Pump-prime grant invitation for clinical trials development

The Children’s Brain Tumour Drug Delivery Consortium (CBTDDC) will open a Pump Prime funding call at their Workshop on Clinical Trial Readiness for CNS Delivery, 8-9 November 2021, Nottingham. 

In March, we launched the Clinical Trials Working Group for CNS Drug Delivery. This group identified the main challenges in preclinical to clinical translation of paediatric CNS drug delivery devices as:

(1) a lack of specific funding for prototype development and/or scale-up for clinical trials; 

(2) difficulties in navigating the regulatory landscape; 

(3) a lack of accurate preclinical models; and 

(4) increased need for multicentric working.


‘State of readiness’ planning
This initial meeting has led to our November workshop on Clinical Trial Readiness for CNS Drug Delivery. Linked to this workshop, we are offering £30k pump prime funding for projects (up to £10k each) that will address challenges along the preclinical to clinical pathway to move trial proposals into an ‘advanced state of readiness’. In addition to the CBTDDC £30k fund, we are delighted that Abbie’s Army will be offering up to £10k for one project specific to DIPG drug delivery and trial readiness.
Funding is not intended for basic science research; proposals should demonstrate their capacity to deliver outputs that will demonstrably advance trial ‘state of readiness’. Eligible projects should aim to progress one of these areas:
· Convection Enhanced Drug Delivery
· Intra CSF therapy
· Electric Field Therapy
· Ultrasound blood-brain barrier disruption therapy
· Particle / polymer based drug delivery systems
· CNS-directed nanotherapies
· CNS-targeted immunotherapy / virus vector strategies.

Examples of funding proposals that will be considered include:
· Trial protocol development
· Regulatory consultancy 
· Clinical adoption consultancy
· Health economic consultancy
· Liaison between translational pharmacy and manufacturers of devices or drugs
· Trials network collaborative development
· Patient/Public Involvement activities (e.g. to ascertain compliance)
· Delivery device prototype refinement.

Timeframe
9 November 2021		– Pump prime funding call opens
22 December 2021 	– Application deadline; applications should be sent to cbtddc@nottingham.ac.uk
31 January 2022	 	– Applicants notified of funding decision.
[bookmark: _GoBack]Application criteria
· The Principal Investigator must be a tenured researcher or clinical equivalent 
· Principal and Co-investigators can be based at institutions in the UK or elsewhere
· Industrial partners cannot receive the funding but can be involved as collaborators 
· Applicants can apply for up to £10k pump prime funding per project
· Projects will have ended and all pump prime funds been spent/committed by 30th September 2022. 

Eligible costs
Eligible: reasonable travel, accommodation and non-staff research costs, including equipment and equipment access charges. Costs for a specialist’s time to write a trial protocol or provide regulatory consultancy are also eligible.
NOT eligible: Salaries and investigator time (with the exception of funded time to write a trial protocol or provide regulatory consultancy), project management costs, indirect costs, student stipends / fees.

Judging criteria 
Applications will be judged by an impartial panel, whose decision is final. Panellists will be selected (and communicated to applicants) once the application deadline has passed. If proposed projects are not of sufficient relevance or quality, CBTDDC will not award funding. 

	Scoring criteria
	Weighting

	1. Relevance to translational / clinical research in drug delivery to the brain
	25/100

	2. Likelihood of delivering outputs that will advance trial ‘state of readiness’ by 30th September 2022
	25/100

	3. Scientific excellence, including project design and feasibility
	20/100

	4. A clear route for how the project will lead in to future funding applications
	15/100

	5. Clear justification of funds requested, and evident value for money
	15/100



Terms & Conditions 
Collaboration
If a collaboration agreement is required, this must be in place before the project starts. 

Payment of the grant
The grant will cover directly incurred and identifiable costs of the research. The Host Institution must meet the Full Economic Cost of the research. 

Research involving human participants
Approval from the appropriate Research Ethics Committees is required if the research involves human participants or human biological samples.

Research involving animals
Where research involves the use of animals, it must have the approval of the local Research Ethics Committee. The Host Institution, the PI and the research must also have the necessary Home Office licences (or equivalent for research taking place outside the UK).	


	Name and institution of PI:


	Names and institutions of Co-Is (include details of the participating Clinical Trials Unit):


	Project title:


	Proposed Start and End Dates (Funds should be used / committed before 30th Sept 2022)


	Lay summary (maximum 100 words): 


	Project description

(1) Details of the project and the drug delivery technique (maximum 200 words):
Summary of the research, its aims and objectives. 

(2) Explain how the objectives and deliverables of the project will get the technique to an advance state of readiness for clinical trial (maximum 200 words):

(3) How will you achieve and measure the objectives and deliverables in Q2?
Include timescales and make it clear who will be responsible for delivery.

(4) How will this pump prime award help to leverage future funding? Which funding schemes will you apply to after completing this project?


	COST BREAKDOWN (max £10,000)

	Description of costed item
	Cost (£)

	
	

	
	

	
	

	
	

	Total amount requested
	

	Name and signature of lead applicant	

	Date



