
© 2025 EyePoint. All Rights Reserved.

DME
Phase 3 Program
Pivotal Trials Design

Non-Inferiority Versus an Aflibercept Control
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DURAVYU in DME:
Phase 3 Clinical Program is Designed to Enable Global Regulatory Approval

Demonstrate DURAVYU, when 

administered every six months, 

achieves similar visual outcomes to 

on-label aflibercept while 

reducing treatment burden

• Two pivotal, non-inferiority trials

• ~240 patients per trial

• Two arms: 2.7mg DURAVYU vs. 

on-label aflibercept control

• Treatment experienced and 
treatment naïve patients

Primary Endpoint: difference in mean change in BCVA from Day 1 to Week 52 and 56 

(blended) versus aflibercept control

Secondary Endpoints: safety, reduction in treatment burden, percent of eyes 

supplement-free, anatomical stability

COMO AND CAPRI: 

GLOBAL, RANDOMIZED, DOUBLE-MASKED, AFLIBERCEPT CONTROLLED

OBJECTIVE DESIGN

ENDPOINTS
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DURAVYU in DME:
Phase 3 Pivotal Trials: Designed to Evaluate Non-Inferiority of DURAVYU vs 
On-Label Aflibercept Control
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DURAVYU dosing consists of 2 inserts delivered in a single injection. 1. Criteria for supplemental in jection assessed starting after Week 16 and at every subsequent visit.

D, day; DME, d iabetic macular edema; EOS, end of study; q8W, every 8 weeks; R, randomization; W, week. 
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