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Study Designs
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Methods

• Data from the safety analysis set for aflibercept 8 mg and 2 mg were pooled through 
Week 44 of the CANDELA trial and through Week 48 of the 96-week PULSAR and 
PHOTON trials
– Per original study protocol, TEAEs reported by investigators were coded using the 

latest available version of Medical Dictionary for Regulatory Activities (MedDRA)
– Reported terms for the study eye were pooled for the purpose of this analysis, and data 

were summarized descriptively 

TEAE, treatment-emergent adverse event.



Sample Size



Baseline Demographics



Aflibercept Exposure



Ocular TEAEs



Intraocular Inflammation



Serious Ocular TEAEs



Non-ocular TEAEs



Serious Non-ocular TEAEs



APTC Events and Deaths
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Limitations

• This pooled analysis was limited to available safety data for aflibercept 8 mg from the 
following trials:
– CANDELA (phase 2): 44-week data from 106 patients with nAMD
– PULSAR (phase 3): 48-week data from 1009 patients with nAMD 
– PHOTON (phase 2/3): 48-week data from 658 patients with DME
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Conclusions

• In this pooled analysis, incidences of intraocular inflammation were low and similar 
between aflibercept 8 mg and 2 mg, with no reports of endophthalmitis or vasculitis

• No cases of ischemic optic neuropathy were reported

• There were no clinically significant increases in intraocular pressure reported with 
aflibercept 8 mg

• The incidence of non-ocular TEAEs, including serious TEAEs, APTC events, and deaths, 
was similar between aflibercept 8 mg and 2 mg

• Overall, aflibercept 8 mg demonstrated similar safety to aflibercept 2 mg across the 
CANDELA, PULSAR, and PHOTON trials
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