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                                                         Site Feasibility Questionnaire Sample

Feasibility – Response Listing

	Question/Prompt
	Response

	Institution (Site Name)
	e.g. Fraser Health – Multiple Sclerosis Clinic, Burnaby Hospital 

	Completing Person (Name)
	

	Completing Person (Title)
	

	Based on the information that has been provided in the study synopsis, is your site interested in participating in this study?
	

	The sponsor is also looking for qualified sites for a trial in patients with other diagnose (e.g. provided by sponsor). Does your site have interest and the patient population to participate in such a study? If yes, you will be contacted separately regarding participation.
	

	Qualified/Principal Investigator (Name)
	

	Principal Investigator (Degree)
	

	Principal Investigator (Specialty)
	

	Principal Investigator (Specialty Board-Certified)
	

	Principal Investigator (Address)
	

	Principal Investigator (City, Province, Postal Code)
	

	Principal Investigator (Phone)
	

	Principal Investigator (Fax)
	

	Principal Investigator (Email)
	

	Has the PI/QI served as PI or as a Sub-I on another Clinical Research Study?
	

	How many clinical trials for this diagnosis has the PI worked on as a PI? 
	

	How many clinical trials for this diagnosis has the PI worked on as a Sub-PI?
	

	What phase studies were the trials noted in previous question?
	

	How many years of clinical research experience does the PI have?
	

	Does the institution/investigator use satellite sites?
	

	How many sub-Is will be assigned to this study?
	

	Sub-I #1 (Name)
	

	Sub-I #1 (Years Experience)
	

	Sub-I # 1 (Specialty)
	

	Sub-I #1 (Specialty Board-Certified)
	

	Sub-I #2 (Name)
	

	Sub-I #2 (Years Experience)
	

	Sub-I #2 (Specialty)
	

	Sub-I #2 (Specialty Board-Certified)
	

	Sub-I #3 (Name)
	

	Sub-I #3 (Years Experience)
	

	Sub-I #3 (Specialty)
	

	Sub-I #3 (Specialty Board-Certified)
	

	Primary Clinical Research Coordinator (CRC) (Name)
	

	Primary CRC (Degree)
	

	Primary CRC (Phone)
	

	Primary CRC (Fax)
	

	Primary CRC (Email)
	

	Primary CRC (Address1)
	

	Primary CRC (Address2)
	

	Primary CRC (City, Province, Postal Code)
	

	How many years of clinical research experience does the Primary CRC have? (No. Years)
	

	On average, how many studies are the CRCs/research nurses at your site responsible for at any given time? (No. Studies)
	

	Is the institution able to work with a Central IRB/EC selected by the sponsor? 
	NO.  Fraser Health Research Ethics Board (FHREB) reviews all research conducted in Fraser Health sites or using Fraser Health resources. 

	How much time does the local REB require to provide approval after submission? (No. Weeks)
	This depends on the quality of the submission and the speed with which the principal investigator responds to FHREB.  The median time from full board review to approval is 32 business days. 

	How often does the local REB meet? (Normal)
	1/month for above minimal risk research with exception of August.

	How often does the local IRB/EC meet? (Other)
	There is no other REB for Fraser Health.

	Does the local REB meet during the summer months?
	July 

	Does the local REB require a fully executed contract before protocol submission?
	No, the protocol must be approved or in modification mode before the contract will be signed by the Fraser Health signatory. 

	Are there additional committees that must approve the protocol prior to or following REB submission? If yes, please describe below including typical timelines for review and approval. (Normal)
	No

	If known, please provide the address for the local REB  (Institution Name)
	Fraser Health Authority Corporate Office, Department of Evaluation and Research Services, Suite #400, Central City Tower, 13450 102 Avenue, Surrey, BC V3T 0H1

	If known, please provide the phone #  for the local REB (Phone) (FH Research Ethics Board Coordinator) 
	604-587-4436

	If known, please provide the fax for the local REB (Fax)
	604-930-5425

	If known, please provide the email address for the local REB (Email)
	REB@fraserhealth.ca

	From receipt of contract and budget templates, how much time is required for the institution to finalize the contract and budget, on average? (No. Weeks)
	78 business days – this includes time for sponsor to respond to institution. 

