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	Ancillary Study Idea Policy

	This form is for Clinical Consortium ancillary study ideas, as defined below. If you are proposing an independent ancillary study, please complete the Independent Ancillary Study Request Form instead.
Excerpt from Governance Document  
A Clinical Consortium ancillary study is one that is coordinated by the Coordinating Center with oversight by the Executive Committee. This type of ancillary study would follow all of the same governance policies and oversight as a Clinical Consortium protocol, including the following:
1. The ancillary study idea must be submitted for review by the Executive Committee according to the same review process as described above for new protocols, section 6.1.1. An Ancillary Study Idea Form should be submitted for this review.
2. Use of Clinical Consortium ancillary study data would follow the data use policy noted in section 5.1.3, Data Sharing Policy.
3. The editorial policy for a Clinical Consortium ancillary study is the same as for any other Clinical Consortium manuscript as noted in section 4.1, Editorial Policy.

	Ancillary Study Idea Review Process

	1. Proposer completes Ancillary Study 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 



	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
	

	Background and rationale supporting inclusion of the test 
	

	Proposed funding source
	

	Proposed timeline
	[including –  Protocol Amendment 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
	






	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 ancillary study - go to Phase 3




	Phase 3 Implementation 

	Protocol Manager will work with Proposer to develop an implementation plan
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