
DAVIO 2 PHASE 2 TRIAL OF BIOERODIBLE EYP-1901 
(VOROLANIB INTRAVITREAL INSERT) IN WET AMD: 

Post Hoc Analysis in Patients Who Met Phase 3 
Trial Criteria

Aleksandra Rachitskaya, MD1; Ramiro Ribeiro, MD, PhD2

1. Cleveland Clinic, Cleveland, OH
2. EyePoint, Watertown, MA

Presented at American Society of Retina Specialists Annual Meeting, July 15–18, 2026 | Montréal, Canada 

Post hoc analysis; not predictive of phase 3 results.  



Disclaimer

EYP-1901 is an investigational product and the safety and efficacy of 
EYP-1901 has not been established. FDA has not approved EYP-1901 in 
the United States. The materials discussed in this presentation do not 
predict future FDA approval. Conclusive evidence of efficacy and safety 
of EYP-1901 will require further investigation in well-controlled Phase 3 
clinical trials.
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EYP-1901 Data on file. These EYP-1901 data are preliminary. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled phase 3 clinical trials.

EYP-1901 (vorolanib intravitreal insert) is Designed to Provide 
Sustained Release of the TKI Vorolanib for at least 6 Months1-5

The dose investigated in phase 3 trials is 2.686 mg (two inserts of 1.343 mg each) administered in a single injection. a Data from preclinical studies. Following a single injection of EYP-1901 in Dutch-Belted rabbits, vorolanib reached concentrations exceeding IC50 in the retina and RPE within 8 hours.3

1. Bakri SJ, et al. PLoS One. 2024;19(6):e0304782. 2. Singh RP, et al. Presentation at ARVO: May 3–7, 2026; Denver, CO. 3. Lynch J, et al. Presentation at ARVO: May 3–7, 2026; Denver, CO. 4. Patel S, et al. Ophthalmol Sci. Sep-Oct 2024;4(5):100527. 5. Wykoff CC et al. J Vitreoretin Dis. Sep-Oct 2024;8(5):577–586. 
IC50, half-maximal inhibitory concentration; IL-6(R), interleukin-6 (receptor); IVT, intravitreal; JAK, Janus kinase; MoA, mechanism of action; PEG, polyethylene glycol; PDGF(R), platelet-derived growth factor (receptor); PLGA, poly lactic-co-glycolic acid; PLGF, placental growth factor; RPE, retinal pigment 
epithelium; TKI, tyrosine kinase inhibitor; VEGF(R), vascular endothelial growth factor (receptor).

• Therapeutic levels of vorolanib 
reached within hoursa 

• No free-floating drug particles

Vorolanib Multi-MoA1-2

Inhibition of VEGFR, PDGFR, and IL-6 signaling
in nonclinical studies

Each bioerodible IVT insert is:

• 94% drug / 6% matrix

• 1/5000th of vitreous volume

No PEG/PLGA

Drug release ≥6 months

4



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials.

Clinical Trials for 
EYP-1901 in Wet 
AMD and DME

Building evidence for 
EYP-1901 with the largest 
sustained-release TKI clinical trial 
program for wet AMD and DME

The dose investigated in phase 3 trials is 2.686 mg (two inserts of 1.343 mg each) administered in a single injection. 1. Patel S, et al. Ophthalmol Sci. 2024;4(5):100527. DME, diabetic macular 
edema; AMD, age-related macular degeneration; q8W, every 8 weeks; SoC, standard of care. Clinicaltrial.gov identifiers: COMO, NCT07449936; CAPRI, NCT07449923. DAVIO, NCT04747197; 
DAVIO 2, NCT05381948; LUGANO, NCT06668064; LUCIA, NCT06683742; VERONA, NCT06099184. 

Phase 1

COMPLETE

EYP-1901 single injection, 
dose-escalation 

N=171

Wet AMD

Phase 2 Phase 3

EYP-1901 single injection 
vs aflibercept 2 mg q8W 

N=161

EYP-1901 every 6 months vs 
aflibercept 2 mg q8W 

N>400 each

EYP-1901 single injection vs 
aflibercept 2 mg 
single injection

N=27 EYP-1901 every 6 months vs 
aflibercept 2 mg q8W

N≈240 each

&

COMPLETE

FULLY ENROLLED 
ONGOING

ENROLLINGDME

COMPLETE

DAVIO DAVIO 2
LUGANO

LUCIA

&
COMO

CAPRI

VERONA



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials.

