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Masking

▪ BEACON, GLEAM and GLIMMER are all double-masked studies. 
– Subjects and masked staff at investigational sites must remain unaware to which 

treatment arms subjects have been assigned and which treatment was administered.

▪ Why do we have sham injections?
– Treatment frequency is not identical in the KSI-301 and aflibercept arms, so sham 

injections are used on non-treatment visits to mask the regimens. 

▪ A minimum of two investigators are required per site
– Evaluating Physician, who will remain masked

– Treating (Injecting) Physician (and designated unmasked assistants, as needed) who 

will be unmasked to subjects’ treatment assignments and will administer all injections 

(KSI-301, aflibercept and sham). Also responsible for the immediate post-injection 

assessments vision check for counting fingers and post-injection IOP check. 
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Masking Status by Roles and Responsibilities 

of Site Personnel

▪ Unmasked Personnel
– Injecting Physician

– Unmasked Assistant(s)

▪ Masked Personnel
– Evaluating Physician

– Study Coordinator

– Photographer

– Visual Acuity Examiner (VAE)

– Monitor/CRA

– Pharmacist

▪ Masking takes effect as of patient randomization.  
– Pre-randomization assessments include Screening as well as Day 1 pre-injection 

assessments and are therefore unmasked.
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Masking Grid
(all the details will be reviewed at your SIV)
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Subject-specific Masking Log

Confidential


