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T-1079 UHL Sponsorship Review Checklist

IRAS Number:
Chief Investigator (CI):
	IRAS Section/Question
	Review Area
	Requirements
	Supporting Documentation
	Complete
Y/N
	Actions/Comments
	Researcher response

	Filter Questions
	General Validation
	Ensure all filter questions are correctly completed and consistent throughout the IRAS form. Cross-check questions 5a and 5b against funding declared in A65. If the funder is portfolio eligible but “No” has been selected for portfolio adoption, encourage the applicant to seek portfolio inclusion.
	IRAS form, funding documentation
	
	
	

	Q2
	Study Categorisation
	Confirm study categorisation is correct and aligns with protocol and regulatory requirements.
	Protocol
	
	
	

	Q2b
	Radiation
	Where radiation exposure is indicated, ensure radiation assurance processes are in place prior to submission.
	Radiation assurance documentation, ARSAC/IRMER documentation
	
	
	

	Q9
	Student Research
	Confirm study is eligible for HRA submission. Ensure an Educational Supervisor is listed and substantively employed by UHL or holds an honorary contract.
	Supervisor details, honorary contract if applicable
	
	
	

	Q11
	Confidentiality Advisory Group (CAG)
	Where “Yes” is selected, confirm whether CAG approval is genuinely required and ensure this has been appropriately considered.
	CAG correspondence/advice
	
	
	

	A3
	Chief Investigator Eligibility
	Confirm CI is appropriately qualified, experienced, GCP compliant, and substantively employed where required.
	CV, GCP certificate, employment confirmation
	
	
	

	A4
	Sponsor Details
	Ensure sponsor contact details are correct and align with internal sponsor records.
	Sponsor details
	
	
	

	A6
	Lay Summary
	Check the lay summary is understandable to a non-specialist audience and reflects the protocol accurately.
	Protocol
	
	
	

	A10 & A11
	Objectives
	Confirm study objectives are clear, appropriate, and consistent with the protocol.
	Protocol
	
	
	

	A13
	Methodology
	Ensure methodology is appropriate, feasible, and consistent with the protocol and study design.
	Protocol
	
	
	

	A14-1
	Patient & Public Involvement (PPI)
	Confirm the level of PPI is appropriate for the study category and adequately described.
	Protocol, PPI documentation
	
	
	

	A17
	Inclusion & Exclusion Criteria
	Ensure inclusion/exclusion criteria are clear, non-contradictory, and align with the protocol. Confirm consideration of capacity to consent where applicable.
	Protocol
	
	
	

	A18 & A19
	Study Procedures
	Ensure all study procedures are described consistently with the protocol. Confirm consent timing is appropriate and all procedures are reflected within study costings.
	Protocol, costings
	
	
	

	A27, A29 & A30
	Participant Identification & Recruitment
	Ensure participant identification and initial approach are undertaken appropriately, usually by the direct care team. Confirm recruitment processes are ethically appropriate.
	Recruitment documentation
	
	
	

	A28
	Advertisements
	Confirm all advertisements/recruitment materials are included within the submission pack and are appropriate for the study population.
	Advertisement documentation
	
	
	

	A31
	Participation Requirements
	Ensure participant involvement is proportionate to study risk/category and aligns with the protocol.
	Protocol
	
	
	

	A32
	Concurrent Trial Participation
	Assess whether participation in other research could introduce additional risk or conflict.
	Protocol
	
	
	

	A33
	Translation Arrangements
	Confirm translation arrangements are appropriate. Trust translation services should be used where possible. High-risk studies may require certified translation and back translation. External translation providers may require contractual arrangements.
	Translated documentation, contracts if applicable
	
	
	

	A34
	Communication of Study Outcomes
	Ensure arrangements for informing participants of study outcomes are appropriate for the study design. Internal templates are available via the QA team if required.
	Participant communication documents
	
	
	

	A36–A40
	Data Protection & Confidentiality
	Confirm GDPR compliance, lawful basis for processing, confidentiality arrangements, and secure data handling/storage arrangements.
	DPIA, privacy notice, data management plan
	
	
	

	A41–A45
	Data Retention
	Ensure data retention periods comply with UHL policies, sponsor requirements, and regulatory guidance.
	Data retention policy
	
	
	

	A46–A48
	Participant Incentives
	Where payments or vouchers are offered, confirm arrangements are proportionate, ethically appropriate, and fully costed/funded.
	Costings, participant documentation
	
	
	

