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	Independent Ancillary Study Request Policy	Comment by Allison Ayala: Jenn please review this against the Gov doc to be sure in sync 

	This form is for approval to conduct your own independent ancillary study as defined below.  If you are proposing a Clinical Consortium ancillary study, please complete the FFB Clinical Consortium Ancillary Study Idea Form instead.
Excerpt from Governance Document  6.1.4
An independent ancillary study is one in which study resources and the Coordinating Center are not involved.  The operations and funding would be the responsibility of the investigator(s). Although the independent ancillary study would not be coordinated or overseen by the Clinical Consortium, it must adhere to the following requirements: 
The independent ancillary study idea must be reviewed and approved by the Executive Committee.  The primary purpose of this review would be to determine that the ancillary study objectives do not interfere with the objectives of the primary protocol.  The Coordinating Center should be contacted to propose an independent ancillary study idea. 
1. Use of the independent ancillary study data that is not collected as part of any Clinical Consortium protocol can be used/published according to the policy in section 5.1.3.  
2. [bookmark: _Toc29994871]Use of any Clinical Consortium study data that was collected in conjunction with the ancillary study data (i.e., even just for an investigator’s own patients) would follow the data sharing policy noted in section 5.1.3. 
Excerpt from Governance Document 5.1.3.4.2
Persons wishing to publish or present data from Clinical Consortium participants who are in an independent (not coordinated by the Clinical Consortium) ancillary study, where no study data will be used, may do so without formal approval.  Since information about the Clinical Consortium changes frequently, a courtesy notification to the Coordinating Center (ffb@jaeb.org) about the intended publication or presentation is requested.  The following disclaimer must be included. 
“These data were collected as an independent ancillary study to a Foundation Fighting Blindness Clinical Consortium protocol.  Data collection, analyses, content and conclusions presented herein are solely the responsibility of the authors and have not been reviewed or approved by the Clinical Consortium and may not reflect the view of Foundation Fighting Blindness.”


	Independent Ancillary Study Request Review Process

	1. Proposer completes Independent Ancillary Study Request Form below and sends to ffb@jaeb.org 
2. Assessment – see below for details




Abbreviations throughout – 
OC: Operations Committee; EC: Executive Committee; CC: Coordinating Center 





	Ancillary Study Idea Proposal -  To be completed by Proposer

	Submitter (name, institution, email)
	

	Objective of ancillary study
	

	Proposed protocol/cohort/visits in which to include ancillary study test
	

	Please describe why this ancillary study would not interfere with the objectives of the protocol (patient burden, publication plans)
	

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



	Assessment 

	OC Recommendation -  To be completed by Coordinating Center

	OC Review Date
	

	OC Recommendation
	

	EC Decision -  To be completed by Coordinating Center

	EC Review Date
	

	EC Decision
	

	Possible Outcomes

	Not approved 

	Additional information needed to make decision – Additional rounds of information gathering to be documented below

	Approval to proceed with independent ancillary study



	Additonal Information Gathering and Final Determination – if needed

	 Copy/Paste Assessment grid as needed for additional rounds of review
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