	From time of site selection, how much time is required for the site to complete and submit all regulatory documents? (No. weeks)
	

	Is the institution affiliated with an SMO, MCO, or physician network?
	NO

	Does the affiliated company negotiate the contracts for the institution? 
	NO

	Will the institution finalize the contract and budget prior to REB approval?
	Yes, if research study is in modification mode. 

	In the past 3 years, has the institution/investigator been audited?
	

	If audited, were there any findings?
	

	Regulatory Contact Information (Name)
	

	Regulatory Contact Information (Phone)
	

	Regulatory Contact Information (Fax)
	

	Regulatory Contact Information (Email)
	

	Contract (Legal Reviewer) Contact Information (Name)
	Fraser Health contract reviewer.  Contact Patrick Altejos for this information.  
Patrick.Altejos@fraserhealth.ca


	Contract (Legal Reviewer) Contact Information (Phone)
	

	Contract (Legal Reviewer) Contact Information (Fax)
	

	Contract (Legal Reviewer) Contact Information (Email)
	

	Budget Contact Information (Name)
	

	Budget Contact Information (Phone)
	

	Budget Contact Information (Fax)
	

	Budget Contact Information (Email)
	

	What is the approximate number of patients at your institution (database) with this condition? 
	

	Based on the number of patients given in previous question, what is the approximate number of patients at your institution (database) with this diagnosis? 
	

	Approximate number of patients NOT currently receiving a therapy for this condition?
	

	Approximate number of patients currently on therapy but not receiving adequate relief?
	

	How many patients would you be able to screen per month?
	

	Please describe any challenges with washout design
	

	On average, how many new cases of this condition/diagnosis are seen in your practice per month?
	

	Can you provide documentation to support your patient population (i.e. identified results of patient data searches, pre-screening log or similar) during the Qualification Visit? (Normal)
	Pre-screening log must be approved by the FHREB as part of the recruitment strategy and must not contain any patient personal information on excluded patients. 

	Did you recruit patients through patient database? Please specify the number of patients to be recruited through the method.  (Normal)
	

	Did you recruit patients through patient database? Please specify the percentage patients to be recruited through the method.  (Percent)
	

	Did you recruit patients through referrals from affiliate sites or external patient identification centers (PCPs)? Please specify the number of patients to be recruited through the method. (Normal)
	

	Did you recruit patients through referrals from affiliate sites or external patient identification centers (PCPs)? Please specify the number of patients to be recruited through the method. (Percent)
	

	Did you recruit patients through referrals from affiliate sites or external patient identification centers (PCPs)? Please specify the percentage patients to be recruited through the method. (Comment)
	

	Did you recruit patients through Advertising? Please Specify the number of patients to be recruited through the method. (Normal)
	All advertising must be approved by the FHREB. 

	Did you recruit patients through Advertising? Please Specify the percentage patients to be recruited through the method. (Percent)
	

	Did you recruit patients through Other Recruitment methods that have been successful with this population? Please specify the number of patients to be recruited through the method. (Normal)
	

	Did you recruit patients through Other Recruitment methods that have been successful with this population? Please specify the percentage patients to be recruited through the method. (Percent)
	

	What is the current number of clinical studies at your institution enrolling patients with this condition? 
	

	How many new trials for this condition/diagnosis will be starting recruitment at your site in the next 12 months?
	

	Do you expect that any of the studies mentioned in previous three questions or any new studies starting in the next 12 months will be competing with these studies assuming that enrollment will begin in June-October 2013?
	

	What is the anticipated completion date of enrollment for completing studies?
	

	Previous  Trial #1
	

	Previous  Trial #2
	

	Previous  Trial #3
	

	What are the major inclusion/exclusion criteria that are troublesome or are not acceptable?
	

	What enrollment challenges do you foresee with these studies?
	

	High Speed Internet Access (Normal)
	

	Centrifuge (Normal)
	

	Freezer
	

	Locked, temperature-controlled storage area for study medication
	

	Do the PI and study staff have documentation of Good Clinical Practice (GCP) training completed in the last 24 months? (Normal)
	

	Is the Institution willing to Participate in a trial using this therapy? (Normal)
	

	Has the study staff conducted a study using electronic data capture (EDC)? 
	

	Do you have objections to placebo-controlled trials? 
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