	A49
	GP Notification
	Where GPs are to be informed, ensure appropriate GP letters/templates are included.
	GP notification documentation
	
	
	

	A50–A53
	Transparency
	Confirm transparency and registration arrangements align with Trust policy and regulatory expectations.
	Registration/publication plan
	
	
	

	A56
	Statistics & Data Handling
	Ensure statistical arrangements are appropriate. Confirm whether external statistical support or data transfer agreements are required and legally compliant.
	Statistical analysis plan, contracts, data sharing agreements
	
	
	

	A64
	Sponsor Confirmation
	Ensure sponsor details are accurate and correctly reflected throughout the application.
	Sponsorship documentation
	
	
	

	A65
	Funding
	Confirm funding arrangements are accurate, align with costings, and cover all study-related activity.
	Costings, funding agreements
	
	
	

	A66
	Subcontractors/CROs
	Where subcontractors are involved, confirm appropriate contractual arrangements are in place.
	Contracts, agreements
	
	
	

	A68
	Lead NHS Organisation
	Ensure Lead NHS Organisation details are accurate and up to date.
	Organisational details
	
	
	

	A69-1
	Study Dates
	Ensure projected study dates are realistic and consistent across all documentation.
	Protocol, project plan
	
	
	

	A71-1
	Study Centres
	Ensure study sites are appropriate and consistent with A72 and relevant Part C/site information.
	Site list
	
	
	

	A74 & A75
	Monitoring & Oversight
	Ensure monitoring arrangements are proportionate to study risk and comply with UHL procedures.
	Monitoring plan
	
	
	

	A76
	Sponsorship & Indemnity
	Confirm sponsorship arrangements and indemnity/insurance provisions are appropriate for the study type.
	Sponsorship agreement, insurance documentation
	
	
	

	Part B4/5
	Human Tissue & Samples
	Confirm arrangements for collection, storage, transfer, consent, and disposal of samples are appropriate.
	Lab manual, MTAs, protocol
	
	
	

	Part B3
	Radiation Exposure
	Ensure all radiation approvals and assurances are in place where applicable.
	ARSAC/IRMER approvals
	
	
	

	Part B2
	Medical Devices
	Confirm device classification and regulatory requirements are appropriately addressed.
	Device documentation
	
	
	

	Part B1
	IMP Management
	Ensure IMP handling, accountability, storage, pharmacy oversight, and approvals are appropriate.
	IB, pharmacy approvals, IMP documentation
	
	
	

	Whole IRAS Application
	Internal Consistency Review
	Confirm all documentation is aligned, version controlled, internally consistent, and free from conflicting information.
	Full submission pack
	
	
	

	Sponsor Assessment
	Risk Assessment
	Ensure study risk has been appropriately assessed and monitoring arrangements are proportionate.
	Risk assessment, monitoring plan
	
	
	

	Sponsor Assessment
	Contracts & Agreements
	Confirm all key agreements are identified and, where required, agreed prior to submission. Site agreements may be template versions at submission stage.
	mNCA, CRO agreements, site agreements
	
	
	

	Sponsor Assessment
	Insurance & Indemnity
	Ensure appropriate indemnity and insurance arrangements are in place for the study type and activities involved.
	Insurance documentation
	
	
	

	Sponsor Assessment
	Monitoring Arrangements
	Confirm monitoring plan is proportionate to risk, complexity, and study design.
	Monitoring plan
	
	
	

	Sponsor Assessment
	Pharmacy Review
	Ensure pharmacy operational review and pharmacy assurance processes have been completed where applicable.
	Pharmacy sign-off
	
	
	

	Sponsor Assessment
	Laboratory Review
	Confirm laboratory capability, accreditation, and operational feasibility.
	Laboratory approvals
	
	
	

	Sponsor Assessment
	Equality, Diversity & Inclusion
	Ensure recruitment and inclusion strategies appropriately consider equality, diversity, and inclusion principles.
	Recruitment strategy
	
	
	

	Sponsor Assessment
	Finance Review
	Confirm all study activities and associated costs are fully identified, appropriately costed, and financially supported, including treatment costs, support costs, and excess treatment costs where applicable.
	Costings, SoECAT, finance approvals
	
	
	

	Sponsor Assessment
	Peer Review
	Confirm peer review is proportionate, independent where required, and appropriate for the study category.
	Peer review documentation
	
	
	

	Sponsor Assessment
	Feasibility
	Ensure the study team has undertaken feasibility assessment. Interventional studies should have documented full feasibility review.
	Feasibility documentation
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