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Terms and Conditions of Sponsorship
(NON-CTIMP NHS HOSTED)
Acceptance by the University of Southampton (UoS) of the role of Research Sponsor is dependant on the following conditions and criteria, which must be referred to and followed by the Chief Investigator before Sponsorship becomes valid. 
Definitions


Chief/Principal Investigator
The person responsible for the conduct of a research study. Where a study is conducted at more than one centre each place may have a Principal Investigator who reports to the Chief Investigator. 
Good Research Practice
A standard for the design, conduct, performance, monitoring, auditing, recording, analyses and reporting of research studies that provides assurance that the data and reported results are credible and accurate, and that the rights, integrity and confidentiality of study participants are protected. 
Protocol

A document that describes the objectives, design, methodology, statistical considerations (or other methods of data analysis) and organisation of a research study. 

Research Ethics Committee

An independent body consisting of medical/clinical professionals and lay members whose responsibility it is to ensure the protection of the rights safety and well being of participants in a research study by, among other things, reviewing, approving and providing continuing review of study protocol, amendments and of the methods to be used in obtaining and documenting the informed consent of the study participants.
Research Sponsor

An individual, company institution or organisation which takes responsibility for the initiation, management and sometimes, but not necessarily, the financing of a research study. 

Research Study

A planned piece of research involving data collection, which includes clinical and non clinical trials, qualitative and quantitative studies.

1.
Approvals

1.1
Approval must be obtained for the Research Study from the appropriate Research Ethics Committee (REC) (and NHS Trust or school where appropriate), before the research can commence. 
1.2
The research may not commence at any NHS site until the research study has received R&D approval from the relevant NHS Trust.
2.
Commencement of the Research
2.1
The research must commence within 12 months of the date of approval. In the event that the research does not commence within 12 months the Chief Investigator must provide the University of Southampton (UoS) and the relevant REC with a written explanation for the delay. 

2.2
In the event that the research does not commence within 24 months of the date of signing these terms and conditions the UoS’s agreement to act as Research Sponsor will be suspended and a new application for sponsorship must be submitted. 
2.3
Research may not commence at any site not included in the original ethics application without a Site Specific Assessment having been carried out, and the extension of a favourable ethical opinion to the new site.
2.4
All investigators conducting research involving the NHS must possess a valid research passport or hold an honorary research or clinical contract with the relevant NHS Trust before commencing any such research.  
3.
Conduct of the Research
3.1
All research studies must be conducted in accordance with a study protocol that has been written in accordance with the International Conference on Harmonisation Guidance for Good Clinical Practice and Good Research Practice, as laid out in the UoS Research Governance, Academic Integrity and Ethics policies.  
3.2
The Chief Investigator and all other members of the research team must have the necessary expertise, experience and be adequately qualified to conduct the study successfully and in accordance with the relevant principles of Good Clinical Practice and the NHS Research Governance Framework for Health and Social Care. 
3.3
The Chief Investigator must notify and where necessary obtain approval from the relevant REC, NHS R&D Department and the UoS Research Governance Office for any modifications, changes or amendments to a research study. 

3.4
All Research Studies must be conducted in accordance with all applicable national and international legislation, regulations, guidelines and local policy. 
4.
Sponsor Responsibilities

The UoS as Research Sponsor will:

4.1 Assess the adequateness of any independent expert review.
4.2 Ensure that the Chief Investigator has the necessary expertise, experience and qualifications to conduct the study.

4.3 Provide a formal written agreement of the sponsorship conditions and formal notification of sponsorship. 

4.4 Provide the necessary insurance to cover the Chief Investigator and research team. 

4.5 Determine the arrangements for monitoring research studies. 

4.6 Provide advice and guidance on study management, conduct and applicable legislation, guidelines and policies.
4.7 Determine the acceptability of the archive arrangements proposed by the Chief Investigator. 

5. Chief Investigator’s Responsibilities

The Chief Investigator of the Study must: 
5.1
Obtain approval from the relevant REC. 
5.2
Obtain approval from the relevant NHS Trust R&D Department (where appropriate.)

5.3
Ensure that the members of the research team have the necessary expertise, experience and qualifications to perform their roles. 

5.4
Act in accordance with all regulations set out by the appropriate professional bodies. 

5.5
Maintain in a secure location an Investigator Site File containing all of the essential documents and correspondence relating to the research study.

5.6
Allow UoS staff access to members of the research team, relevant documents, equipment and medical records (if appropriate consent obtained) for the purposes of monitoring. 

5.7
Record and review significant developments that may affect the study, particularly those which put the safety of the individuals at risk or affect the scientific value of the study, and report these developments to the UoS. 

5.8
Record and report to the relevant REC and UoS all untoward occurrences that may occur in the course of a study, and include at the same time a classification of causality, seriousness and expectedness; within 24 hours of becoming aware of the occurrence. 
5.9
Maintain a record of all incidents that occur in the course of a research study and provide a copy of this report to the UoS annually on the anniversary of the signing of these terms and conditions. 

5.10
Notify the UoS, relevant REC and where appropriate NHS Trust of any significant news, amendments or modifications of the study. 
5.11
Inform the UoS, relevant REC and where appropriate NHS Trust of the end of the study within 90 days of its conclusion. 

5.12
Inform the UoS of any publications or Intellectual Property arising from the study.
5.13
Arrange for suitable archiving facilities which must be agreed upon prior to commencing the study. Such arrangements to take into account security and environmental considerations. 

6.
Termination of Sponsorship 

The UoS as Research Sponsor may suspend or terminate the research study if:

6.1 One or more of these conditions are not adhered to;

6.2 If there is poor or excessive recruitment, safety concerns or suspected fraud; or

6.3 If any modifications, changes or amendments result in the invalidation of one or more required approvals. 
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