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EFIC / IRB Milestones

START-UP ACTIVITIES for NETT Hubs & PECARN Sites
Task 1:  Submit CC and PD materials to Deneil Harney (dkolk@umich.edu) for review/approval, prior to IRB submissions. Initial review will occur within 48 business hours of submission.  
NOTE: If your IRB requires review of the Informed Consent and Assent at this phase of the submission, your site-specific versions should be submitted to the CCC at ESETT-milestone@umich.edu for review/approval prior to IRB submission (see also Task 7).  

Task 2:  Assign a NETT Hub (or at least one participating NETT spoke) or PECARN Site in WebDCU to ESETT. NOTE: For a new NETT spoke or PECARN site not already in the database, Contact Cassidy (connerc@musc.edu) at the SDMC to have them added to WebDCU.  Once the institution has been added, assign them to ESETT.
Task 3:  Upload EFIC plan IRB submittal documentation into NETT WebDCU for at least one participating ESETT NETT Hub/Spoke or PECARN Site.  Complete in WebDCU under the record titled: 
ESETT EFIC Plan IRB Submittal.

Task 4:  Upload EFIC plan IRB approval documentation into NETT WebDCU for at least one participating ESETT NETT Hub/Spoke or PECARN Site.  Complete in WebDCU under the record titled: 
ESETT EFIC Plan IRB Approval.
	Milestone 1 Payment – Expected Completion 01/15/15
(contingent on completion and approval of tasks 1-4)
	$10,000     
(total payment, includes F&A)          


---------------------------------------------------------------------------------------------------------------------------------------------------

Task 5:  Complete CC activities and enter associated CC results into WebDCU via the Community Consultation Summary (CCS) form in ESETT WebDCU.  All queries related to CCS data must be reconciled for task eligibility. Contact Deneil Harney (dkolk@umich.edu) for approval.  

Task 6:  Begin PD activities and enter related PD data into WebDCU via the Public Disclosure Summary (PDS) form in ESETT WebDCU. PD activity will be ongoing throughout the trial, but sites should show results for events completed prior to beginning enrollment.  Queries related to PDS forms completed prior to enrollment must be reconciled for task eligibility. Contact Deneil Harney (dkolk@umich.edu) for approval. 

Task 7:  Submit site-specific Informed Consent and Assent forms to the NETT CCC at ESETT-milestone@umich.edu for review/approval, prior to IRB submission.  Initial CCC consent/assent review will occur within 2 business days of receipt.

Task 8:  Submit full application to IRB for at least one participating ESETT NETT Hub/Spoke or PECARN Site.  This application should include results from Community Consultation, the final Protocol, and Informed Consent/Assent Forms.  Complete in WebDCU under the record titled: ESETT Full Study IRB Application Submittal. 
Task 9:  IRB full application approvals (including approval of completed CC/PD activities) uploaded into NETT WebDCU for at least one participating ESETT NETT Hub/Spoke or PECARN Site.  This record should include the full application and its attachments (minus consent forms, which reside elsewhere in WebDCU), the IRB approval letter, (indicating approval of v1 of the protocol and results of CC/PD activities), and documentation of deferral to another IRB (if applicable).  Complete in WebDCU under the record titled: Protocol v1 IRB Approval.

Task  10:  All regulatory and training requirements reconciled in WebDCU for at least one participating ESETT NETT Hub/Spoke or PECARN Site.  Contact the NETT CCC at ESETT-milestone@umich.edu for approval.

Task 11:  Complete a readiness call and be released to enroll by the CCC.  A site should plan a readiness call which corresponds with the completion of:  All study-staff training being complete, contracts finalized, and when the hub/spoke/site is ready to begin enrollment immediately.  Contact ESETT-milestone@umich.edu for more information and to set up your Readiness call.  
NOTE: Two weeks’ notice is desirable to coordinate a date and time that will work for everyone that needs to, to attend.  The date a hub/spoke/site is released to enroll by the CCC in WebDCU will be used to verify the date this task was completed. 
	Milestone 2 Payment – Expected Completion 06/15/15
(contingent on completion and approval of tasks 5-11)
	$40,000
(total payment, includes F&A)               


=================================
TOTAL for MILESTONES 1, 2 = $50,000
How to Request Information/Clarification Regarding Task Completion and Milestone Payments:  All email correspondence regarding task and milestone completion should be sent to the NETT CCC at ESETT-milestone@umich.edu.  
The NETT CCC will send a confirmation email to the Hub PI once all the tasks for a given milestone have been verified as complete.  The Hub PI is then eligible to request payment by submitting an institutional acceptable invoice document to the NETT CCC via email to ESETT-milestone@umich.edu.  
--------------------------------------------------------------------------------------------------------------
The following resources have been developed to assist you with successfully completing WebDCU documentation milestones accurately and promptly.
· Instructions for acceptable documentation parameters, including unique circumstances, 1572’s,

deferrals, waivers, and documents that apply to more than one spoke.
NETT and ESETT Regulatory Document Approval Parameters for WebDCU pdf 
Available in WebDCU: NETT > Toolbox > Project Documents

· Instructions for completing CC and PD data-entry in ESETT WebDCU (tasks 5 & 6 above).
CCS Form Guide & the ESETT Instruments – CCS Key pdf, and PDS Form Guide pdf.  
Available in WebDCU: ESETT > Toolbox > Project Documents
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EFIC / IRB MILESTONE CHECKLIST

MILESTONE 1 ($10,000  includes F&A) – Expected Completion 01/15/15
· Assign Hub/Spoke/Site in WebDCU to ESETT.

· Submit site-specific CC and PD materials to Deneil Harney for review/approval.

· If your IRB requires review of the Informed Consent/Assent forms at this point, submit site-specific forms to the NETT CCC for review/approval (if not, see Milestone 2)

· Submit EFIC plan (what you plan to do) to IRB for approval.

· Upload copy of above submission into WebDCU under the record titled: ESETT EFIC Plan IRB Submittal.

· Upload IRB approval of EFIC Plan into WebDCU under the record titled: ESETT EFIC Plan IRB Approval.
MILESTONE 2 ($40,000  includes F&A) – Expected Completion 06/15/15
· Complete CC activities and enter results into WebDCU.  
· Begin PD activities and enter related data into WebDCU.
· Submit hub/spoke/site-specific consent/assent forms to the NETT CCC for review/approval.

· Submit full application to the IRB.
· Upload copy of above submission into WebDCU under the record titled: ESETT Full Study IRB Application Submittal.
· Upload IRB approval of full application into WebDCU under the record titled: ESETT Full Study IRB Application Approval.
· Reconcile regulatory and training documents in WebDCU.
· Readiness call complete AND released to enroll in WebDCU.
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