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OTX-TKI: Sustained-release Axitinib in Hydrogel

ELUTYX TECHNOLOGY AXITINIB

• ~100X more potent for VEGFR-2 compared 
to sunitinib and vorolanib1-3

• Highly selective for all VEGF receptors4-6 
with no TIE2 inhibition at physiologic tissue 
concentrations1

OTX-TKI

• Sustained axitinib release allowing a 
redosing interval for 6-12 months

• Administered by a 25G needle

• Proprietary bioresorbable polymer 
matrix is a hydrogel-based, versatile, 
biocompatible platform for localized 
sustained drug delivery

Drug 

Inhibitory Concentrations 
for VEGFR2/KDR (Kinase 
Domain Receptor) in nM

(lower Inhibitory Concentration-50 
values indicate higher affinity)

Axitinib5 0.2

Sunitinib6 40

Vorolanib6 64

Bioresorbable, Targeted, Sustained 
Drug Delivery

Multi-target Tyrosine Kinase Inhibitor Single Intravitreal Bioresorbable 
Hydrogel Injection
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STUDY 
OUTCOMES

PRIMARY: Safety and tolerability of OTX-TKI

SECONDARY: DRSS changes, rescue therapy, BCVA, and CSFT changes

HELIOS Phase 1 Study of OTX-TKI in NPDR
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• Post-hoc masked assessment for advanced OCT feature analysis

• Multi-model machine learning enhanced segmentation and feature extraction performed 
with certified reader validation across macular cube.

• Analysis Features Assessed:

− Intraretinal fluid

− Subretinal fluid

− Retinal thickness (i.e., ILM-RPE)

Multi-Layer and Fluid Feature OCT Analysis
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UWFA Quantitative Leakage Analysis
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• Masked longitudinal assessment of quantitative leakage on 
UWFA images was conducted using a machine-learning 
augmented feature extraction platform.  

• Leakage index was calculated as the proportion of retinal 
leakage (ie, hyperfluorescence) within the analyzable retina 
area

• Leakage segmentation validation was performed by certified 
readers with correction, as needed.  



OCT ANALYSIS RESULTS
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OTX-TKI Patients Consistently Had Greater Reductions from Baseline in 
Retinal Volume Compared to Sham
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Study Timepoint (Weeks) 

Retinal Volume (mm3)

Sham (N=8) OTX-TKI (N=14)

Baseline mean
OTX-TKI, 10.94 mm3

Sham, 10.26 mm3

Mean Change from 
Baseline at Week 48
OTX-TKI, -0.92 mm3

Sham, -0.16 mm3



Sustained Control of Intraretinal Fluid in OTX-TKI Patients Over 48 Weeks
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Study Timepoint (Weeks) 

Intraretinal Fluid Volume (mm3)

Sham (N=8) OTX-TKI (N=14)

Baseline mean
OTX-TKI, 0.048 mm3

Sham, 0.066 mm3

Mean Change from 
Baseline at Week 48
OTX-TKI, -0.017 mm3

Sham, +0.042 mm3



Case Example: Sham Patient
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Foveal  B-Scan ILM/RPE Thickness Map IRF Map Fluid Thickness Map 
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Foveal  B-Scan ILM/RPE Thickness Map IRF Map Fluid Thickness Map 



Case Example: OTX-TKI Patient
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BASELINE

WEEK 48
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Foveal  B-Scan ILM/RPE Thickness Map IRF Map Fluid Thickness Map 



UWFA ANALYSIS RESULTS
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Durable Reduction in Total Retinal Vascular Leakage Across One Year 
Observed with OTX-TKI Compared to Sham
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Study Timepoint 

Total Leakage Index 

Sham (N=8) OTX-TKI (N=14)

Screening mean
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Sham, 3.6%



Peripheral Leakage Parameters Improved in OTX-TKI Eyes, While 
Worsening Was Observed in Sham Eyes
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OTX-TKI Eyes Show Sustained Reduction in Leakage Parameters Across 
Posterior Pole
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Case Example: Sham Patient
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BASELINE END OF STUDY



Case Example: OTX-TKI Patient
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BASELINE END OF STUDY



Quantitative Analysis of Macular Fluid Volumes and Retinal Vascular 
Leakage in HELIOS Phase 1 Trial Key Takeaways
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A single OTX-TKI injection may provide sustained reductions in retinal leakage across 

the peripheral retina, posterior pole, and total retinal area for up to 12 months

These results support the potential of OTX-TKI as a long-acting treatment option for 

diabetic retinopathy, warranting further clinical investigation

Consistent improvement in fluid metrics was observed in OTX-TKI–treated patients 

compared to sham
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