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PROTOCOL STATUS IN ONCORE CTMS
This document is to understand the tasks and the responsible party in OnCore CTMS.

	OnCore CTMS 
Tasks
	OnCore Status
	ECRO
	PI or Designee
	Study Team
	Research Informatics 
(RI)
	Other Actions 

	Create Study Shell
	New
	X
	
	
	
	The Study Team must complete the ECRO eForm to start the process. 

	Create Budget Calendar
	IRB Initial Approval 
	
	
	
	X
	Study Teams may receive communications from ECRO staff and/or RI OnCore team for clarification.

	Approve the Budget Calendar
	IRB Initial Approval 
	
	X
	
	
	Step must be completed for the release of the budget calendar into the Epic Medical Records System. 

	Open Study for Accrual
	Open to Accrual 
	
	
	
	X
	The RI DIIT team will open the study to accrual in OnCore upon receipt of the eNOA or receipt of executed CTA for expedited studies.

	Adding/Deleting Study Staff
	Open to Accrual
	
	
	X
	
	Add or delete staff from the PC Console > Staff, then click “Update.” Indicate role, name, and start date. Click “Edit” to delete.

	Register Subjects
	Open to Accrual 
	
	
	X
	
	Study Teams must verify that the subject shows as a “Research Participant” in Epic. If not, verify if the subject was pushed from OnCore. View Subject Deviations on the OnCore SharePoint site.

	Upload approved ICFs
	Open to Accrual 
	
	
	X
	
	Enter approved ICF data fields in the PC Console. If the approved ICFs are not available, submit a Research Informatics (RI) Service Now ticket. 

	Upload signed ICFs
	Open to Accrual 
	
	
	X
	
	Upload to PC Console > Documents/Info and add as “Consent Main.”

	Track study visits and activities per CTA
	Open to Accrual 
	
	
	X



	
	Track the visit on the same day it occurs for invoicing purposes. Revisions cannot be made after 30 days of tracking. For issues that arise after this period, please use the ‘Additional Visits’ tab to document/track activities that occurred.

	Suspending Arms
	Open to Accrual 
	
	
	X

	
	Study Teams update the Treatment > Details tab in the PC Console to temporarily stop new subject enrollment into a specific treatment arm or phase of a clinical research study.
.  

	Track Invoiceable Fees
	Open to Accrual 
	
	
	X
	
	Study teams are to track all invoiceable fees EXCEPT for the fees noted below.

The Invoicing team automatically tracks these fees:
· Start-up Costs, as defined in the CTA
· Close-out Costs, as defined in the CTA
· eRegulatory Software
· Pharmacy Fees (if applicable, as per the CTA) 
· IRB Fees (internal and external), including amendments and renewals 
· IRB prep fees 
· OCR Amendment Fee
· Radiology Processing and Authorized User Fee
· Annual Maintenance Fee 
· Record Retention/Storage
· Withdrawn Study, as defined in the CTA

	Update Study Status to “Closed to Accrual”
	Closed to Accrual 
	
	
	X
	
	Study Teams are to email to the Sponsor Close-out Memo or Letter to OCR@emory.edu. 

	Update Study Status to “IRB Study Closure
	IRB Study Closure 
	
	
	
	X
	The protocol status will be updated once Insight indicates that the study is closed with the Emory IRB. 



Questions? Contact the Emory Clinical Research Office (ECRO) at ocr@emory.edu.
Need Help? Submit a RI Ticket.
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