
 

OCT = optical coherence tomography, CSF = 
central subfield, DME = diabetic macular edema 
*Failure = failure can only be met at or after the 
24-week visit IF each of the following are met: 
A) OCT CSF thickness ≥ eligibility threshold B) 
visual acuity is 10 or more letters worse than 
baseline at 2 consecutive visits, C) DME present 
on clinical exam that the investigator believes is 
the cause of the visual acuity loss, D) complete 
focal/grid laser for DME has been given, E) there 
has been no improvement in visual acuity (>5 
letters) or OCT (>10% OCT CSF thickness) since 
either of the last two injections, F) there has 
been no improvement in visual acuity (>5 
letters) or OCT (>10% OCT CSF thickness)since 
the last focal/grid laser treatment for DME was 
given, AND G) it has been ≥13 weeks since the 
last focal/grid laser treatment for DME. 
†Protocol threshold = >250 µm on Zeiss Stratus; 
≥ 320 for men or ≥305 for women on Heidelberg 
Spectralis; ≥305 for men or ≥290 for women on 
Zeiss Cirrus. 
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OCT = optical coherence tomography, CSF = central 
subfield, DME = diabetic macular edema 
*Failure = can only be met at or after the 24-week visit IF 
each of the following are met: A) OCT CSF thickness ≥ the 
eligibility threshold, B) visual acuity is 10 or more letters 
worse than baseline at 2 consecutive visits, C) DME 
present on clinical examination that the investigator 
believes is the cause of the visual acuity loss, D) complete 
focal/grid laser for DME has been given, E) there has been 
no improvement in visual acuity (>5 letters) or OCT (>10% 
OCT CSF thickness) since either of the last two injections, 
F) there has been no improvement in visual acuity (>5 
letters) or OCT (>10% OCT CSF thickness) since the last 
focal/grid laser treatment for DME was given, AND G) it 
has been ≥13 weeks since the last laser treatment. 
†Complete focal/grid laser for DME = A) Beyond 500 μm of 

the foveal center all microaneurysms within areas of 

retinal thickening or contributing to the edema have been 

adequately and directly treated with laser burns directly 

over the microaneurysms AND all areas of current retinal 

thickening have been treated with laser burns, such that 

the laser burns are “on average” within 100 µm of each 

other (range between 50 and 150 microns) in a grid 

pattern throughout the area of retinal thickening, OR B) 

The ONLY untreated microaneurysms are within 300 to 

500 μm of the foveal center with visual acuity better than 

20/40 and the risks of additional focal/grid are judged to 

outweigh benefits OR the ONLY microaneurysms are 

within 300 μm of the foveal center, AND all other areas of 

macular thickening beyond 500 μm have been treated as 

described in A above. 

‡Eligibility threshold = >250 µm on Zeiss Stratus; ≥ 320 for 

men or ≥305 for women on Heidelberg Spectralis; ≥305 for 

men or ≥290 for women on Zeiss Cirrus 
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OCT = optical coherence tomography, CSF = 
central subfield 
*Failure = failure can only be met at or after 
the 24-week visit IF all of the following are 
met: A) OCT CSF thickness ≥ 250 µm on Zeiss 
Stratus; ≥ 320 for men or ≥305 for women on 
Heidelberg Spectralis; ≥305 for men or ≥290 
for women on Zeiss Cirrus B) visual acuity is 10 
or more letters worse than baseline at 2 
consecutive visits, C) DME present of clinical 
exam that the investigator believes is the 
cause of the visual acuity loss, D) complete 
laser has been given, E) there has been no 
improvement since either of the last two 
injections, F)there has been no improvement 
since the last laser treatment was given, AND 
G) it has been ≥13 weeks since the last laser 
treatment. 
†Complete focal/grid laser for DME = A) 
Beyond 500 μm of the foveal center all 
microaneurysms within areas of retinal 
thickening or contributing to the edema have 
been adequately and directly treated with 
laser burns directly over the microaneurysms 
AND all areas of current retinal thickening 
have been treated with laser burns, such that 
the laser burns are “on average” within 100 
microns of each other (range between 50 and 
150 microns) in a grid pattern throughout the 
area of retinal thickening OR  B). The ONLY 
untreated microaneurysms are within 300 to 
500 μm of the foveal center with visual acuity 
better than 20/40 and the risks of additional 
focal/grid are judged to outweigh benefits OR 
the ONLY microaneurysms are within 300 μm 
of the foveal center, AND all other areas of 
macular thickening beyond 500 μm have been 
treated as described in A above. 
‡Improved = Optical coherence tomography 
central subfield thickness decreased by ≥ 10 or 
visual acuity letter score improved by ≥ 5  
§Eligibility threshold = >250 µm on Zeiss 

Stratus; ≥ 320 for men or ≥305 for women on 

Heidelberg Spectralis; ≥305 for men or ≥290 

for women on Zeiss Cirrus. 
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