DAVIO 2: Phase 2 Trial of EYP-1901 vs On-Label Aflibercept 2 mg q8W 
in Previously-Treated Wet AMD

a Due to wet AMD; from best on-study measurement.
AMD, age-related macular degeneration; BCVA, best-corrected visual acuity; CST, central subfield thickness; D, day; IRF, intraretinal fluid; q8W, every 8 weeks; RPED, retinal pigment epithelial detachment; SAE, serious adverse event; VEGF, vascular endothelial 
growth factor; W, week. DAVIO 2 Clinicaltrials.gov Identifier: NCT05381948. 
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Protocol prespecified criteriaa

BCVA reduction ≥5 letters and CST increase ≥75 µm OR 

Vision-threatening hemorrhage OR BCVA reduction ≥10 
letters OR CST increase ≥100 µm on 2 consecutive visits  

Investigator discretion

Scheduled 
aflibercept

Sham 
injection

Scheduled 
visit

D1 W4 W8 W12 W16 W20 W24 W28 W32
W36 to 

W56
EYP-1901 

2 mg low dose 
(n=53)

EYP-1901 

3 mg high dose 
(n=54)

Aflibercept 

2 mg q8W 
(n=54)

EYP-1901 dosing

161 patients

Primary endpoint 
Blend W28 & W32

Supplemental aflibercept 2 mg (all arms)Loading phase

PRIMARY ENDPOINT

Mean change in BCVA at
Months 7 and 8, averaged

(6 months after EYP-1901)

KEY INCLUSION/EXCLUSION

• Diagnosed with wet AMD at any time

• History of documented response to 
anti-VEGF

• History of ≥2 anti-VEGF injections in 
last 6 months 

• BCVA 85 to 35 letters (20/20 to 20/200 
Snellen equivalent)

• Exclusion if CST >350 µm, IRF >25 µm, 
or RPED >400 µm



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials.

DAVIO 2 Baseline Characteristics were Well-Balanced

Values reflect baseline characteristics of Full Analysis Set (n=156), defined as patients who received both Day 1 and Week 8 treatments.  
a Normalized to a 12-month treatment period: number of actual injections received divided by actual months of prior treatment and multiplied by 12 months. AMD, age-related macular degeneration; BCVA, best-corrected visual acuity; CST, central subfield thickness 
VEGF, vascular endothelial growth factor. DAVIO 2 Clinicaltrials.gov Identifier: NCT05381948. 

Characteristic

EYP-1901 2 mg 

(n=50)

EYP-1901 3 mg

(n=52)

Aflibercept 

2 mg q8W
(n=54)

Age, mean (range), y 76 (61–93) 75 (56–89) 76 (52–93)

BCVA, mean (range), letters 73.9 (52–84) 74.9 (46–85) 73.4 (41–85)

Approximate Snellen equivalent 20/32 20/32 20/32

CST, mean (range), μm 264.5 (192–400) 262.9 (186–345) 265.7 (178–348)

Duration of wet AMD, mean (range), y 2.0 (0.1–7.9) 2.2 (0.2–10.8) 2.2 (0.2–20.2)

Number of anti-VEGF /12 months, 
normalized meana (range)

9.8 (2–13) 10.0 (2–13) 9.5 (2–13)

~ 20/32 vision

~ 10 anti-VEGF 
injections in 
past year

DAVIO 2 Full Analysis Set



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials.

Primary Endpoint 
Met

BCVA statistically 
noninferior with a single 
EYP-1901 dose vs 
aflibercept 2 mg q8W

• Stable vision and CST with a 
single EYP-1901 dose

BCVA, best-corrected visual acuity; CST, central subfield thickness; ETDRS, Early Treatment Diabetic Retinopathy Study; q8W, every 8 weeks. DAVIO 2 Clinicaltrials.gov Identifier: NCT05381948. 
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Sawtooth pattern in CST apparent between injections in 
aflibercept q8W arm; not seen in EYP-1901 arms

EYP-1901 injection

Primary endpoint 

met
Predefined noninferiority 

margin: −4.5 letters

Loading phase 

(all arms)

B
C

V
A

+1.0

+0.9

+1.3

Month 7/8 

average

DAVIO 2 Prespecified Analysis



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials.

