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                                                                        [Study No]_Site Feasibility Questionnaire_Vx.x_dd-mmm-yyyy

SITE FEASIBILITY QUESTIONNAIRE
SECTION A: SPONSOR/SPONSOR INVESTIGATOR (SI) AND PROTOCOL INFORMATION
[Note to template: This section should be updated to include Sponsor/SI and Protocol Information before sending to site.  Also, ask whether a confidentiality agreement is in place, as per Sponsor/SI requirements, between the Sponsor/SI and the Qualified Investigator (QI).]
Sponsor/SI:

Protocol Number and Title of Study: 

1. Study Synopsis
[Include the following information:]
· Study Description

· Primary Objective

· Secondary Objective(s)
· Inclusion/Exclusion Criteria

2. Study Flow Diagram

[Insert Study Flow Diagram]
3. Schedule of Procedures/Evaluations
[Insert Study Schedule of Procedures/Evaluations] 
4. Critical to Quality (CtQ) Factors 

[Identify the study-specific CtQ factors, e.g., participant burden, endpoint accuracy, capabilities for local data management activities, etc.]

5. Protocol specific requirements
[Summarize any protocol specific requirements (e.g., equipment and storage details not included above that will be necessary for site to complete questionnaire adequately]
6. Supplementary Information
The following documents have been attached for review:

[Include a list or note N/A. Documents may include: Full protocol, Investigator’s Brochure or Product Monograph, Budget, and other information]  
[Note to template: Sections B and C should be updated as necessary to include questions relevant to the protocol or remove questions not related to the protocol]

SECTION B: SITE CONTACT INFORMATION
	Qualified Investigator:
	Name:

Address:

Contact Number:

Fax Number:

E-mail:

	Study Coordinator:
	Name:

Address:

Contact Number:

Fax Number:

E-mail:

	Pharmacy:
	Name:

Address:

Contact Number:

Fax Number:

E-mail:

	Contract Contact Person:
	Name:

Address:

Contact Number:

Fax Number:

E-mail:

	Other Pertinent Contact(s):

___________________
	Name:

Address:

Contact Number:

Fax Number:

E-mail:


[Remove any roles that do not apply]
SECTION C: FEASIBILITY INFORMATION
	1. PERSONNEL
	YES
	NO
	N/A

	a) 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 


	b) Does the QI have the privileges within the institution to conduct the research?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Have you signed the Confidentiality Agreement with the Sponsor/SI?
	 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) Has the individual(s) responsible for study conduct completed TCPS 2 training? Note: evidence of training will be requested
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f) Has the individual(s) responsible for study conduct completed HC Division 5 training? Note: evidence of training will be requested
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g) Has the individual responsible for shipping lab samples completed the Dangerous Goods Training in the last 2 years? Note: evidence of training will be requested.
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


	Other Comments/Issues:


	N/A
	N/A
	N/A


	2. SITE 
	YES
	NO
	N/A

	a) Has the site had any previous inspections by regulatory agencies?

If yes, include agency name and outcome(s):


	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


	h) Can the site accommodate special requirements for storing study product and/or biological samples as per the protocol?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	i) Is the site capable of performing the special lab tests/procedures listed in the protocol?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	j) Does the site have the appropriate procedures and capabilities for dealing with specimens?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	k) Is the site’s lab certification adequate and up-to-date?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	l) Does the site have access to adequate emergency equipment?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	n)  Does the site have the necessary computer/IT capabilities required for the study?
	 FORMCHECKBOX 
  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other Comments/Issues:

	N/A
	N/A
	N/A


	3. RECRUITMENT 
	YES
	NO

	a) How many potential participants do you expect to be eligible for this study at your site given the inclusion and exclusion criteria?: ________
	N/A
	N/A

	b) Of the number above, how many do you estimate you can recruit over the next [time period]?: _______
	N/A
	N/A

	c) Do you anticipate problems recruiting for this trial?

If yes, describe why:

	 FORMCHECKBOX 
  
	 FORMCHECKBOX 


	d) Are you currently taking part in or planning to take part in a trial that may compete with this study?

