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1 Purpose and Scope 
This SOP primarily outlines the process for applying for research sponsorship from University of Warwick 
(UoW), including how sponsor responsibilities are delegated internally or divided between organisations.  

It also covers how roles and responsibilities should be clearly defined and delegated. 

The SOP applies to all UoW staff and students involved in research sponsored either by University of 
Warwick or an external sponsor who has agreed to use UoW SOPs. For externally sponsored studies, 
UoW staff must coordinate with the sponsor to understand process detail not covered in this SOP and to 
agree and document UoW’s role and responsibilities. 

For the purposes of this SOP, the term ‘trial’ is used to refer to both clinical trials and non-trial clinical 
research studies, unless otherwise specified. References to ‘study’ should be interpreted in the same 
way. 

2 Acronyms 
CI Chief Investigator 
GCP Good Clinical Practice 
HRA Health Research Authority  
IMP Investigational Medicinal Product 
MHRA Medicines and Healthcare products Regulatory Agency 
NHS National Health Service 
PIS Patient Information Sheet 
QA Quality Assurance 
R&IS Research & Impact Services 
SOC Sponsorship & Oversight Committee  
SOP Standard Operating Procedure  
TMF Trial Master File 
UoW University of Warwick 
WCTU Warwick Clinical Trials Unit 

3 Definitions 
Sponsor Individual, company, institution or organisation taking responsibility for the 

initiation, management and/or financing of research relating to humans or their 
tissue/data. 

Responsibility The obligation to perform a task or duty. It can be delegated to another 
individual or organisation. 

Accountability The obligation to answer for the outcome of a task or duty. Accountability for a 
task cannot be delegated. The accountable party remains answerable even if 
others carry out the work. 
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4 Background 

All research conducted within the NHS or social care in England requires a Sponsor under the UK Policy 
Framework for Health and Social Care Research (2017). Clinical trials involving an investigational 
medicinal product (IMP) also require a Sponsor under the Medicines for Human Use (Clinical Trials) 
Regulations 2025. 

University of Warwick (UoW) acts as Sponsor for eligible studies conducted in the UK and overseas to 
ensure appropriate oversight and compliance with legal and regulatory obligations. 

Sponsors are responsible for ensuring adequate insurance or indemnity and for defining and delegating 
trial-related duties in line with Good Clinical Practice (GCP). While responsibilities may be delegated, 
the Sponsor remains accountable and must maintain oversight of all delegated functions. 

To manage risk and ensure regulatory compliance, it is essential that all parties involved in a research 
study are aware of their roles and responsibilities. These must be clearly defined in contracts or 
agreements, using standardised templates and schedules where appropriate. This clarity supports 
effective oversight, promotes accountability, and ensures that legal and ethical obligations are met 
throughout the lifecycle of the study. 

5 Responsibilities 
Sponsor These are defined by regulatory frameworks (e.g. UK Statutory Instruments, MHRA 

guidance, ICH-GCP) and include: 

• Trial authorisation and registration 
•  Ensuring adequate insurance or indemnity is in place to cover liabilities which 

may arise in relation to the design, management and conduct of the research 
• Oversight of trial conduct 
• Ensuring regulatory compliance 
• Safety reporting 
• Data integrity 
• IMP management 
• Risk management, monitoring and audit 

These responsibilities belong to the Sponsor and must be fulfilled, whether directly 
or via delegation. Where these responsibilities are fulfilled via delegation the sponsor 
remains accountable.  

CI (or delegate) Compliance with GCP principles. Responsibilities under GCP are broader than 
Sponsor responsibilities and apply to all parties involved in the trial. They 
include: 

• Ensuring informed consent 
• Protecting participant rights 
• Maintaining data quality and confidentiality  
• Following protocol and SOPs 
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• Documenting deviations and corrective actions 

While the Sponsor has some GCP responsibilities, not all GCP responsibilities 
are Sponsor-specific. These broader responsibilities should be delegated as 
appropriate by the CI (for example to a site PI via the site agreement or to the 
Coordinating team via a delegation log). 

6 When? 
Sponsorship requirements and any associated applications should be submitted early, once study scope is  
agreed. For studies involving NHS patients, their tissue or data, sponsorship must be confirmed before applying 
for HRA approval. Sponsorship confirmation is typically required before proceeding with subsequent approvals 
or finalising contracts. 

No research activity should begin until the sponsor approves that it can. For UoW sponsored studies, this 
should not be until the University’s Sponsorship & Oversight Committee have confirmed in writing via the 
Research Governance Team. All required ethical and regulatory approvals must also be in place (see SOP 5 
parts 1 & 2). Where sponsorship sits with a different institution it is strongly advised to gain early 
understanding of the processes not detailed in this SOP for confirming sponsorship and gaining sponsor 
approval for research activity to begin. 

Some funders will require an ‘intention to sponsor’ letter or confirmation at the grant application stage. See section 
7.3 for details. 

7 How? 
 

7.1 Applying for Sponsorship or Co-Sponsorship from the UoW 

The Sponsorship & Oversight Committee (SOC) operates under the principles of UoW Oversight and 
Sponsorship Policy. 

