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Site Selection Feasibility Checklist (Trust Sponsored Studies)
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS SOP TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
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Registration of Interest/Site Feasibility Assessment 

[This template can be adapted according to the requirements of a specific clinical trial by adding or removing sections as appropriate.  Please consider all the important issues before deciding if a site can be a participating site.]

If the study protocol has already been sent to you, please keep it confidential. 

	1. Project Information – (To be completed by the Sponsor)

	Study Title
	

	Study Type
	

	Sponsor
	

	Site name and address


	

	Principal Investigator (include email and tel. number)
	

	Details of Site R&D Contact (include email and tel. number)
	

	Details of Site Research Team main contact (include email and tel. number)
	

	2.Recruitment Information

	Why have you expressed an interest in this study?


	

	Why will this study appeal to your patients?


	

	Approx. number of patients with [enter relevant condition as per trial protocol] seen per year at your site that would meet the inclusion criteria

	

	Approx. number of patients with [enter relevant condition as per trial protocol]expected to be seen by participating investigators at your site  per year 

	

	When would you reasonably expect to see/have seen another patient who would meet the inclusion / exclusion criteria?

	

	How will you identify and recruit potential participants to this study? From which departments and by whom? Do you run 24/7 research?
If this strategy is inadequate what is your contingency plan?


	

	What experience do you and your team have in running clinical research studies? 
Please give details

	

	Have you been involved in any studies in [enter relevant condition as per trial protocol]?
If yes, please give details


	

	How many physicians at your [site/department] are currently principal investigators on clinical research studies?
Are there new physicians willing to be involved with research and support the study?

	

	Are you aware of any competing studies either ongoing or in set-up at your site (looking at the same patient population as this trial)?
If yes, please give details
If "Yes", Do you think the competing trial will affect our trial enrollment?
If "No", please kindly state why not.
	

	What is the planned recruitment target for this study?
	

	What is the target time for recruitment and is that a feasible target?
	

	Please indicate which studies of your (if any) have had delayed recruitment of their first patient and the reasons why
	

	Are there any local issues that you are aware of that may hinder recruitment into the trial at your site?
If yes, please give details


	


	Capacity Information

	Will you have the necessary research team capacity, time and resources and oversight to conduct the study according to protocol (e.g. staff to carry out screening and trial specific assessments and to collect data and complete CRFs)?
Please give details:
	

	Please provide details of any specialist expertise or training required for the study which might impact on site feasibility 
	

	Do you have the necessary equipment to be able to conduct the study?

[List equipment e.g. MRI and CT scanners, specialist blood pressure measuring devices, centrifuge, specimen refrigeration etc.] 


	

	Do you have the necessary facilities to be able to conduct the study?

[List facilities, e.g. pharmacy, pathology, designated clinical space, storage, etc.] 

Please describe the facilities that are available to you.
	

	Do all required support departments have the capacity to effectively deliver the study? Consider ALL support departments as per study protocol.

	

	If using labs are they accredited?

(If yes please attach the certificate)
	

	Please describe any other study requirements, practicalities or issues at site which might have an impact upon feasibility 

	

	Please provide details of the staff 9quantity of research nurses, CTAs, study coordinators) who will support the research and any additional staff being recruited to support this research. If additional staff are required, what stage of the recruitment process are you at and will this delay opening?
	

	How long does it typically take for you to start a study of this type?  From receipt of study documents to SIV.
	

	Are you aware of all financial implications for your site in participating in this study? [List all relevant costs e.g. Excess Treatment Costs, pharmacy costs etc.]
	

	Are there any challenges or risks to recruitment and delivery of the study that you are aware of at this stage?
If yes, how can we as Sponsor help with these issues?
	

	What is your contractual framework for research at site? (Model agreement/SOECAT/OID)
	

	Other comments in support of your application.

	


	Additional Information from the Research Office
	

	Completed by

	


Signature:


   Print Name:
  


  Date:   
Please return completed forms to: 

[Name of trial] Coordinator, 

Tel: 01904 -XXXXXX 

Email: 
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