to Week 48
Tarcocimab

n = 128

Sham

n = 125

Subjects with any AE in the Study Eye, n (%) 42 (32.8) 43 (34.4)

Total number of AEs, n (%)a

Cataract 13 (10.2) 5 (4.0)

Conjunctival hemorrhage 9 (7.0) 4 (3.2)

Dry eye 4 (3.1) 2 (1.6)

Vitreous floaters 3 (2.3) 1 (0.8)

Diabetic macular edema 2 (1.6) 18 (14.4)

Diabetic retinopathy 2 (1.6) 8 (6.4)

Cataract AE up to Week 48b Tarcocimab

n = 128

Sham

n = 125

Subjects with Cataract AE in the Study Eye 15 (11.7%) 5 (4.0%)

Subjects with Cataract AE in the Fellow Eye 8 (6.3%) 3 (2.4%)

Results presented for the Safety Population (≥2.0% in either study arm). Events are investigator reported. Adverse events are events with start date ≥first study drug date and ≤last study drug date + 28 days.

a. Includes all adverse events (AE) reported. A single patient can have multiple events of the same AE term reported and can be counted in different AE terms.

b. Total number of patients with one or more events of cataract (AE terms: cataract, cataract cortical, cataract nuclear, posterior subcapsular cataract and lenticular opacities). A patient with multiple events of the 

same AE term reported are only counted once.



Rates of intraocular inflammation were low in both treatment groups
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Intraocular Inflammation in Study Eye up to Week 48
Tarcocimab 

n = 128

Sham 

n = 125

Subjects with at Least 1 Intraocular Inflammation AE*, n (%) 2 (1.6) 0

No cases of vasculitis or vascular occlusion were observed in any tarcocimab-treated patient, 

including sham patients treated with tarcocimab for sight threatening complications

*Reported AE terms: anterior chamber cell, anterior chamber flare, vitritis. Both cases: 1+, resolved with standard of care steroid therapy, retreated with tarcocimab without inflammation recurrence.

Results presented for the Week 48 Safety Population. Events are investigator reported. Adverse events are events with start date ≥first study drug date and ≤last study drug date + 28 days. 

Endophthalmitis in Study Eye up to Week 48
Tarcocimab 

n = 128

Sham 

n = 125

Subjects with at Least 1 Endophthalmitis AE 0 0



22

Tarcocimab can provide a clinically meaningful reduction in treatment burden 
for the management of diabetic retinopathy

Weeks 0 4 8 12 16 20 24 28 32 36 40 44 48

Tarcocimab 5 mg

Every 6 months

Weeks 0 4 8 12 16 20 24 28 32 36 40 44 48

Ranibizumab 0.3 mg

Every month

8-week 12-week 24-week

Aflibercept 2 mg

Every 8 weeks

Doses in Year 1

4

Doses in Year 1

13

9

6-8

Currently approved anti-VEGF therapies for Diabetic Retinopathy

Lucentis US prescribing information; Eylea US prescribing information; Eylea HD US prescribing information

Aflibercept 8 mg

Every 8 to 12 weeks

Tarcocimab extended intervals to 6-month dosing
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Glow Study Conclusions

Conclusions

Tarcocimab met 
superiority in NPDR

• Primary Endpoint met: superiority in ≥2-step improvement (29x over sham)

• Key Secondary Endpoint met: superiority in ≥3-step improvement

• Key Secondary Endpoint met: superiority in reduction of development of sight-
threatening complications (90% risk reduction)

Conclusions
Safe and well-tolerated

• Low rates of intraocular inflammation and no cases of intraocular inflammation with 
vasculitis or vascular occlusion 

• No new or unexpected ocular or non-ocular safety signals

Tarcocimab continues 
to demonstrate           

6-month durability

• Superiority was achieved with only 4 total doses in Year 1

• With no loading doses, all tarcocimab-treated patients reach 6-month dosing in the 
first year due to an unprecedented progressive extension of intervals

Conclusions
What is the future? Three successful phase 3 pivotal trials in RVO, wAMD and now NPDR provide strong 

evidence for the benefit of Kodiak's ABC Platform and platform-derived medicines

Conclusions

An enhanced 
formulation of 

tarcocimab is available

An enhanced commercial formulation of tarcocimab with a combination of free and 
conjugated antibody has been manufactured for improved usability, decreasing the 
injection time from 7-10 seconds to 2-3 seconds



Czech Republic: Axon Clinical, Oftex; Latvia: Pauls Stradins Clinical University Hospital, Latvian American Eye Center; 

Poland: Dr. Nowosielska Okulistyka i Chirurgia Oka, Optimum Profesorskie Centrum Okulistyki, Oftalmika Sp; Slovakia: 

Fakultna Nemocnica Trencin, Fakultna Nemocnica s Poliklinikou F. D. Roosevelta; Spain: Hospital Universitario de Bellvitge, 

Hospital Universitari General de Catalunya - Grupo Quironsalud, Hospital Universitario Puerta de Hierro – Majadahonda, 

Hospital Universitario Miguel Servet, Hospital Clinico Universitario Lozano Blesa; United States: Retinal Research Institute, 

Retina Vitreous Associates Medical Group, Retina Research Institute of Texas, Retina Consultants of Texas - Houston, Retina 

Consultants of Texas - The Woodlands, Sierra Eye Associates, Medical Center Ophthalmology Associates, Southeast Retina 

Center, Texas Retina Associates - Plano, Cumberland Valley Retina Consultants, Austin Retina Associates - Austin, 

Southeastern Retina Associates, Retina Associates PA, Tennessee Retina, Retina Associates of Florida, The Retina Center of 

New Jersey, Foundation for Vision Research, Strategic Clinical Research Group, Retina Consultants of Texas – Katy, Cascade 

Medical Research Institute, Retina Consultants of Orange County, Retinal Consultants Medical Group Inc, California Retina 

Consultants in Santa Barbara, Florida Eye Associates, Springfield Clinic, Austin Retina Associates – Round Rock, Retina Group 

of New England, Retinal Specialists of Idaho, Emanuelli Research & Development Center, Long Island Vitreo Retinal 

Consultants, Retina Group of Florida, Retina Research of Beaufort, Connecticut Eye Consultants, Retina Consultants of 

Southern California, Center for Retina & Macular Disease, Pacific Northwest Retina, Talley Medical Surgical Aye Care 

Associates, Spokane Eye Clinic, Florida Retina Institute, Midatlantic Retina, Ophthalmic Consultants of Long Island, Blue Ocean 

Clinical Research, Fort Lauderdale Eye Institute, Charles Retina Institute, Graystone Eye, Med Eye Associates, University of 

Chicago, Southwest Retina Specialists, Retina Consultants of Texas – Spurs Lane, Star Vision Research, Charleston 

Neuroscience Center, Piedmont Eye Center.

Thank you to all GLOW investigators, site staff and patients
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