1.0 Determining Sponsorship

The Department of Health Research Governance Framework
 requires all research within the NHS to have an identified Research Sponsor.  However, there are situations where research does not involve the NHS but a Research Sponsor is required for the purposes of making an application for NHS Research Ethical Review.  Both the Newcastle upon Tyne Hospitals NHS Foundation Trust (‘Trust’) and Newcastle University (‘University’) have registered with the Department of Health as Research Sponsors and the following research sponsorship arrangements have been agreed for research involving the ‘Trust’ and/or the ‘University’.  
1.1 Non-commercial research projects where Newcastle is the main research site
Where a non-commercial research project is instigated in Newcastle, and either the ‘Trust’ or ‘University’ is the lead or main site for the research, then the following research sponsorship arrangements will apply:

1.1.1 NHS patients, premises or facilities:

· For research involving ‘Trust’ patients, their tissue, organs or data then the ‘Trust’ will act as Research Sponsor 
· For research involving ‘Trust’ staff as research participants then the ‘Trust’ will act as Research Sponsor

· For research taking place on ‘Trust’ premises or using ‘Trust’ services or facilities then the ‘Trust’ will usually
 act as Research Sponsor

1.1.2 Healthy volunteer studies:
· For research involving only healthy volunteer participants (therefore recruited outside of the NHS) but where this research is carried out on ‘Trust’ premises or using ‘Trust’ services or facilities - for example healthy volunteer studies using the Clinical Research Facility (CRF) or the Clinical Ageing Research Unit (CARU) then the ‘Trust’ will act as Research Sponsor
.
· For research involving only healthy volunteer participants (therefore recruited outside of the NHS) and where this research is carried out by Newcastle University staff and using only Newcastle University premises and facilities, the ‘University’ will act as Research Sponsor
.  
1.1.3 Studies using human tissue

· Where new tissue samples are used for a research project obtained from NHS patients, even if these samples are to be analysed using Newcastle University labs and therefore transferred from the ‘Trust’ to the ‘University’ in accordance with the Human Tissue Act 2004, then the ‘Trust’ will act as Research Sponsor
· Where tissue is used for a research project from a licensed tissue bank where the licence is held by ‘Trust’, even if these samples are to be analysed using Newcastle University labs and therefore transferred from the ‘Trust’ to the ‘University’ in accordance with the Human Tissue Act 2004, then the ‘Trust’ will act as Research Sponsor

· Where tissue is used for research projects from a licensed tissue bank where the licence is held by Newcastle University, and all analysis will be carried out on Newcastle University premises using Newcastle University staff and facilities, then the ‘University’ will act as Research Sponsor
1.2 Non-commercial research projects where Newcastle is a participating site 

Where a non-commercial research project is instigated at another site and the ‘Trust’ or ‘University’ is only a participating site, it is the responsibility of the main NHS or University site to identify a suitable Research Sponsor.  Other NHS Trusts and Universities have different sponsorship arrangements and any one of the following could apply.  
· The lead or main NHS organisation may be Research Sponsor. 
· The lead or main university may be Research Sponsor even where the participants are NHS patients, NHS staff or involves use of their issue, organs or data.  
· There may be a joint sponsorship arrangement between the lead or main NHS organisation and the lead or main university.
NB:  In all of the above situations written evidence of research sponsorship must be produced to either Newcastle upon Tyne NHS Foundation Trust or the Newcastle University when applying for approval to conduct research in either institution.
1.3 Investigator-initiated projects (Funded by a commercial company but with a non-commercial Research Sponsor)

There are projects which are initiated by a clinician or research academic where funding is sourced from a commercial company.  These projects are referred to as investigator-initiated projects and as such are considered to be ‘non-commercial’.  In these situations a suitable non-commercial Research Sponsor must be identified.  Therefore, the arrangements as outlined in 1.1 and 1.2 above apply when determining Research Sponsor.
1.4 Commercial research projects 

The definition of a commercial research project is one that is funded and sponsored by a commercial company.  Therefore, it would be expected that where this research involves Newcastle upon Tyne Hospitals NHS Foundation Trust or Newcastle University, then the commercial company would act as Research Sponsor.  This would be the case whether Newcastle was the main site or a participating site.

Evidence of sponsorship is required in all commercial research projects through the research contracts/agreements produced and signed by the commercial company and signed on behalf of the ‘Trust’ by the CEO or by the ‘University’ by a member of the University Business Development Directorate.
Contact Details - Authorised signatories for NHS Research Committee Ethics (NHS REC) applications:
	Trust as Research Sponsor
	Newcastle University as Research Sponsor

	Ms Amanda Tortice (0191 2825959)

Amanda.tortice@ncl.ac.uk
Research Operations Manager
Or

Dr Lesley Hall (0191 2824823)
Lesley.hall@nuth.nhs.uk
Research Governance Manager

Joint Research Office

Level 6, Leazes Wing

Royal Victoria Infirmary
Newcastle upon Tyne
NE1 4LP 

Trust.R&D@nuth.nhs.uk
	Amanda Tortice (0191 2825959)
Amanda.tortice@ncl.ac.uk 
Research Operations Manager
Or

Mrs Jill Golightly (0191 2225170)

Jill.golightly@newcastle.ac.uk 

Head of the University Research Office

Or

Dr Douglas Robertson (0191 2225148)

Douglas.robertson@newcastle.ac.uk
Director of Business Development & Regulatory Affairs




� � HYPERLINK "http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962" �http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962�


� There are situations where ONLY Trust facilities are being used (eg, using space in a Trust lab) when a service level agreement may be all that is necessary.  This should be checked with the Joint Research Office prior to making a submission for Trust R&D approval by emailing � HYPERLINK "mailto:Trust.R&D@nuth.nhs.uk" ��Trust.R&D@nuth.nhs.uk�


� Where the facilities are considered ‘joint’ University/Trust facilities such as the CRF or CARU the decision has been made for the Trust to act as sponsor for all projects.


� The identification of a Research Sponsor is only necessary if an application is being made to an NHS Research Ethics Committee for the ethical review of the study.  While it is not compulsory for an NHS REC review for studies that fall outside of the remit of the Governance Arrangements for Research Ethics Committees (GafREC) paragraph 3.1 (see � HYPERLINK "http://www.nres.npsa.nhs.uk/applicants/help/faq/do-i-need-ethical-approval/" ��http://www.nres.npsa.nhs.uk/applicants/help/faq/do-i-need-ethical-approval/�), most NHS RECs will review projects on a voluntary basis under GafREC paragraph 3.2.  It is strongly advised that projects within the Medical Facility that involve human participants are reviewed by an NHS Research Ethics Committee, as these projects are more likely to be interventional (eg, healthy volunteer studies involving tests or blood samples etc).  It is situations such as these, where there is no NHS involvement, where Newcastle University will act as Research Sponsor for the NHS REC application form.  It must be noted that it is a requirement of Newcastle University that all studies involving human participants should receive some type of ethical review and if is not considered necessary for a full NHS REC review the project must be submitted to the Newcastle University Ethics Committee – see: � HYPERLINK "http://www.ncl.ac.uk/business-directorate/ethics/ethics_committee.php" ��http://www.ncl.ac.uk/business-directorate/ethics/ethics_committee.php�
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