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Clinical Trial Toolkit for Clinical Researchers

Summary Sheet

	Title
	Pre-study/Site Qualification Visit (PSSV) Checklist

	Purpose
	To be used to assist with a Pre-study/Site Qualification Visit. 

	N2-FHA SOP
	Use with N2 SOP005_05 Study Initiation Activation 

	Details
	This tracking log provides a comprehensive list of topics to prepare for the pre-study site qualification visit. 
The information indicated on the below log are only suggestions and may be modified to meet study needs. 

	Rules & Regulations
	HC Guide – Not applicable

	Best Practice Recommendations
	· To ensure all study items are addressed, by both site and sponsor, to determine the feasibility of study participation.   
· Once the meeting is complete, a copy of the log should be retained in the Essential Documents Binder, behind the ‘Clinical Site Monitoring Visits’ tab. (Synonyms for this binder include Investigator Binder, Regulatory Binder, Investigator Site File (ISF), and Study File.)

· Remove this Summary Sheet before use of the log.


Log Revision History:

	Version
	

	Number
	Date
	Summary of Revisions Made:

	1.0
	24 June 2013
	First approved version
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Pre-study/Site Qualification Visit Checklist 
	No.
	Task
	Owner/Responsible Party
	Date Completed
	Comments

	  Before the visit

	1
	Suggest various possible meeting dates and times 
	 
	 
	 

	2
	Coordinate with team members and ensure availability and dedicated time 
	 
	 
	 

	3
	Schedule a tour of the facilities which should include but not be limited to the pharmacy, lab, medical imaging, etc. 
	
	
	

	4
	Ensure team members receive copies study documents being  discussed at least 1 week in advance
	 
	 
	 

	5
	Confirm appointment date and time with the sponsor. 
	 
	 
	 

	Before the visit - Prepare information on: 

	6
	Print off Fraser Health Research Ethics Board yearly schedule. 
	 
	 
	 

	7
	Review current Fraser Health Research Ethics Board practice and review approval timelines with sponsor
	 
	 
	 

	Before the visit - Prepare supporting documentation: 

	8
	List of previous clinical trials (overall and completed recently). ONLY provide if requested.
	 
	 
	 

	9
	Copies of current medical licenses and laboratory certification along with current normal reference ranges for

applicable tests (if applicable)
	 
	 
	 

	10
	Prepare to provide current copies of clinical site research personnel’s CV’s
	
	
	

	11
	Provide copies of documentation of GCP training (if requested)
	
	
	

	12
	If possible, obtain documentation to demonstrate that the site has the potential to recruit the appropriate number of subjects within the time frame specified in the study protocol
	
	
	

	13
	Provide other certifications and/or training (e.g., International Air Transport Association (IATA) training, dry ice certification, etc.)
	
	
	

	14
	Proposed patient identification and recruitment strategies 
	
	
	

	15
	Keep Fraser Health Standard Operating Procedures (SOP) available if copies are required. Ensure lab SOP’s are also available  
	
	
	

	During the visit - Ensure opportunity to tour the facilities: 

	16
	Hospital unit  
	 
	 
	 

	17
	Laboratory area 
	 
	 
	 

	18
	Pharmacy 
	 
	 
	 

	19
	Exam rooms for subject evaluation and treatment
	 
	 
	 

	20
	Research staff work areas
	
	
	

	21
	Storage areas for study drug 
	
	
	

	22
	Storage areas for study supplies 
	
	
	

	During the visit - Be prepared to discuss the following:



	23
	Site personnel's protocol review comments 
	 
	 
	 

	24
	Site-specific requests for protocol modifications
	 
	 
	 

	25
	Laboratory (central or local) 
	 
	 
	 

	26
	Provision for any specialized procedures
	 
	 
	 

	27
	Any specialized data entry procedures 
	 
	 
	 

	28
	Adverse event reporting
	
	
	

	29
	Source documentation and document retention
	
	
	

	30
	Storage space required for study drug, specialized equipment, computers, etc.
	
	
	

	31
	Site auditing experience
	
	
	

	32
	Experience with electronic data capture
	
	
	

	33
	Maintaining maintenance logs
	
	
	

	34
	Pre-Screening/Screening Log (if applicable)
	
	
	

	During the visit  - Sponsor should provide a management process overview for the study site:

	35
	Sponsor responsibilities 
	 
	 
	 

	36
	Monitoring plan 
	 
	 
	 

	37
	Overview of data management
	
	
	

	During the visit - Discuss the following potential concerns: 

	38
	The benefits of the investigational product for the site's patient population 
	
	
	

	39
	Intellectual property and publication rights
	
	
	

	40
	After study initiation, the site training plan for auxiliary research and facility personnel involved in the study
	
	
	

	41
	Potential barriers for enrolment
	
	
	

	42
	Potential competing trials at site
	
	
	

	43
	If applicable competitive enrolment
	
	
	

	During the visit - Request from the sponsor:

	44
	Information on the anticipated time line for the study 
	 
	 
	 

	45
	Health Canada No Objection Letter (NOL) and other regulatory agency approvals.  This is required by the Fraser Health Research Ethics Board. 
	
	
	

	46
	Information on key dates, such as:  

notification of site selection, indemnification agreement, draft clinical trial agreement (i.e. contract) for review,  investigators’ meeting and/or, study initiation meeting, study drug availability, anticipated overall study start date, anticipated site start and overall study completion timeline date
	 
	 
	 

	47
	Any other questions not addressed previously?
	
	
	

	48
	Discuss timeline at the site for Fraser Health Research Ethics Board review and for Fraser Health contract and indemnification agreement review and signoff
	
	
	

	After the visit -Prepare the following once the protocol is finalized:

	49
	Site-specific informed consent form 
	 
	 
	 

	50
	Fraser Health Research Ethics Board submission 
	 
	 
	 

	51
	Final budget 
	
	
	

	52
	Submit the electronic clinical trial agreement to the Fraser Health Research Ethics Board.
	
	
	

	53
	Track documents identified above at the site/within the institution.
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