DEL04: Academic Collaboration Responsibilities Matrix
	Study Title:

	

	Sponsor organisation:
	

	Chief Investigator:
	

	CI organisation:
	

	Collaborator:
	


Guidance text to be removed: This matrix sets out the operational activities that the University of Warwick may carry out when acting as an academic collaborator or CTU service provider for a study where the Sponsor and CI are based at external organisations. 
The functions to be undertaken by the Sponsor organisation and Warwick are as shown below. Both the Sponsor organisation and Warwick shall have sole responsibility for its own functions; under Good Clinical Practice the sponsor will be accountable for the overall conduct of the trial and Warwick will report to them accordingly. 
Activities that are the responsibility of the Chief Investigator will be allocated to their employer, the Sponsor. Within each organisation, responsibilities will be delegated internally according to their standard operating procedures.
	Task 
	Sponsor organisation
	Warwick

	Study Design and Scientific Oversight

	Design of the clinical/medical aspects of the study, including scientific rationale and clinical content of the protocol
	
	

	Medical oversight of trial design to ensure clinical appropriateness, feasibility and alignment with standard care
	
	

	Clinical oversight of study methodology, endpoints, population, and safety‑related design considerations
	
	

	Statistical design of the study
	
	

	Identify Critical to Quality (CtQ) Factors
	
	

	Implementation of Quality by Design approach
	
	

	Protocol and Trial Documentation

	Preparation of the protocol and associated trial documents, including all subsequent modifications
	
	

	Undertake external independent peer review (unless performed during grant application)
	
	

	Approval of the protocol and trial documents and all modifications
	
	

	Submission of the protocol, associated documents and modifications to REC, HRA and regulatory authorities
	
	

	Ensuring consistency and version control across protocol and all study documents
	
	

	Design, review and approval of study‑specific working instructions
	
	

	Study Registration and Maintenance

	Registration of the study on appropriate registries
	
	

	Maintenance and updating of registration records
	
	

	Oversight of Sponsor responsibilities and governance processes
	
	

	Supervision of the Chief Investigator
	
	

	Approval of Green Light to commence RCT
	
	

	Categorisation of modifications as substantial / non‑substantial 
	
	

	(If applicable) Obtain ARSAC approval 
	
	

	Trial Management and Operations

	Day‑to‑day project management
	
	

	Coordination of trial communications
	
	

	Organisation and administration of TMG/TSC/DMC meetings, including minutes, reports and charters
	
	

	Maintenance of operational documentation, logs and trackers
	
	

	Site coordination, including handling site queries and logistics
	
	

	Tracking study milestones and timelines
	
	

	Response to clinical eligibility queries
	
	

	Maintenance of appropriate records of study conduct
	
	

	Set‑up and maintenance of the study website and social media platforms, ensuring updates following modifications
	
	

	NIHR RDN adoption activities
	
	

	Uploading accruals to CPMS systems
	
	

	Maintenance of the coordination centre Trial Master File (TMF)
	
	

	IMP and Sampling

	Determine Reference Safety Information (RSI)
	
	

	Ongoing review of RSI
	
	

	Prepare pharmacy manual
	
	

	Coordinate preparation of SOPs for handling, transport and analysis of blood/tissue samples
	
	

	Issue regulatory green light for IMP release (if CTIMP)
	
	

	Investigator sites 

	Identification of potential investigator locations
	
	

	Conducting and documenting site feasibility assessment and decisions 
	
	

	Conducting site initiation activities, including preparation of documentation
	
	

	Authorisation of sites for participation
	
	

	Activation of sites, ensuring all approvals, contracts and documentation are in place before initiation
	
	

	Preparation, collection and management of site documents, including R&D Capacity and Capability confirmations and modifications
	
	

	Provision of study documentation required for site files
	
	

	Quality Assurance, Risk management and Monitoring

	Preparation and approval of the Sponsor Risk Assessment
	
	

	Ongoing review and update of the Sponsor Risk Assessment following modifications or significant changes to the study
	
	

	Preparation of the Operational Risk Assessment
	
	

	Approval of the Operational Risk Assessment
	
	

	Ongoing review and update of the CTU Operational Risk Assessment following modifications or significant changes to the study
	
	

	Ensuring the study design follows Good Clinical Practice and reflects a risk proportionate approach
	
	

	Preparation of the risk-based monitoring plan
	
	

	Approval of the monitoring plan
	
	

	Conduct monitoring visits in accordance with the monitoring plan
	
	

	Preparation of monitoring reports and escalation of findings to Sponsor
	
	

	Tracking and follow-up monitoring actions assigned to sites 
	
	

	Preparation and maintenance of the trial quality management documentation
	
	

	Conduct of internal QA activities to assure protocol, regulatory and GCP compliance
	
	

	Preparation of oversight reports to Sponsor
	
	

	Oversight of Warwick’s delegated activities by the Sponsor
	
	

	Study Non-Compliance 

	Maintenance of records of non-compliances
	
	

	Tracking completion and implementation of CAPA
	
	

	Preparation and submission of Serious Breach reports within required timelines
	
	

	Review and approval of Serious Breach Report
	
	

	Periodic review and analysis of non-compliance trends
	
	

