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Protocol Idea Form 

	Protocol Idea Policy

	Excerpt from Governance Document  

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.

	Protocol Idea Review Process

	1. Proposer completes Protocol Idea Proposal below and sends to ffb@jaeb.org 

2. Phase 1: Preliminary Assessment – see below for details

3. Phase 2 (if moving forward): Information Gathering – see below for details

4. Phase 3 (if moving forward): Implementation – see below for details


Abbreviations throughout – 

OC: Operations Committee; EC: Executive Committee; CC: Coordinating Center 

	Protocol Idea Proposal -  To be completed by Proposer

	Background/Rationale
	

	Proposed funding source
	

	Proposed timeline
	[including –  Protocol Development, Study Startup (study documents, training/certification materials, database), Certification, Enrollment]

	Please note any other relevant background/materials that would be important for initial consideration – can include as additional attachments
	

	Study Design
	[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 ]

	Visit and Testing Schedule: 
	[Complete Grid Below]

	Follow up Duration: 
	

	Sites/Countries to Participate:
	

	Vendors Needed:
	· Central reading center for xxx

· Central lab for xxx


Visit and Testing Schedule:
	Procedures
	Baseline
	[follow up]
	[follow up]
	[follow up]
	[follow up]

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


X = patient level procedure; OU = both eyes; SE = study eye only
	Phase 1 Preliminary Assessment

	Phase 1 OC Recommendation -  To be completed by Coordinating Center

	OC Review Date
	

	OC Recommendation
	

	Phase 1 EC Decision -  To be completed by Coordinating Center

	EC Review Date
	

	EC Decision
	

	Possible Outcomes

	Not approved to move forward 

· CC will not pursue information gathering 

· Determine if interest in requesting Proposer to present at a Consortium Study Group Meeting for possible future interest 

· End of process

	Possible interest to pursue 

· CC may pursue information gathering 

· Request for interim step will be communicated (e.g.,  Proposer to Present at OC/EC/subcommittee meeting  - e.g., opportunity for leadership involvement in Q&A )

· Determinatation whether to proceed to Phase 2 will be communicated 


	Phase 2 Information Gathering

	Phase 2 Information Gathering -   Coordinating Center to work with Proposer

	 Scientific Merit Assessment
	

	Budget/Funding 
	

	Feasibility Assessment 


	[CC to develop a complete list of all items needed for this assessment, including: timelines, CC, RC, Site resources/bandwidth, equipment, other subject matter expertise, impact assessment (contracts, protocol, MOP, CRF/db, training/certification)]

	Phase 2 OC Recommendation -  To be completed by Coordinating Center

	OC Review Date
	

	OC Recommendation
	 

	Phase 2 EC Decision -  To be completed by Coordinating Center

	EC Review Date
	

	EC Decision
	

	Possible Outcomes

	Not approved to move forward

· End of process

	Approval to proceed with study - go to Phase 3


	Phase 3 Implementation 

	Protocol Manager will work with Proposer to develop an implementation plan
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