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Week 0 4 8 12 16 20 24 28 32 36 40 44 48 52

KSI-301  

5 mg
Q20W

Q12W

Q16W

Q12W

Q12W

Q16W

Primary

Endpoint

Disease Activity 

Assessments

Disease Activity 

Assessments

Aflibercept

2 mg
Q8W

KSI-301 injection

Disease Activity Assessment Visit

Disease Activity Dosing Adjustment

KSI-301 individualized 

treatment/sham

Sham injection

Aflibercept injection

Clinicaltrials.gov, study identifier: NCT04049266

AMD: age-related macular degeneration; Q8W: every 8 weeks, Q12W: every 12 weeks; Q16W; every 16 weeks; Q20W: every 20 weeks. 
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•

•

•

•

•

•

Q8W: every 8 weeks; Q12W: every 12 weeks; Q16W; every 16 weeks; Q20W: every 20 weeks. 
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N = Number of participants treated; The denominator for percentages is the number of participants treated within each treatment arm

Q8W: every 8 weeks; Q12W: every 12 weeks; Q20W: every 20 weeks. 



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

AMD: age-related macular degeneration; BCVA: best corrected visual acuity; ETDRS: early treatment diabetic retinopathy study; OCT: optical coherence tomography; ILM: internal limiting membrane; 

RPE: retinal pigment epithelium; Q8W: every 8 weeks; Q12W: every 12 weeks; Q20W: every 20 weeks. 
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BCVA Change Over Time OCT / CST Change Over Time

Average of weeks 48 & 52

KSI-301 5mg 1.0 (-0.5, 2.5)*

Aflibercept 2mg 7.0 (5.5, 8.5)*

Average of weeks 48 & 52

KSI-301 5mg -91.5 (-102, -81)*

Aflibercept 2mg -133.9 (-144.5, -123.4)*
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Least square means BCVA change from baseline  and 95% CI are based on MMRM model with treatment, visit, baseline BCVA categories, BCVA-low luminance VA baseline categories, geographical location categories, and 

treatment by visit interaction. Least square means CST change from baseline and 95% CI are based on MMRM model with treatment, visit, baseline OCT, baseline BCVA categories, BCVA-low luminance VA baseline categories, 

geographical location categories, and treatment by visit interaction. *Adjusted mean BCVA/CST change from baseline at year 1, averaged over weeks 48 and 52.

BCVA: best corrected visual acuity; ETDRS: early treatment diabetic retinopathy study; OCT: optical coherence tomography; CST: central subfield thickness. 



BCVA Over Time by Patient Subgroup,

among those completing Year 1

Least square means and 95% CI are based on MMRM model with treatment, visit, baseline BCVA, baseline BCVA categories, BCVA-low luminance VA baseline categories, geographical location categories, and 

treatment (KSI-301 Q20W, Q16W, Q12W, Aflibercept Q8W) by visit interaction.

Q12W: every 12 weeks; Q16W: every 16 weeks; Q20W: every 20 weeks. BCVA: best corrected visual acuity; ETDRS: early treatment diabetic retinopathy study. 
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BCVA Over Time by Patient Subgroup,

Among those completing Year 1

Least square means and 95% CI are based on MMRM model with treatment, visit, baseline BCVA, baseline BCVA categories, BCVA-low luminance VA baseline categories, geographical location categories, and 

treatment (KSI-301 Q20W, Q16W, Q12W, Aflibercept Q8W) by visit interaction.

Q12W: every 12 weeks; Q16W: every 16 weeks; Q20W: every 20 weeks; BCVA: best corrected visual acuity; ETDRS: early treatment diabetic retinopathy study. 
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OCT / CST Over Time by Patient Subgroup,

among those completing Year 1

Least square means and 95% CI are based on MMRM model with treatment, visit, baseline CST, baseline BCVA categories, BCVA-low luminance VA baseline categories, geographical location categories, and treatment 

(KSI-301 Q20W, Q16W, Q12W, Aflibercept Q8W) by visit interaction.

Q12W: every 12 weeks; Q16W: every 16 weeks; Q20W: every 20 weeks; OCT: optical coherence tomography; CST: central subfield thickness.



OCT / CST Over Time by Patient Subgroup,

among those completing Year 1

Least square means and 95% CI are based on MMRM model with treatment, visit, baseline CST, baseline BCVA categories, BCVA-low luminance VA baseline categories, geographical location categories, and treatment 

(KSI-301 Q20W, Q16W, Q12W, Aflibercept Q8W) by visit interaction.

Q12W: every 12 weeks; Q16W: every 16 weeks; Q20W: every 20 weeks; OCT: optical coherence tomography; CST: central subfield thickness. 
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Results presented for the Year 1 Safety Population. Events are investigator reported and relatedness of an event to study drug is investigator assessed. TEAEs and TESAEs occurring on or after the initiation of study drug and 

until a minimum of + 28 days of the last dose of study drug. 

TEAE: treatment emergent adverse event; TESAE: treatment emergent serious adverse event; Q8W: every 8 weeks, Q12W: every 12 weeks; Q20W: every 20 weeks. 
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Results presented for the Year 1 Safety Population. Events are investigator reported.

AMD: age-related macular degeneration; TEAE: treatment emergent adverse events; Q8W: every 8 weeks; Q12W: every 12 weeks; Q20W: every 20 weeks. 

•

•



o

o

BCVA: best corrected visual acuity; AMD: age-related macular degeneration; Q8W: every 8 weeks; Q12W: every 12 weeks; Q16W: every 16 weeks;  Q20W: every 20 weeks.AE: adverse event.



1. NCT04964089. 2. NCT04592419 3. NCT04611152 and NCT04603937. 4. NCT05066230 a. Based on study design;  AMD: age-related macular degeneration; DME: diabetic macular 

edema; RVO: retinal vein occlusion; Q4W: every 4 weeks. 