Individual Treatment

≥85% overall reduction in 
treatment burden with a 
single dose of EYP-1901 vs 
pre-trial

Each row represents treatment experience of one patient. Percent change in treatment burden Month 2 to Month 8 from pre -trial injection burden over same duration; calculation excludes 1 patient in EYP-1901 2 mg 
arm who discontinued before Month 3 visit.. VEGF, vascular endothelial growth factor. DAVIO 2 Clinicaltrials.gov Identifier: NCT05381948. 

EYP-1901 3 mg (n=52)

12 11 10 9 8 7 6 5 4 3 2 1 0 1 2 3 4 5 6 7 8

Pre-trial treatment, months Study visit, months

85% reduction
vs pre-trial treatment

Overall treatment experience per patient

Pre-trial anti-VEGF Scheduled aflibercept
EYP-1901 + 
scheduled aflibercept

Supplemental aflibercept

EYP-1901 2 mg (n=49)

12 11 10 9 8 7 6 5 4 3 2 1 0 1 2 3 4 5 6 7 8

Pre-trial treatment, months Study visit, months

89% reduction
vs pre-trial treatment

Each row represents 
treatment experience 

of one patient

EYP-1901 doseEYP-1901 dose

DAVIO 2 Prespecified Analysis

Supplemental Treatment Criteria

• BCVA reduction ≥5 letters AND 
CST increase ≥75 µm OR 

• Vision-threatening hemorrhage OR

• BCVA reduction ≥10 letters OR

• CST increase ≥100 µm on 2 consecutive visits  OR

• Investigator discretion



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials.

EYP-1901 was 
Well-Tolerated in 
Phase 1 and 2 Trials

DAVIO 2 safety data through Month 12.
AMD, age-related macular degeneration; DME, Diabetic macular edema; NPDR, non-proliferative diabetic retinopathy; SAE, serious adverse event.
DAVIO 2 Clinicaltrials.gov Identifier: NCT05381948. 

• No EYP-1901–related ocular or systemic SAEs 

• No insert migration into the anterior chamber

• No cases of retinal occlusive vasculitis

• No discontinuations related to EYP-1901 treatment

DAVIO 2 Key Safety Findings

EYP-1901 has been evaluated in over 190 patients 
in 4 completed phase 1 and 2 trials to date

17
patients received 

EYP-1901

DAVIO 
Phase 1 wet AMD
NCT04747197

51
patients received 

EYP-1901

PAVIA
Phase 2 NPDR
NCT05383209

102
patients received 

EYP-1901

DAVIO 2
Phase 2 wet AMD
NCT05381948

21
patients received 

EYP-1901

VERONA
Phase 2 DME
NCT06099184

No EYP-1901–related safety concerns

DAVIO 2 Prespecified Analysis
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DAVIO 2  POST HOC ANALYSIS:

1
BCVA & CST outcomes in DAVIO 2 
patients meeting BCVA inclusion 
criteria of LUGANO/LUCIA

2
DAVIO 2 patients meeting 
LUGANO/LUCIA supplemental 
treatment criteria

Post hoc analysis; not predictive of phase 3 results.  



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials.

LUGANO and LUCIA: Pivotal Phase 3 Trials of Repeat-Dose EYP-1901 vs 
On-Label Aflibercept 2 mg q8W in Wet AMD

The dose investigated in phase 3 trials is 2.686 mg (two inserts of 1.343 mg each) administered in a single injection. a Disease onset at any time before Screening. Previously-treated patients must have been treated for wet AMD with ≥2 anti-VEGF IVT injections (i.e., aflibercept 2 
mg/8 mg, bevacizumab (off-label), ranibizumab, or faricimab) in the previous 6 months per standard-of-care in the study eye before Screening. AMD, age-related macular degeneration; BCVA, best-corrected visual acuity; D, day; EOS, end of study; q8W, every 8 weeks; W, week. 