The CI should lead on timely submission of the sponsorship application form which will be assessed by the 
SOC based on study details and risk. For student-led studies, the application must be submitted by the 
student’s UoW-employed supervisor, who will act as CI. Where study management is shared with another 
organisation (e.g. NHS Trust), co-sponsorship may be considered and should be discussed with the 
Sponsor’s Office before applying. 

Further guidance is available on the Research Sponsorship webpages:  

https://warwick.ac.uk/services/ris/research-integrity/apply-sponsorship/ 

Do I need sponsorship approval? | Research at Warwick 

 
7.1.1 Step 1: Confirm Sponsorship Requirement 

Contact the Research Governance Team in R&IS at the earliest opportunity to confirm if UoW sponsorship is 
required: sponsorship@warwick.ac.uk  

 

https://warwick.ac.uk/services/ris/research-integrity/apply-sponsorship/
https://warwick.ac.uk/services/ris/research-integrity/apply-sponsorship/
mailto:sponsorship@warwick.ac.uk


 

SOP:3 
Title: Sponsorship 
Version: 5.0 
Effective: 31/12/2025  

Page 6 of 7 

 

7.1.2 Step 2: Application Submission & Review 

Complete the Sponsorship Application Form available on the Research Sponsorship webpage: 
https://warwick.ac.uk/services/ris/research-integrity/apply-sponsorship/ and send all required study 
documents to the Sponsor’s Office at least 4 weeks before the date of the SOC meeting. Meeting dates  
and all the required documentation to go with the submission can be found on the above webpage. 

Applications are risk-assessed and reviewed either by: 

SOC (bi-monthly) – for medium/high-risk or interventional studies 

Sponsor’s Office sub-committee (monthly) – for low-risk, non-interventional studies 

For co-sponsored studies, contracts should be discussed early with the Research Support & Contracts 
Team and relevant NHS Trust contacts. 

 
7.1.3 Step 3: Delegation of Responsibilities 

The Sponsor is ultimately accountable for ensuring that all trial-related responsibilities are fulfilled in 
accordance with applicable regulations, GCP and institutional policies. Specific tasks may be delegated 
internally (e.g., via SOPs and delegation logs) or externally (e.g., through contracts with responsibility 
schedules), but accountability for oversight and compliance remains with the designated Sponsor party. 
Delegation must be documented through formal mechanisms such as delegation logs, SOPs, or legally 
binding agreements. In cases of co-sponsorship or external trial management, contracts must clearly 
specify both the responsible party and the accountable party for each function. 

In addition to Sponsor responsibilities, broader operational and GCP-related tasks—such as monitoring, 
data management, and pharmacovigilance—may also need to be divided or delegated across 
organisations. While these fall outside the primary scope of this SOP, they should be considered during 
planning to ensure clarity of roles and compliance across all parties involved. 

Once a sponsorship application has been received, the Sponsor’s Office will prepare an Internal 
Delegation of Responsibilities document to record how Sponsor responsibilities are assigned within 
the University of Warwick (e.g., to the Chief Investigator, WCTU, or other internal teams). For co-
sponsored studies, a Division of Sponsor Responsibilities Schedule will be completed to document 
which organisation in the co-sponsorship arrangement will assume each Sponsor responsibility. This 
schedule will form the basis of the responsibilities section within the Co-Sponsorship Agreement. Where 
UoW is assigned responsibilities under a co-sponsorship arrangement, an element of internal delegation 
may be required to detail how these tasks will be done.  

Both the internal delegation document and any co-sponsorship agreements must be retained in the Trial 
Master File (TMF). 

7.1.4 Step 4: Risk Assessment and Outcome of Review 

The SOC will review the application and assign a risk score, following the meeting an outcome will be 
communicated with the applicant within 10 working days: 

1. Approval (followed by confirmation letter outlining conditions of sponsorship) 
2. Conditional Approval 
3. Rejection 

https://warwick.ac.uk/services/ris/research-integrity/apply-sponsorship/
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4. Request for amendment or further clarification 

 

7.1.5 Step 5: Recording Study Details 

Key study details are recorded by the Research Governance Team. Researchers must notify of any 
changes and submit required study reports to sponsorship@warwick.ac.uk throughout the lifecycle of the 
study. For Warwick sponsored studies with University REC (BSREC or HSSREC) or non-NHS REC ethical 
approval the Annual Report to Sponsor Form should be completed and submitted within one month of the 
anniversary of their University sponsorship approval. 

 

7.2 Intention to Sponsor 

Some funders require confirmation of sponsorship at the grant application stage. To request this, submit 
the following to sponsorship@warwick.ac.uk: 

• Sponsorship Application Form 
• Study proposal with costings 
Draft protocol (plus any available participant documents)  

The application will be reviewed by the Associate Director Research Culture, Governance and Compliance 
(or delegate) and a second reviewer. If approved, a signed confirmation or letter of intention to sponsor will 
be issued. If funding is awarded, a full sponsorship application must be submitted as per the standard 
process. 

 

7.3 CI Departure from UoW 

If the Chief Investigator (CI) of a Warwick-sponsored study leaves the University, either: 

• A new CI must be appointed who holds a substantive UoW contract, or 

• Sponsorship must be transferred to another institution. 

In both cases, contact the Research Governance Team for guidance. A modification will likely be 
required (see SOP 6 for details). 

mailto:sponsorship@warwick.ac.uk
mailto:sponsorship@warwick.ac.uk

