	Stakeholder
	Primary Role
	Key Responsibilities
	Point of Contact

	Study Team
	Entering Information, Submission accuracy and making updates & Corrections as needed
	• Completes and Enters accurate information in OnCore and I-STAR
• Notifies offices of significant ICF language changes
• Provides documentation for reviews
• Responds to revision requests
	—

	Institutional Review Board (IRB)
	Human subjects compliance
	• Coordinates I-STAR completion with Study Team
• Reviews ICF language for IRB concerns
• Ensures compliance with policy and applicable law
• Collaborates with CTO regarding MCA compliance
	Martin Koning-Bastiaan
mkoningba@usc.edu

	Department of Contracts 
& Grants (DCG)
	Agreement compliance review
	• Reviews, negotiates, and executes agreements
• Reviews I-STAR language for compliance
• Places reviews on hold if agreements are not fully executed
• Coordinates revisions with Study Team, IRB, and CTO
• Tracks items on workload spreadsheets
• Sends completion confirmation to CTO
• Files confirmation in Laserfiche
	DCG Directory

	Clinical Trials Office (CTO)
	Medicare Coverage Analysis (MCA) oversight
	• Creates and approves the MCA
• Manages and updates OnCore
• Sends weekly OnCore reports to DCG
• Confirms ICF language aligns with MCA terms
• Coordinates with DCG, IRB, and Study Team
	Joanne Pak
mjoanne.pak@med.usc.edu
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