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CI Site Initiation Visit Checklist



	Trial Short Title / Site:
	Date of Visit(s):




	King’s Health Partners Clinical Trials Office
CI Site Initiation Visit Checklist




	Trial Title:
	

	Site Investigator Name:
	

	Department:
	

	Site:
	

	(Co)Sponsor(s):
	

	IRAS Number:
	

	MATTS Number:
	

	Applicable SOPs:
	



	
Date of Initiation Visit:
	

	
Attendees:
	



	
Initiation Visit Conducted:
	Task completed

	
	Yes
	NA

	Initiation Visit Presentation for site staff (including Pharmacy / imaging staff), covered topics:
· Protocol Overview, Trial conduct
· Case Report Forms and Source Data
· Pharmacovigilance
· Investigational Medicinal Product / Pharmacy
· Trial Equipment and supplies
· Trial Documentation and Quality Assurance
· Others, please state:

	[bookmark: Check1]

|_|
|_|
|_|
|_|
|_|
|_|
|_|
	

|_|
|_|
|_|
|_|
|_|
|_|
|_|



	
Pharmacy Visit                
	Task completed

	
	Yes
	NA

	
|_|    if Control site and no trial medication to be received at site or if this is a Type A trial with no pharmacy monitoring requirements (continue to next section)

	
|_|    if trial medication is not yet present at site, inventory review will not be completed, explanation to be given in Additional Information section.

	
|_|    if SIV is performed remotely, inventory review will be conducted at the first onsite monitoring visit

	· Perform Inventory
	|_|
	|_|

	This section to be completed for all Intervention sites
· Pharmacy File Review 
· Check Trial Specific Dispensing Procedure (local)
· Check storage condition
If applicable, check if the following is present:
· QP release document
· Manufacturer’s Authorisation
· Certificate of Analysis
· Import License
· Code break envelopes
	
|_|
|_|
|_|

|_|
|_|
|_|
|_|
|_|

	
|_|
|_|
|_|

|_|
|_|
|_|
|_|
|_|




	
Laboratory Visit                |_| if specific research samples not applicable
	Task completed

	
	Yes
	NA

	· Check Trial-specific laboratory manual
· Check sufficient lab kits on site, expiry date: 
· Check sample storage and shipment procedure
	|_|
|_|
|_|
	|_|
|_|
|_|



	
Data Capture System: |_| paper |_| eCRF
	Task completed

	
	Yes
	NA

	· Training given to Chief/Principal Investigator (mandatory for eCRF)
· Training given to other delegated trial clinicians
· Training given to Research Nurse
	|_|
|_|
|_|
	|_|
|_|
|_|

	Paper CRF
· Has the database been discussed, and a database plan signed by CI?
· Has the Case Record Form been reviewed and signed off by the CI? Version: 
· Is evidence of database validation available?
	
|_|
|_|

|_|
	
|_|
|_|

|_|

	eCRF
· Was a user manual provided? Version: 
· eCRF usernames and passwords provided to trained staff
· Has eCRF been validated and signed off?
· Specify eCRF system e.g. MACRO, MedSciNet etc: 
	
|_|
|_|
|_|

	
|_|
|_|
|_|




	
Trial supplies: 
	Task completed

	
	Yes
	NA

	· Have all relevant trial supplies been provided to site? (List below)
· <List template documents applicable for Trial, version >
· <List template documents applicable for Trial, version >
	|_|


	|_|





	
Randomisation 
	Task completed

	
	Yes
	NA

	· Randomisation list / Access to randomisation system/ Code break envelopes (if applicable). Specify system being used:
· Has the randomisation list been sent to the unblinding provider?
· Has receipt of the randomisation list been confirmed?
· Has the randomisation system been tested successfully?
	|_|

|_|
|_|
|_|
	|_|

|_|
|_|
|_|



	
Emergency unblinding 
	Task completed

	
	Yes
	NA

	· Emergency unblinding provider: 
· Has the unblinding test call been performed? (Please provide details of the date and outcome in the additional information section)
	
|_|

	
|_|

	
Essential Document review:
	Task completed

	
	Yes
	NA

	· Signed current version of protocol, version:
	|_|
	|_|

	· Current signed agreements
· Please list all agreements below with dates of execution (e.g. Co-Sponsorship Agreement, CI declaration, Clinical Trial Agreement, Financial Agreements, Service Level Agreements, Technical Agreement, DMC charter) 
	|_|

	|_|


	· Monitoring Plan: version and date
· Risk Assessment Part A: date
· Risk Assessment Part B: date
	|_|
|_|
|_|
	|_|
|_|
|_|

	· Data Management Plan: version and date
	|_|
	|_|

	· Statistical Analysis Plan: version and date
	|_|
	|_|

	· MHRA Notice of Acceptance for initial submission, dated:
· MHRA Notice of Acceptance for last substantial amendment, dated: 
	|_|
|_|

	|_|
|_|

	· EC Favourable opinion for initial submission, dated:
· EC Favourable opinion for last substantial amendment, dated:
	|_|
|_|
	|_|
|_|

	· HRA initial approval dated:
· HRA approval for last amendment, dated:
	|_|
|_|

	|_|
|_|


	· R&D initial confirmation of capacity and capability, Trust:                                 dated: 
· R&D continued confirmation of capacity and capability for last amendment, dated:
	|_|

|_|
	|_|

|_|

	· Indemnity
· Insurance (including approval for any exemptions)
· Confirmation of sponsorship letters
· Source Document Location List, signed by CI/PI, dated:
· Authorised Signature and Delegation Log
· CV for Chief Investigator (signed and dated). (Check GMC registration). Dated:
· Evidence of GCP training for Chief Investigator. Dated:
· Evidence of KHP-CTO SOP training for Chief Investigator (CI responsibilities training): Dated:
· Has a KCL cost centre been assigned? Number [RExxx]
	|_|
|_|
|_|
|_|
|_|
|_|

|_|
|_|

|_|
	|_|
|_|
|_|
|_|
|_|
|_|

|_|
|_|

|_|

	· Approved version PIS (on institution letterhead), Version: 
· Approved version ICF (on institution letterhead), Version: 
· Other patient facing documents e.g. patient emergency card, GP letter (specify):
	|_|
|_|
|_|

	|_|
|_|
|_|


	· IB / SmPC. Specify name, version and date of reference safety information:
	|_|
	|_|



	
Clinical Research Facility (only applicable if the trial is being conducted in the CRF): 
	Task completed

	
	Yes
	NA

	· Clinical Research Facility Approval letter
· Clinical Research Facility Green Light 
	|_|
|_|
	|_|
|_|




	Biologics Safety Committee (only applicable if the IMP is genetically modified or a biologic): 
	Task completed

	
	Yes
	NA

	· Final signed pdf version of the COBRA risk assessment form
	|_|
	|_|




	[bookmark: _Hlk86163539]
Study-specific green-light requirements                   |_| if none identified
	Task completed

	
	Yes
	NA

	· Have study specific green-light requirements been fulfilled? (List below)
· <List requirement>
· <List requirement>
	
|_|
|_|

	
|_|
|_|




	
Additional information: 

	




	Authorisation for trial commencement
Upon review of the trial documents at site, and on completion of tasks at the initiation visit, this site is of a satisfactory standard to commence.


	Initiation Visit performed by (name):



	Signature:
	Date: 


	Date QM or delegate gave permission for green light to be issued: 


	Clinical Quality Manager or Delegate Authorisation (name):


	Signature:

	Date:



(Original checklist to be filed in KHP-CTO Sponsor file, copy in TMF)
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