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1 INTRODUCTION 
 
Protocol Number:  AVD-104-C301 
 
Protocol Title:  A Phase 2 Study to Evaluate the Safety, and Treatment Effect of Intravitreal 

AVD-104 in Participants with Diabetic Macular Edema (DME). 
 
Rationale:  To determine the safety and preliminary efficacy of intravitreal injections of 

AVD-104, a novel glyco-mimetic nanoparticle, in reducing macular edema 
associated with diabetic retinopathy. 

 

1.1 Trial Objectives 

Primary Objective: 

• Evaluate the safety and tolerability of AVD-104 in participants with DME. 

Secondary Objectives: 

• Evaluate the treatment effect of AVD-104 at multiple doses on central subfield thickness 
(CST) as measured by Spectral-domain optical coherence tomography (SD-OCT). 

• Evaluate the treatment effect of AVD-104 at multiple doses on Best-corrected visual acuity 
(BCVA) using ETDRS (Early-Treatment Diabetic Retinopathy Study) visual acuity charts. 

Exploratory Objective: 

•  

 

2 STUDY DESIGN 
2.1 Trial rationale and Description of the Design 

The trial will be a multi-center, randomized evaluation of the effect of AV-104 in participants with 
diabetic macular edema. Participants will undergo baseline examinations to include BCVA, slit lamp and 
indirect ophthalmoscopy, both spectral domain OCT and OCT angiography, and ultrawide-field 
fluorescein angiography analysis. 

For all potential participants, eligibility based on severity of diabetic retinopathy must be confirmed by the 
central reading center prior to participant enrollment. In addition, all screening laboratory tests must be 
performed, and the results must be evaluated and determined to be acceptable by the investigator prior to 
participant enrollment into the study. 

Participants will then be randomized to one of two different groups: 

- Group 1: Two (2) injections of high-dose AVD-104   

- Group 2: Three (3) injections of low-dose AVD-104 .    

Participants will be carefully monitored over the next  days with repeat evaluations to ascertain any 
effect from AVD-104.  Specific rescue criteria will allow the participants to be treated with the current 
standard-of-care agents should there be any significant decline in their vision. 

The end of the study is defined as the date of the last visit of the last participant in the study. 
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outcomes (e.g., spontaneous abortion, fetal death, stillbirth, congenital anomalies, ectopic pregnancy) are 
considered SAEs and will be tabulated accordingly. 
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