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CCTU Collaboration Request Form
Please complete all response fields below and send this form to cuh.cctu@nhs.net
The completed form should be submitted to the CCTU for consideration at least 20 days prior to the funding application deadline (or internal funding review deadline).
The CCTU can only be the registered CTU for the proposed trial if it has involvement in the main trial activities, including trial coordination, statistical design & analysis and data management. 
The completed collaboration request form will be reviewed within the CCTU.
	General Information

	Trial title and acronym
	

	Chief Investigator name and contact details
	

	Point of contact name and contact details (if different to CI)
	

	Proposed Sponsor 
	The substantive employer of the CI

	Describe the clinical trials experience of the CI and key collaborators

	


	Research Background

	Which research theme best fits the proposed area of research
	Core, Cardiovascular, Neuroscience, Neurosurgery/Surgery, Oncology, Vasculitis (delete as applicable)

	Summarise the research question(s), aims and objectives (primary, secondary and exploratory endpoints)

	


	Provide background information (problem and solution provided by this research)

	


	Research Details

	Type of trial
	CTIMP, ATMP, Device, non-CTIMP (interventional) non-CTIMP (Observational)

	Please check the Clinical Trial Algorithm to determine if your trial is a CTIMP:
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/949145/Algorithm_Clean__1_.pdf

	Describe your research in terms of PICOS:

	P – Patient group 
	


	I – Intervention(s)
	


	C – Control arm
	


	O – Outcomes & follow-up
	


	S – Statistical/trial design
	


	Please attach any draft protocol documentation available at this stage

	Are you planning a pilot or feasibility trial/phase
	Y/N – if yes, provide details

	Are you planning a dose escalation/finding trial/phase
	Y/N – if yes, provide details

	Are you planning exploratory/translational research
	Y/N – if yes, provide details

	Are your Primary or Secondary Outcomes laboratory derived
	Y/N – if yes, provide details

	Are your Primary or Secondary Outcomes derived from imaging or other technical facilities or specialist equipment
	Y/N – if yes, provide details

	Please attach a trial Gantt chart if this is available at this stage

	Sample Size (if performed or estimated)
	

	No of participating sites in the UK
	

	No of International Sponsors & sites
	Please include Sponsor name(s) if known at this stage

	Estimated recruitment rate (eg 1 pt per month per location)
	

	Duration of recruitment for the entire trial
	

	Duration of participant screening, treatment and follow-up per participant
	

	Duration of long-term follow-up if planned
	

	Estimated total trial duration
	

	Please provide details of the Patient and Public Involvement (PPI) planned for the trial and how this has or will be considered in relation to the trial design and protocol development.  Include details of how recruitment and follow-up may be impacted and how the trial plans to implement equality, diversity and inclusion guidance.

	


	Are there any barriers to recruitment or participant retention with the current research proposal?  Include details of exclusion rates for the intervention and plans for the follow-up of patients outside of the hospital setting (e.g. long-term follow-up or participants transferred outside of the trial setting)

	


	Statistics

	To support sample size calculations and trial design discussions, please provide the following information/documentation:
· An estimate of your primary outcome measure for the control group (e.g. response rate expected without the intervention)
· The clinically significant difference you would want to observe between groups to make this trial convincing/change standard practice
· What events could prevent the primary endpoint from being observed or change its interpretation (Inter-Current Events) and thus may require consideration to define the scientific question. Examples include: death, loss to follow-up, withdrawal from treatment. 

	



	Funding & Financial Support

	Proposed funder & funding stream/call
	

	Application submission deadline
	

	Internal review submission deadline
	

	Anticipated application outcome date
	

	Estimated grant ceiling total (if known)
	

	Other Financial Support (e.g. Drug supply, equipment provision, staff funding etc)
	

	Has this proposal or one similar, previously been submitted to a funding body
	Y/N – if yes, provide details

	Involvement of Other Parties

	Have you engaged with the Research Support Service (RSS)?
	Y/N

	Have you approached any other CTU regarding this trial?
	Y/N – if yes, provide name of CTU

	Have you engaged with the Office of Translational Research (OTR)?
	Y/N – if yes, provide details

	Please list all potential vendors required for the trial (e.g. IMP supply, Laboratories, healthcare providers, specialist system providers – apps, websites, patient recruitment etc)

	

	CCTU Services Requested – Tick as required

	Statistical design and analysis, including interim statistical reports for trial committees

	☐
	Trial management (including development of essential documentation, regulatory submissions, set-up and management of participating sites, management of the TMF, IMP/device oversight, management of trial compliance, trial close-down & archiving).
	☐
	Randomisation system provision & management

	☐
	Database/EDC (electronic data capture) build & maintenance 

	☐
	Data Management & CRF design (including data cleaning and query response management)
	☐
	Grant/trial finance management

	☐
	For CUH/UoC Sponsored CTIMP, the Regulatory Team will undertake Sponsor Oversight, which includes, trial oversight & review, monitoring and pharmacovigilance.  
	☐



	Ensure you are using the current version of this document.  Notify any changes required to the relevant QA Manager
This document is reviewed and updated in line with emerging evidence or local requirements at least every three years CCTU/TPL004/V3
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