12

Objective: 

Demonstrate EYP-1901 administered 
every 6 months achieves similar 

visual outcomes to on-label 
aflibercept 2 mg q8W while reducing 

treatment burden 

&

Primary endpoint
Difference in mean change in BCVA from Day 1 to 
W52 and 56 (averaged) vs aflibercept control

Secondary 

endpoints

• Safety
• Reduction in treatment burden
• Percent of eyes supplement-free
• Anatomical stability

Primary efficacy 

endpoint at
12 months

Safety monitored for 

24 months

D1 W4 W8 W12 W16 W20 W24 W28 W32 W36 W40 W44 W48 W52 W56
W60 to 

W76
W80

W84 to 

W92

W96 

EOS

Primary endpoint 
Blend W52 & W56

EYP-1901
2.7 mg

Aflibercept 
2 mg q8W 

EYP-1901 injection EYP-1901 injection EYP-1901 injection>400 patients 
per trial

R 1:1

Scheduled aflibercept Scheduled visit Sham injection Continued sham or aflibercept q8W

Supplemental aflibercept 2 mg per prespecified criteria (all arms)

Key Inclusion: 

• Previously-treated or 
treatment-naïve patients with 
documented diagnosis of  
wet AMD in the study eyea 

ONGOING
FULLY ENROLLED



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials.

LUGANO and LUCIA  Inclusion and Exclusion Criteria

The dose investigated in phase 3 trials is 2.686 mg (two inserts of 1.343 mg each) administered in a single injection. AMD, age-related macular degeneration; BCVA, best-corrected visual acuity; CST, central subfield thickness; ETDRS, Early Treatment Diabetic 
Retinopathy Study; IVT, intravitreal; VEGF, vascular endothelial growth factor. Clinicaltrial.gov identifiers: LUGANO, NCT06668064; LUCIA, NCT06683742. 

13

Inclusion criteria

• Treatment-naïve or previously-treated patients with a documented diagnosis of wet 

AMD in the study eye, with disease onset at any time before Screening

• BCVA between 78 to 35 ETDRS letter score (≈ 20/32 to 20/200 Snellen equivalent) in the 
study eye at the Screening and Day 1

• For previously-treated patients, must have been treated with ≥2 anti-VEGF IVT 
injections (i.e., aflibercept 2 mg, aflibercept 8 mg, bevacizumab [off-label], ranibizumab, 

or faricimab) in the previous 6 months for wet AMD per standard of care in the study eye 
before Screening

Exclusion criteria

• Subfoveal fibrosis, atrophy, or scarring in the center subfield

• Fellow eye BCVA using ETDRS charts <20 letters (20/400 Snellen equivalent)

• CST > 500 µm in the study eye at Screening or Day 1 



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials.14

The dose investigated in phase 3 trials is 2.686 mg (two inserts of 1.343 mg each) administered in a single injection. AMD, age-related macular degeneration; BCVA, best-corrected visual acuity; CST, central subfield 
thickness; ETDRS, Early Treatment Diabetic Retinopathy Study. Clinicaltrials.gov Identifiers: LUGANO NCT06668064; LUCIA NCT06683742.

LUGANO and LUCIA 
Baseline 
Characteristics

Trials enrolled both treatment-
naïve and previously-treated 
patients with wet AMD

Baseline characteristic LUGANO LUCIA

All Patients

(N=432)

All Patients

(N=475)

Age, mean years 77.2 77.0 

Female, % 64.8% 58.1%

BCVA, mean ETDRS letters 65.1 64.8 

Snellen equivalent 20/50 20/50

CST, mean μm 322.9 317.2 

Baseline characteristics met expectations for study design



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials.

Loading phase 

(all arms)
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The dose investigated in phase 3 trials is 2.686 mg (two inserts of 1.343 mg each) administered in a single injection. BCVA, best-corrected visual acuity; ETDRS, Early Treatment Diabetic Retinopathy Study; q8W, 
every 8 weeks. Clinicaltrials.gov Identifiers: Phase 2 DAVIO 2 NCT05381948; Phase 3 LUGANO NCT06668064 and LUCIA NCT06683742.

Stable Vision in 
DAVIO 2 Patients 
with Baseline BCVA 
35–78 Letters

Mean Change in BCVA from Baseline

All Eyes

EYP-1901 3 mg, n=52 

EYP-1901 2 mg, n=50

Aflibercept q8W, n=54 
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Eyes with Baseline 

BCVA 35–78 letters

EYP-1901 3 mg, n=31 

EYP-1901 2 mg, n=29

Aflibercept q8W, n=32 

DAVIO 2 vision criteria
(baseline BCVA 35–85 letters)

LUGANO/LUCIA vision criteria
(baseline BCVA 35–78 letters)

+0.8

+1.0

+1.6

+1.4

+1.7

+2.8

M8

M8

DAVIO 2 Post Hoc Analysis; 
not predictive of phase 3 results.

Day 1

EYP-1901 injection

EYP-1901 injection

Month 1 Month 2 Month 3 Month 4 Month 5 Month 6 Month 7 Month 8



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials.

