            Sponsorship Request form

Please complete this form in accordance with Applying for NBT Sponsorship (RD/QMS/SOP/007).
Submit the completed form and supporting documents to researchsponsor@nbt.nhs.uk . The Sponsorship Team will review your request and confirm the outcome by email.

Applications that are incomplete or missing required documents may be returned for amendment.

Section 1 - Basic Information
	Project Full title

	

	Project Short Title

	

	IRAS Number (if known)

	

	R&D Number (If available)

	

	Chief Investigator’s name and email address
	

	Chief Investigator’s Substantive employer (NHS Trust/University)
	

	If the CI is not employed by NBT, do they currently hold a valid honorary contract or Letter of Access?
	

	Please identify any financial, institutional, professional or personal conflicts of interest held by the CI or study team members.
	

	Primary point of contact (if different to Chief investigator)
	



[image: ]		
Section 2 – Study Details
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	                          Please refer to www.nbt.nhs.uk/research to ensure the latest version of this document is in use.
         Printed copies are uncontrolled
	Type of study
	☐ Clinical trial of an investigational medicinal product (CTIMP)
☐  Clinical trial of an investigational medical device
☐  Combined trial of a CTIMP and an investigational medical device
☐  Other clinical trial to study a novel intervention or randomised clinical trial to   
      compare interventions in clinical practice
☐  Basic science study involving procedures with human participants
☐  Study administering questionnaires/interviews for quantitative analysis, or 
     using mixed quantitative/qualitative methodology
☐  Study involving qualitative methods only
☐  Study limited to working with human tissue samples (or another human   
     biological samples) and data (specific project only)
☐  Study limited to working with data (specific project only)
☐  Research tissue bank
☐  Research database

	How many UK participating sites do you intend to include?
	

	What is the overall target recruitment and expected recruitment period?
	

	Does your study involve children?
	



Section 3 – Sponsorship criteria
	If you have said yes to any of the below, please contact the sponsorship team to discuss further as this may fall into a higher risk category and may require further discussions.
	
	

	Criteria
	Yes
	No

	The study is a first in human investigation (drug or Device)
	☐
	☐
	The study involves Advanced Therapy Medicinal Products (ATIMPs)
	☐	☐
	The study includes healthy volunteers?
	☐	☐
	The study plans to include sites outside the UK?
	☐	☐
	The data or samples will need to be transferred outside of UK?
	☐	☐
	The Chief Investigator does not work for NBT and does not hold an honorary contract with NBT
	☐	☐
	The study is an academic project undertaken as part of an academic qualification including Undergraduate, Postgraduate or PhD degrees *
	☐	☐
	The study plans to involve co-sponsorship with another organisation?
	☐	☐
	* NBT only sponsors academic projects in exceptional circumstances. For MSc projects there is an expectation that the academic organisation would act as sponsor.



Section 4 – CTIMP/ Device studies
If your project does not include a CTIMP or device, please go to Section 5.
	Please provide details of the IMP/Device:
(Name, Status UKCA, Marketing authorisation, Target population)
	

	Who will provide the IMP/Device?
	

	Have you discussed this study with NBT pharmacy?
	☐ Yes (If yes, please provide evidence of this when submitting this form)
☐ No
☐ Not applicable




If a CTIMP study:
	Risk Category
	Tick

	Type A (authorised product test in line with its marketing authorisation)
	☐

	Type B (authorised product tested according to treatment regime outside marketing authorisation 
	☐

	Type C (non- authorised products) 
	☐



If a Device study:
	Type of Device:
	Tick

	UKCA Marked Device used within its intended purpose 
	☐

	UKCA marked device which has been modified or will be used outside its intended purpose 
	☐

	Non UKCA marked 
	☐

	Other
	☐



Section 5 – Funding
Please complete this section only if you have confirmed funding. If not, please go to Section 6

	What is the source of your funding?
	

	Was your funding obtained via the NBT grants and development team?
	

	Has your funding been fully costed by the grants team?
	

	Have Sponsorship fees been factored into the study costings, in accordance with the R&D Sponsorship & trial management fees policy?
	



Section 6 – Additional Questions

	How will the cost of your project be met? (Please leave empty if you have completed section 5)
	

	Is the study RDN portfolio eligible?
	

	Are there any Collaborators/Partners involve
	

	Is the study being supported by a trial’s unit, if so, which one
	

	Expected study start date
	

	Expected Study end date
	



SECTION 7 – Document Checklist
	Please indicate which supporting documents you are submitting alongside this application (the specific supporting documents you need to submit are determined by your answers to the above questions).

	Draft Protocol
	☐	☐
	Evidence of Peer Review
	☐	☐
	Full breakdown of costs
	☐	☐
	Evidence of Funding
	☐	☐
	Evidence of discussion with Pharmacy (CTIMPS only)
	☐	☐
	Evidence of discussion with Support Departments (e.g., Radiology, Labs, Pathology)
	☐	☐
	Evidence of discussion with Research Nurse and delivery team
	☐	☐
	Evidence of support from Divisional manager (if required)
	☐	☐



Sponsorship Reviewer Recommendation (For Internal Use ONLY)
	Sponsorship Recommendation:

Approve ☐
Approve with conditions ☐
Decline ☐

Rationale:




	Name of Reviewer:


	Date reviewed:




	


NOTE:

You are making an application for NBT to act as Sponsor for a study.
For any study that NBT subsequently agrees to sponsor, the following will apply:
· The Chief Investigator will have overall responsibility for ensuring that the study is conducted in accordance with all applicable regulations and in accordance with NBT SOPs available on the NBT website at: www.nbt.nhs.uk/research
· The Chief Investigator must agree to the NBT Terms & Conditions of Sponsorship (RD/QMS/TMPLSOP/007b) and to accept their delegated responsibilities under the Delegation of Responsibilities (RD/QMS/SOP/007c), as outlined in the SOP on Applying for NBT Sponsorship (RD/QMS/SOP/007).
· The Chief Investigator will be accountable to the Sponsor.
· Sponsorship may be withdrawn where the Chief Investigator fails to comply with the NBT Terms & Conditions of Sponsorship.
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