If yes, please provide details:


	 FORMCHECKBOX 
  
	 FORMCHECKBOX 


	e) Is the protocol compatible with local healthcare practice?

If no, please provide details:


	 FORMCHECKBOX 
  
	 FORMCHECKBOX 


	Other Comments/Issues:


	N/A
	N/A


	4. STUDY CRITICAL TO QUALITY (CtQ) FACTORS
	YES
	NO

	[Project Manager to add study-specific CtQ factors relevant for site feasibility assessment. Add rows as necessary.]
[Study-specific CtQ factor, e.g., Is the primary endpoint assessed exactly as defined?]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	[Study-specific CtQ factor]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	[Study-specific CtQ factor]
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	5. RESEARCH ETHICS BOARD (REB)/Independent Ethics Committee (IEC)
	YES
	NO

	a) Does your REB/IEC charge a fee for the initial, subsequent (amendment) or annual review of the protocol and informed consent form?

If yes,

· Initial Fee: ________________
· Amendment Fee: ___________

· Annual Fee: ________________
 FORMCHECKBOX 
     Fee Schedule Attached
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) How often does your REB/IEC meet? Please provide the meeting schedule.
______________________________________________________
	N/A
	N/A

	c) What is the next submission deadline?   
______________________________________________________
	N/A
	N/A

	d) What is the estimated review time for your REB’s/IEC’s reviews?
______________________________________________________
	N/A
	N/A

	Do you require a French (or other language – please comment) Informed Consent Form (ICF)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other Comments/Issues:


	N/A
	N/A


	6. PHARMACY 
	YES
	NO

	a) Is the Pharmacy adequate for the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Is the Pharmacy:

Internal?                      FORMCHECKBOX 

External?                     FORMCHECKBOX 

Hospital Pharmacy?    FORMCHECKBOX 

	N/A
	N/A

	c) Are there fees associated with using the pharmacy for the study?

If yes, Fees:   __________________
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Explain Pharmacy procedures:


	N/A
	N/A

	Other Comments/Issues:


	N/A
	N/A


	7. LAB TESTS
	YES
	NO

	a) Is the Lab adequate for the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Is the Lab:

Internal?                      FORMCHECKBOX 

External?                     FORMCHECKBOX 

	N/A
	N/A

	c) Are there fees associated with using the Lab for the study?

If yes, Fees:   __________________
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other Comments/Issues:


	N/A
	N/A


	8. OTHER SERVICE PROVIDERS (e.g., ECG, HRCT, MRI providers)
	YES
	NO

	Service provider name:

Service provider activities/procedures:
	N/A
	N/A

	d) Is the procedure area adequate for the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e) Is the the procedure area:

Internal?                      FORMCHECKBOX 

External?                     FORMCHECKBOX 

	N/A
	N/A

	f) Are there fees associated with using the procedure area for the study?

If yes, Fees:   __________________
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other Comments/Issues:


	N/A
	N/A


[For multiple additional service providers, duplicate section 8. and complete for each service provider]
	9. PROTOCOL SPECIFIC TESTS [provide the list]
	YES
	NO

	a) Can they be performed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) If yes:

Internal?                      FORMCHECKBOX 

External?                     FORMCHECKBOX 

	N/A
	N/A

	c) Are there fees associated with using the above-mentioned facility for the study?

If yes, Fees:   __________________
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other Comments/Issues:


	N/A
	N/A


	10. CONTRACT / FINANCE 
	YES
	NO

	a) What is the timeframe for contract approval at your site?
_______________________________________________
	N/A
	N/A

	b)  Are there generally issues for obtaining timely contract approval at your site?

If yes, Explain:

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Does your site charge overhead/administrative fees for conducting research?

If yes, provide details:

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d) Do you have any questions/comments about the budget for the study?
If yes, provide details:

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other Comments/Issues:


	N/A
	N/A


	Feasibility Questionnaire Completed By: 

	Name and Title:
 
	

	Date:
	


Please return completed feasibility questionnaire to [insert name] either by email: [insert] or fax: [insert] if completed at site.
Last reviewed April 2026                                  Uncontrolled when downloaded or printed                                                  Page 1 of 2

[image: image1.png]