Loading phase 

(all arms)
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The dose investigated in phase 3 trials is 2.686 mg (two inserts of 1.343 mg each) administered in a single injection. 
BCVA, best-corrected visual acuity; CST, central subfield thickness; q8W, every 8 weeks. Clinicaltrials.gov Identifiers: Phase 2 DAVIO 2 NCT05381948; Phase 3 LUGANO NCT06668064 and LUCIA NCT06683742.

Anatomic Control 
in DAVIO 2 Patients 
with Baseline BCVA 
35–78 Letters

Mean Change in CST from Baseline

All Eyes

EYP-1901 3 mg, n=52 

EYP-1901 2 mg, n=50

Aflibercept q8W, n=54 

Eyes with Baseline 

BCVA 35–78 letters

EYP-1901 3 mg, n=31 

EYP-1901 2 mg, n=29

Aflibercept q8W, n=32 

DAVIO 2 criteria
(baseline BCVA 35–85 letters)

LUGANO/LUCIA criteria
(baseline BCVA 35–78 letters)

+10.6

+17.8

+5.4

+8.9

+18.0

+0.8

M8

M8

Day 1 Month 1 Month 2 Month 3 Month 4 Month 5 Month 6 Month 7 Month 8

EYP-1901 injection

EYP-1901 injection

DAVIO 2 Post Hoc Analysis; 
not predictive of phase 3 results.



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials.17

The dose investigated in phase 3 trials is 2.686 mg (two inserts of 1.343 mg each) administered in a single injection. a Due to wet AMD; from best on-study measurement. BCVA, best-corrected visual acuity; CST, central 
subfield thickness; q8W, every 8 weeks. Clinicaltrials.gov Identifiers: Phase 2 DAVIO 2 NCT05381948; Phase 3 LUGANO NCT06668064 and LUCIA NCT06683742.

DAVIO 2 Patients 
Meeting Phase 3 
Supplemental 
Treatment Criteria

37.5 36.5
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Criteria met in DAVIO 2

Adjusted to LUGANO/LUCIA criteria

n = 48 52 53

Percentage of Patients Meeting Supplemental Treatment Criteria

Supplemental treatment criteriaa

LUGANO & LUCIA

• BCVA reduction ≥5 letters AND CST increase ≥75 µm OR 

• Vision-threatening hemorrhage (requires discussion)

DAVIO 2

• BCVA reduction ≥5 letters AND CST increase ≥75 µm OR 

• Vision-threatening hemorrhage OR

• BCVA reduction ≥10 letters OR

• CST increase ≥100 µm on 2 consecutive visits  OR

• Investigator discretion

DAVIO 2 Post Hoc Analysis; 
not predictive of phase 3 results.



Data on file. Conclusive evidence of efficacy and safety of EYP-1901 will require further investigation in well-controlled Phase 3 clinical trials. 

Post hoc analysis, not predictive of phase 3 results. 
The dose investigated in phase 3 trials is 2.686 mg (two inserts of 1.343 mg each) administered in a single injection. a Data from preclinical studies. Following a single injection of EYP-1901 in Dutch-Belted rabbits, vorolanib reached concentrations exceeding IC50 in the retina and RPE 
within 8 hours.1 1. Lynch J, et al. Presentation at ARVO: May 3–7 2026; Denver, CO.  AMD, age-related macular degeneration; BCVA, best-corrected visual acuity; IVT, intravitreal; PEG, polyethylene glycol; PLGA, poly lactic-co-glycolic acid; q8W, every 8 weeks; RPE, retinal pigment 
epithelium.Clinicaltrials.gov Identifiers: Phase 2 DAVIO 2 NCT05381948; Phase 3 LUGANO NCT06668064 and LUCIA NCT06683742.

Summary 

• In DAVIO 2, stable vision and reduced treatment burden 
with EYP-1901 were observed in patients with wet AMD 
overall 

• In this DAVIO 2 post hoc analysis, vision and anatomic 
outcomes were stable in the subgroup with baseline 
BCVA 35-78 letters

EYP-1901
bioerodible IVT insert 

designed to provide sustained 
release of vorolanib for 

at least 6 months

Therapeutic levels 
within hoursa

No free-floating drug 
particles

No PEG/PLGA

Topline data from ongoing phase 3 trials expected 
mid-2026 for LUGANO, with LUCIA to follow
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