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Request for NUH to be Research Sponsor

V1.0 01/03/2010
Please complete, save and return together with the study protocol and where appropriate; evidence of peer reviews, evidence of funding, and copies of the protocol and all study documentation to: rdappl@nuh.nhs.uk.

	Section 1 – To be completed for all projects



	Study Title:


	Name of Chief Investigator:
Chief Investigator’s employer:


	Contact Details:

Name (if different from above)                                                 Dept:
Telephone:                                                     Email:


	Have you previously asked any other organisation to sponsor this study?
Yes     FORMCHECKBOX 
      No     FORMCHECKBOX 
    If yes who?

If another organisation has refused to be sponsor what reason did they give?



	Section 2 – About the Study


	Does this study involve a medicine                   Yes     FORMCHECKBOX 
    No     FORMCHECKBOX 
    Don’t Know     FORMCHECKBOX 

Is this study Clinical Trial of and

Investigational Medicinal Product (CTIMP)      Yes     FORMCHECKBOX 
    No     FORMCHECKBOX 
    Don’t Know     FORMCHECKBOX 
    If yes notes in section 6

Is this study a Clinical Trial (not CTIMP)          Yes     FORMCHECKBOX 
    No     FORMCHECKBOX 
    Don’t Know     FORMCHECKBOX 
    If yes notes in section 6

Is this Study Clinical                                         Yes     FORMCHECKBOX 
    No     FORMCHECKBOX 

Is this a Pilot study                                           Yes     FORMCHECKBOX 
    No     FORMCHECKBOX 


	Does this study form part of an educational qualification?    Yes     FORMCHECKBOX 
    No     FORMCHECKBOX 

If yes select equivalent level       FORMDROPDOWN 

For student research below Doctoral level the academic supervisor should act as Chief Investigator and their employing University should normally act as sponsor


	Section 3 – Sites


	Is this study Multi-centred                         Yes     FORMCHECKBOX 
    No     FORMCHECKBOX 
    If no continue to section 4

                

	Approximately how many centres do you anticipate becoming involved in the study?

Will these centres include sites?    Within the UK     FORMCHECKBOX 
    Within EU     FORMCHECKBOX 
    Other International      FORMCHECKBOX 

Please identify participating countries outside the EU.



	Section 4 – Resources


	What organisation may/will be funding this study?

What is the status of this application?

  No yet applied     FORMCHECKBOX 
   Awaiting Outcome    FORMCHECKBOX 
    Awarded                     FORMCHECKBOX 

What aspects of the costs will the grant cover (tick all applicable)

Research Costs     FORMCHECKBOX 
    NHS Overheads     FORMCHECKBOX 
    R&D Support Costs     FORMCHECKBOX 
     Excess Treatment Costs     FORMCHECKBOX 

Please include a copy of any grant application with the submission



	Has a Network been approached yet about adopting this study

                            Yes     FORMCHECKBOX 
    No     FORMCHECKBOX 
    If yes which Network?     FORMDROPDOWN 



	Will this Study require support from any other departments?

Pro-formas should be completed for feasibility with the appropriate personnel.

Pharmacy          Yes     FORMCHECKBOX 
    No     FORMCHECKBOX 
    
Radiology          Yes     FORMCHECKBOX 
    No      FORMCHECKBOX 
    


	Section 5 – Review


	Have you taken advice from a Research Design Service

                         Yes      FORMCHECKBOX 
    No     FORMCHECKBOX 
    If yes which Unit?



	If No who has provided statistical advice


	Type of Peer  Review Evidence                          None                                                FORMCHECKBOX 

Funder’s Review 1                                   FORMCHECKBOX 
             Funder’s Review 2                            FORMCHECKBOX 

Academic Supervisor’s Review 1            FORMCHECKBOX 
             Academic Supervisor’s Review 2      FORMCHECKBOX 

Other Documented Review 1                  FORMCHECKBOX 
             Other Documented Review 2            FORMCHECKBOX 

Evidence that the funder will undertake or has undertaken robust, documented scientific peer review

Document included                                 FORMCHECKBOX 
    Or hyperlink

	Section 5 – Statement of Relevance and Importance



	For studies which are not a high priority for adoption on the NIHR Portfolio it may be necessary for the host division to meet the service support costs and/or overheads associated with this study.  You are given an opportunity here to outline why you believe the NHS and the Division should support this research given their limited funds to support R&D activity.

This statement will be provided to the Divisional reviewers who will also review the feasibility of the study at this site.



	Section 6 – Notes for studies requiring registration



	Clinical Trials of Investigational Medicinal Products (CTIMPs) must be registered with the MHRA and a EUDRACT Number and Clinical Trial Authorisation (CTA) obtained.
In addition many publications will only publish data on clinical trials (not just CTIMPs) that are registered on a publicly accessible database prior to commencement.

NUH R&D may not be able to fund registration or annual fees, all costs associated with a CTA or trial registration must be included as part of the funding application.  For more information please see our website.  Where funding is not being applied for please contact the R&D Dept to discuss arrangements.  For information on MHRA fees please see: http://medicines.mhra.gov.uk/ourwork/licensingmeds/types/clintrialdir_auth.htm#7