	Safety and regulatory reporting

	Creation and maintenance of the safety events database 
	
	

	Receipt of safety event notifications from investigator sites
	
	

	Processing and review of safety events as per protocol
	
	

	Ensuring the CI reviews SAEs or formally delegates this responsibility
	
	

	Medical review of SAEs and causality assessment
	
	

	Preparation of safety event reports
	
	

	Periodic cumulative review of safety data
	
	

	Distribution of safety reports to Investigators
	
	

	Escalation of potential expedited safety events to the Sponsor, HRA/REC and MHRA as required
	
	

	Prepare DSURs
	
	

	Submit DSURs
	
	

	Approve DSURs
	
	

	Instigation of urgent safety measures and notification to the HRA/REC and MHRA as required 
	
	

	Decision-making regarding Urgent Safety Measures
	
	

	Ensuring SUSARs are reported to HRA/REC and MHRA within regulatory timelines
	
	

	Notification of temporary halt and early termination to regulators and REC
	
	

	Submit notification of End of Trial to REC and MHRA
	
	

	Data Protection and Management

	Fulfilment of Data Controller responsibilities as per institutional policies and applicable legislation.
	
	

	Preparation and submission of Confidentiality Advisory Group (CAG) applications for Section 251 support (where required).
	
	

	Ongoing management of CAG approvals, including submission of modifications and annual reviews (if applicable). 
	
	

	Responsibility for ensuring adherence to CAG conditions
	
	

	Preparation of the Data Management Plan and Data Validation Plan, including any subsequent modifications
	
	

	Approval of the Data Management Plan and Data Validation Plan and all modifications
	
	

	Secure storage of all data collected
	
	

	Review and approval of anonymous data sharing for secondary use 
	
	

	Release of anonymised datasets in accordance with approvals
	
	

	Data entry
	
	

	Generation, management and resolution of data queries
	
	

	Data cleaning activities
	
	

	Clinical and safety data reconciliation
	
	

	Preparation of dataset extracts for the CI
	
	

	Database validation in preparation for lock
	
	

	Decision to lock the database following all required validation and query resolution
	
	

	Execution of database lock
	
	

	Delivery and management of the randomisation system
	
	

	Implementation of emergency unblinding procedures
	
	

	Approval of trial unblinding after data lock (if applicable) 
	
	

	Clinical Data Management System (CDMS)

	CRF/eCRF Design
	
	

	Clinical content development of CRFs
	
	

	Approval of CRFs
	
	

	Build, validate, decommission and archive of the study database
	
	

	Coordination and documentation of database modifications
	
	

	Conduct of user acceptance testing
	
	

	Database go‑live authorisation
	
	

	Quality control of database contents
	
	

	Statistical Analysis and Reporting

	Development and preparation of the Statistical Analysis Plan
	
	

	Performing statistical analyses (interim and final)
	
	

	Preparation of outputs for DMC/TSC meetings
	
	

	Preparation of reports for DMC meetings
	
	

	Dissemination of results and publications

	Provision of datasets, summary tables or analyses for publications
	
	

	Oversight of publication drafts 
	
	

	Contribution to publications, including drafting and authorship
	
	

	Review of publication drafts, including coordination of Sponsor and funder review and approval
	
	

	Submission of publications to journals or conferences
	
	

	Preparation and delivery of dissemination materials or activities
	
	

	Dissemination of study results in line with regulatory requirements
	
	

	Submit trial results to the required registry(ies) within required timelines
	
	

	Closure and Archiving

	Assist with close‑out activities
	
	

	Ensuring sites archive study documentation at each site
	
	

	Archiving study documents for coordinating site
	
	

	Assist with preparation of end of trial documentation
	
	

	Submit End of Trial Documentation to HRA/REC and MHRA
	
	

	Preparation and conduct of site close‑out activities
	
	

	Verification that all data, documentation and outstanding actions at sites are complete prior to closure
	
	

	Communication of site closure status to the Sponsor 
	
	

	Ensuring return or destruction of trial materials by sites as required
	
	

	Confirmation that sites archive study documentation in accordance with regulatory and institutional requirements
	
	

	Funding

	Contracting with the funding body
	
	

	Financial management of the award and reporting to funder 
	
	

	Ensuring compliance with funder terms and conditions 
	
	

	Contracts

	Selection and approval of service providers
	
	

	Drafting, reviewing and executing service provider contracts
	
	

	Day-to-day oversight of service providers 
	
	

	Escalation of service provider issues to the Sponsor representative
	
	

	Overall oversight of service providers
	
	

	Drafting, reviewing and executing Site Agreements
	
	

	Track site activity and payment processing
	
	

	Processing payments to sites
	
	

	Identification and protection of intellectual property rights
	
	

	Insurance & Indemnity

	Provision of clinical trials insurance for study participants
	
	

	Provision of insurance for the activity conducted by the staff they employ.
	
	



This matrix must not be used to delegate, imply, or transfer any Sponsor or CI responsibilities to Warwick. Warwick will perform the operational tasks listed in this matrix in accordance with Warwick SOPs. All Sponsor and CI responsibilities will follow the external Sponsor’s SOPs and governance processes.
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