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SITE FEASIBILITY QUESTIONNAIRE
The following required elements are included to provide input on the feasibility of conducting a study at your site.   The protocol is provided separately.  Modified from CTN SOPPM 09: Site Feasibility Questionnaire.
Protocol Number and Title of Study: _____________________________________________
	1. STUDY RECRUITMENT
	YES
	NO
	N/A

	a) Do you have the study population who meets the inclusion/exclusion criteria?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Of those patients who meet the inclusion/exclusion criteria, how many would realistically enroll into the study over the recruitment period? Consider: Do patients have far to travel? What is the time commitment? Do patients have to change their current medication regimen? 
	________


	2. PERSONNEL
	YES
	NO
	N/A

	c) Do the Qualified Investigator and clinical research staff have the credentials and expertise to conduct a study in the intended therapeutic area?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d) Has the individual(s) responsible for study conduct completed GCP Training in the last 2 years? Note: evidence of training will be requested
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e) Does the Qualified Investigator and other site personnel have adequate time to conduct the study?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f) Will the site have a dedicated study coordinator/research nurse and appropriate support staff for this study?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	3. SITE QUALIFICATIONS AND OTHER DEPARTMENTS  e.g. Labs, Pharmacy, Medical Records
	YES
	NO
	N/A

	a) Does the site have Standard Operating Procedures (SOPs) for conducting clinical research in place? 
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Does site have adequate space for conducting study visits (e.g. exam room(s), interview room(s))?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Does the site have sufficient equipment for conducting study visits?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d) Does the site have adequate space for storing study supplies and records?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e) Does the site have adequate space for monitors during monitoring visits?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f) Does the site have a locked storage area with limited access for storage of study product?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g) Does the site use an Electronic Medical Record System?
If yes, what is the process required for review by Sponsor/SI or Monitor:

	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a) Do the other departments have the appropriate qualifications to undertake their role: (e.g. certifications, storage space, SOPs, training)
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	4. RESEARCH ETHICS BOARD /CONTRACTS AND FINANCE
	YES
	NO

	a) How often does your REB meet? ___________________________
	N/A
	N/A

	b) What is the review time for REB reviews:

______________________________________________________
	N/A
	N/A

	c) What is the timeframe for contract approval at your site:

_______________________________________________
	N/A
	N/A

	d) Can the two processes be completed simultaneously?
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Other Comments/Issues:


	N/A
	N/A


	Feasibility Questionnaire Completed By: 

	Name, Title and Date:

(Site Personnel)
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