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1. Rationale
The goal of the FFB Consortium is to accelerate the development of treatments for inherited retinal diseases (IRDs).  To accomplish this, FFB plans to build centers of excellence to participate in sponsored clinical studies.  Collection of clinical information on IRD patients using a standardized protocol in a multi-centered structure will increase data robustness.  Investigators from participating clinical centers will collaborate to develop ideas for hypotheses, study designs, analysis plans and publications.  De-identified data from the completed trials will be archived in an open central repository to stimulate further hypothesis generation and innovation.

2. Organizational Structure  
FFB is accountable for the FFB Consortium.  The Consortium is comprised of an Executive Committee, an Operations Committee and the Investigators/Clinical Centers.  The FFB Scientific Advisory Board (SAB) will provide scientific advice to the Executive Committee; the Executive Committee may also reach out to other experts to provide specific advice.  The Jaeb Center for Health Research (JCHR) is the Coordinating Center for the FFB Consortium, accountable for all operational activities.  
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3. Clinical Center Funding
Each Consortium-led study will have its own budget and contract between Coordinating Center and Clinical Centers.  Contracts with the Clinical Centers will be based on a fee-for-service based on the number of patients enrolled into the study and the number of examinations completed, in addition to site study initiation fees.  The focus will be on the number of patients enrolled in the studies and the quality of data collected.  
All study visits, including but not limited to screening, baseline and follow-up, and any standard of care appointments, will be charged to the study participants or their insurance carriers.  The study participant will be responsible for any deductible or co-payments as defined by the particular insurance carrier.  Costs associated with certain study procedures including obtaining informed consent, and non-standard examinations will not be incurred by the study participant and will be covered by the study.  Participation of the study coordinator and investigator will be paid on a by-patient/by-visit basis to ensure adequate compensation for completed work.
Traveling to study sites can be challenging for patients with IRDs; to assist with transportation, patients will be offered a stipend on a by-visit basis for transportation and their participation.  The amount will be specified in each study contract.



4. Clinical Center Selection
Potential Consortium Clinical Centers are invited to complete the attached FFB Consortium Clinical Site Survey, and submit to the Coordinating Center along with investigators’ CVs.  Clinical Centers will be selected to join the Consortium based on:
· Training and experience of principal investigator or co-investigators[footnoteRef:1] [1:  An interventional study will require at least a co-investigator with a current medical license that is a board-certified retina specialist] 

· Availability and experience of a designated primary coordinator
· Training and experience of key technicians/photographers
· Availability of equipment
· Access to patients with IRDs

All staff at Consortium Clinical Centers must be willing and able to be trained in Good Clinical Practices to FDA and ICH standards as well as trained and certified for study procedures.

While Clinical Centers will not be required to participate in all Consortium-sponsored studies, they will be expected to contribute to some studies each year, both in terms of patients recruited as well as intellectual participation, and adhere to protocols and procedures.  Clinical Centers are also expected to encourage their IRD patients to participate in My Retina Tracker.

The Coordinating Center will be the primary contact with the Clinical Centers and inform them of the decision by the Operations Committee and Executive Committee for their selection in the Consortium.   The Coordinating Center will provide information about which studies are certifying new sites, and further details about the certification processes and requirements as needed.
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