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UKCRC Registered Clinical Trials Units Collaboration Request Proforma

Name of Study/Trial
	


Enquirer

	Name
	

	Position
	

	Employer
	

	Email
	

	Telephone
	


Chief Investigator
	Name
	

	Tel
	

	Email
	


Protocol status
	□ none                              □ outline                                  □ full

	□ attached


BACKGROUND INformation
	1. Question/Disease Area
	

	2. Importance/relevance to NHS priorities
	

	3. Patient and Public Involvement - describe how patients and/or the public will be involved in the study design and management
	

	4.
Have you performed a literature review? 
If a protocol is not attached, please list a maximum of 5 key references for the proposed area of research.

	5.
Background to clinical/public health problem (include demographic/frequency of condition/problem/resource implications)
	


6. CTU Services Required* 
*Please indicate which resources will be required. If you wish to have the CPTU as your official trial unit, you will have to select oversight for the main activities.
	Resource
	Oversight
	
	
	Resource
	Oversight
	

	
	
	Study/trial design
	
	
	
	Statistical reports for DMC

	
	
	Statistical design and analysis
	
	
	
	IMP Management

	
	
	Costing
	
	
	
	SOP development  and CRF design

	
	
	Grant application writing
	
	
	
	Regulatory and Ethics submissions (Including amendments, annual reports etc) and reports

	
	
	Literature review
	
	
	
	Information technology (database build, remote data capture etc.)

	
	
	Trial/Study management (in accordance with Research Governance Framework)
	
	
	
	Health Economics

	
	
	Randomisation and unblinding
	
	
	
	Specimen /Tissue Management 

	
	
	Pharmacovigilance
	
	
	
	Flagging / passive follow-up

	
	
	Data Management (including data cleaning, monitoring)
	
	
	
	Patient/public involvement

	
	
	Coordination of DMC/TSC etc
	
	
	
	Recruitment​

	
	
	
	Access to other methodologist / Other, please specify:

__________________________________________________________________________


	Do you need assistance with the sample size calculation?

	Yes/No
If yes, please provide the following information

	An estimate of your primary study outcome for the control group (for example response rate).
	

	Also think about a clinically significant difference you would want to observe between groups.
	

	Please provide sources/justification from pilot work/ literature.
	


Research
	7.
Aims and objectives
	

	8.
Please describe your project in terms of PICOS (Population, Intervention, Control, Outcomes, Study/Statistical design).

	8a.
Patient group/Target population:
Age range:
	

	8b.
Intervention(s):
	

	8c.
Control
	

	8d. Primary endpoint(s)
	

	8e.
Secondary endpoint(s)
	

	8f.
Study design (e.g. RCT, pilot study, blinded, cluster randomised, split sample, cross over, case control study etc.):
	

	9.
Sample size (estimated or actual):
Please provide figures to demonstrate that trial can expect to recruit on target.
	

	10.
Anticipated number of sites:
- UK

- International
	

	11. IMP(Incl. placebo)/medical device details

License / CE status
	

	12.
Sponsor:
	

	13.
Duration of:

- Recruitment

- Treatment

- Follow-up

- Total duration
	


14. consort diagram
<Insert diagram here>
15. Funding status:

	Name of funder
	Funding status
	Deadline for new submissions
	Type of Application*
	Date of award
	Estimated grant total

	
	
	
	
	
	

	
	
	
	
	
	


* Outline/Full/One-stage
16. Other
Portfolio

Do you envisage this study to be part of the National Institute for Health Research Clinical Research Network Coordinating Centre (NIHR CRN CC) Portfolio Database?

If so, which research networks would be involved:-

(eg. Comprehensive Local Research Network (CLRN), National Cancer Research Network (NCRN), Primary Care Research Network (PCRN))

CTU
Have you previously approached a CTU regarding this study?
If yes, what was the outcome?

Please check above information with CI before submitting to CPTU
FOR CPTU USE ONLY

Scientific Lead:

Does study/trial map on Centre for EMS research?
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