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ICR-CTSU Prioritisation of Research Activities 
As an academic clinical trials unit, ICR-CTSU has a prioritisation process for its research activities to ensure the continued strategic development of its clinical trials portfolio.  Separate documents provide information for Chief Investigators about working with ICR-CTSU and detail how ICR-CTSU manages the life-cycle of a trial.

Within this framework, prioritisation given for ICR-CTSU’s development and its adoption of individual trials is based on the following criteria:

· Aims of trial consistent with and embedded within ICR-CTSU strategy

· Importance, relevance and potential of the trial’s scientific question to contribute to the worldwide evidence base and impact on clinical practice

· Clinical relevance and priority as assessed by the respective NCRI Group and other relevant professional organisations 
· Expectation for development or expansion of a sustainable and systematic programme of research

· Integrated translational research

· Integration of associated research (patient-reported outcomes, Imaging) or opportunities for development of such

· Novel design aspects requiring methodological consideration

· Scope for building collaborations and for developing existing networks

· Relevance and priority according to scientific strategy of ICR/RMH and CRUK
· Feasibility of recruitment based on expected incidence and competing trials

· Experience of the proposed Chief Investigator and associated researchers and expectations for partnership working

· Availability of expertise and capacity within the ICR-CTSU

· Potential development opportunities for ICR-CTSU staff.
Details of ICR_CTSU’s trial portfolio is available at:

https://www.icr.ac.uk/our-research/centres-and-collaborations/centres-at-the-icr/clinical-trials-and-statistics-unit/clinical-trials

In order to assess priorities, basic information about the proposed trial or trial concept is requested on the Trial Outline Form.

· The Trial Outline Form can be completed by the proposed Chief Investigator and submitted to ICR-CTSU at:  ctsu@icr.ac.uk or can be completed in discussion with ICR-CTSU staff.

· It is recognised that some studies will be more developed than others at the point of initial discussions with ICR-CTSU.  Potential CI’s are encouraged to contact ICR-CTSU early on in the development of the trial concept.

· If a trial proposal/concept satisfies criteria for development by ICR-CTSU, the design and feasibility of the proposed study will be discussed further with the CI and other relevant investigators/collaborators.

Once a “final” draft design is agreed, ICR-CTSU will work with the CI to develop the proposal into a funding application (subject to ICR approval in principal for continuation of grant submission via the Notification and Approval of Grant Application Initiation process).  

Priority will be assessed by the ICR-CTSU Director and ICR-CTSU Deputy Directors with involvement of other senior ICR-CTSU staff as appropriate.  
Trial Outline Form for ICR-CTSU prioritisation
	Chief Investigator (CI):


	

	CI’s host institution:


	

	Short study title:
	

	
	
	
	Please circle:

	Disease site:
	
	Phase:
	I
II
III

	Clinical setting:
e.g. early/advanced disease neoadjuvant, peri-operative, adjuvant, metastatic, 1st line/2nd line relapse
	
	Randomised:
	Yes
No

	
	
	Location:
	UK

International

	Control treatment / standard care:
	
	Approximate number of sites:
	single site

<5 local/specialist sites

5-15 sites 

15+ sites 

	Experimental treatment:
	
	Approximate number of patients:
	<25

25-100
100+

1000+

	Proposed funding model:
	CRUK

NIHR

Other

Industry
	Approximate UK incidence / no. of eligible patients per annum 
	

	If “other” or “industry”: please specify funder / company:


	
	If “industry”: what will the company provide?

	free/discounted drug

(potential) funding to cover some/all research costs

	If industry collaboration, what is the companies expected output?
	Publication only

Data access 

Licensing intent

	Key academic collaborators (name, institution):


	

	Key research question(s):


	


	Trial design – please provide brief details where appropriate / possible

	Possible endpoints:


	

	Translational/biomarkers:


	

	Health economics:


	

	Patient reported outcomes:


	


Why is the trial particularly important? Please tick all relevant statements. 

	Experimental arm may become control arm of future trials


	
	May lead to change in clinical practice
	

	First in class (of agent)


	
	Proof of biological concept


	

	First in man for new agent or novel combination


	
	Unlikely to be done outside the UK


	

	First trial in this group of patients


	
	Will contribute significantly to international knowledge base
	

	Largest trial in this group of patients

	
	Will lead to new guidelines   
	


	Yes
	No


Has this study been discussed by NCRI Site Specific Group or other professional group?            


(delete as appropriate)

	Name Name of group: 


	


	ICR-CTSU use:
	Date received:
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