FFB Consortium 
Protocol Idea Form 
Some items may not be known, but please complete as much of the form as possible.

FFB Consortium Governance Document Section 3.6.1: New Protocols

Protocol ideas may be submitted by individuals inside or outside the Consortium. A Consortium Protocol Idea Form can be used to propose a new study idea.  Ideas will be first reviewed with the Executive Committee for merit, feasibility, and prioritization.  All protocol ideas that are favorably reviewed by the Executive Committee will also be reviewed by Consortium Members for additional input and interest, and by the FFB’s Clinical Subcommittee to the Research Oversight Committee for ultimate approval to proceed to full protocol development process.

	Submitter  (including name, institution, phone number, and email address):
	

	Research Question/Objective:
	

	Rationale: 
	

	Public Health Importance:
	

	Study Design:
	

	Structure:
	[Multicentered, randomized, double-masked]

	Treatment Groups:
	

	Primary Efficacy Outcome(s):
	

	Primary Safety Outcome(s):
	

	Sample Size:
	

	Target Population:
	[Participant Inclusion/Exclusion Criteria]
[Ocular Inclusion/Exclusion Criteria ]

	Visits and procedures:
	[Complete grid below]

	Operations:
	

	Countries to Participate:
	[US, Canada, Europe]

	Vendors:

	· Central reading center for xxx

· Central lab for xxx

	Study Duration:

	· Estimated Time to Recruit: 

· Follow up Duration: 

· Total time from first recruitment to final follow up (sum of above): 


Visits And Procedures 

	Procedures
	Baseline
	[follow up]
	[follow up]
	[follow up]
	[follow up]

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


X = patient level procedure; OU = both eyes; SE = study eye only
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