DEL01a: Internal Delegation of Sponsor Responsibilities – Remote CI Addendum
	Study Title:

	

	Chief Investigator:
	

	Student:

	

	Sponsorship Reference:
	



Purpose of Addendum
For use when the Chief Investigator is employed by an external organisation but Sponsorship is retained by UoW. This section supplements the core internal delegation matrix (DEL01).
Where the CI is external to the organisation, the Sponsor must undertake additional oversight to ensure that delegated activities are delivered to Sponsor standards, and that the external CI meets regulatory, GCP, and institutional requirements. These responsibilities are in addition to the external CI agreement / collaboration contract. 
The external CI retains responsibility for the scientific and clinical conduct of the study in accordance with GCP. The Warwick Academic Lead provides local academic oversight and acts as the primary liaison between the Sponsor and the external Chief Investigator and will review decision making and its impact on the University of Warwick.


	Task
	Sponsor
Rep.
	Warwick Academic Lead
	CTU

	Liaise with external CI to coordinate operational trial management
	
	
	

	Verify external CI has adequate resources and infrastructure
	
	
	

	Provide operational guidance and Sponsor expectations to external CI
	
	
	

	Receive safety queries and coordinate escalation as required
	
	
	

	Provide guidance to external CI on safety reporting
	
	
	

	Ensure external CI received monitoring findings and required actions
	
	
	

	Ensure external CI responds to monitoring findings
	
	
	

	Ensure external CI complies with Sponsor data standards
	
	
	

	Review external CI performance against delegated responsibilities
	
	
	

	Escalation of concerns regarding of external CI performance to Sponsor Representative and governance structures
	
	
	

	Review and approve external CI contributions to regulatory submissions
	
	
	

	Coordination of regulatory submission inputs from external CI
	
	
	

	Review external CI contributions to publications/dissemination
	
	
	

	Periodic review of external CI compliance with delegated responsibilities
	
	
	



All Sponsor‑related and operational activities performed by Warwick will be carried out in accordance with the University of Warwick’s Sponsor SOPs, Quality Management System, and associated procedures.
Delegation Acceptance
The following individuals and teams confirm that they understand and accept the responsibilities delegated to them within this Internal Delegation of Sponsor Functions matrix.
Although WCTU is part of the University of Warwick, acceptance of delegated roles is documented to ensure clarity of responsibilities and compliance with applicable regulations and GCP principles.
Sponsor (University of Warwick)
Name:
Job Title:
Signature: __________________________
Date:
Warwick Clinical Trials Unit (WCTU)
I confirm acceptance of the operational Sponsor functions delegated to WCTU for this study.
Name:
Job Title:
Signature: __________________________
Date:
Warwick Academic Lead 
I confirm acceptance of the operational Sponsor functions delegated to me as academic lead for this study.
Name:
Job Title:
Signature: __________________________
Date:
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