[image: ]
	

KHP-CTO Investigator and Trial Site Initiation Visit Report



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




	King’s Health Partners Clinical Trials Office 
Investigator and Trial Site Initiation Visit Report




 Trial Details
	 Trial Title:
	

	Site Investigator Name:
	

	Department:
	

	Site:
	

	(Co)Sponsor(s):
	

	EudraCT Number:
	

	IRAS Number:
	

	MATTS Number:
	

	Applicable SOPs:
	



 Visit Summary
	Date of Initiation Visit(s):
	

	Type of Visit:
	

	Report Produced on:
	

	Follow-up Correspondence Sent:
	

	Trial Site Staff:
	

	Monitoring Team:
	

	Next Visit Date:
	



	Trial Protocol & Trial Conduct
	Yes
	No
	N/A

	1. Has the final version of the protocol been discussed (indicate date and version number)? 
	|_|
	|_|
	|_|

	Comments: 

	2. Are all required essential documents present in the TMF/ISF as stated on the Initiation Visit Checklist?
	[bookmark: CaseACocher4]|_|
	|_|
	|_|

	Comments: 

	3. Have recruitment and informed consent procedures been addressed? Please indicate current versions of PIS/ICF.
	|_|
	|_|
	|_|

	Comments: 

	4. Have required site and pharmacy personnel completed the Delegation of Duties and Authorised Signature Log, provided a current signed and dated CV and provided evidence of recent GCP training? (Include details of CVs and training certificates present and date of signature/training)
	|_|
	|_|
	|_|

	Comments: 

	Name on Delegation Log 
	Role
	CV (date of last signature)
	GCP training certificate (date of last training)

	
	
	
	

	
	
	
	

	
	
	
	




	5. Has all required Trial/protocol specific training been completed? Please include details of any investigator meeting training if applicable.
	|_|
	|_|
	|_|

	Comments: 

	6. Are all relevant contracts fully executed including financial agreements, service level agreements and DMC charter if applicable? Please list all applicable contracts.
	|_|
	|_|
	|_|

	Comments: 

	Case Report Forms and Source Data
	
	
	

	7. Has the Investigator defined what will be considered as Source Data on the Source Document Location List? 
	|_|
	|_|
	|_|

	Comments: 

	8. Is the Investigator aware of their responsibilities regarding direct access to the Source Data for each patient and how will this be achieved (if applicable, include information on Source Data Worksheets)? 
	|_|
	|_|
	|_|

	Comments:  

	9. Have all site staff had sufficient CRF completion and correction training?
	|_|
	|_|
	|_|

	Comments: 

	10. If the trial is using a paper CRF, has the trial database been discussed and a database plan been signed off?
	|_|
	|_|
	|_|

	Comments: 

	11. Has the database been validated and applicable documentation filed in the TMF?
	|_|
	|_|
	|_|

	Comments: 

	12. If the trial is using an eCRF, has all the user acceptance testing been completed and the appropriate documents been filed in the TMF?
	|_|
	|_|
	|_|

	Comments: 

	Pharmacovigilance
	
	
	

	13. Have the Investigator and other relevant Trial staff been trained on the KHP-CTO PV Policy?
	|_|
	|_|
	|_|

	Comments: 

	14. Is the Investigator aware of the emergency code break procedures (if applicable)?
	|_|
	|_|
	|_|

	Comments: 

	15. Has the Investigator been trained on their responsibility to communicate with and provide the required reports to the Ethics committee / MHRA/R&D on an ongoing basis?
	|_|
	|_|
	|_|

	Comments: 

	16. Has the safety profile, Investigator Brochure or SmPC for the Investigational Medicinal Product(s) been discussed (indicate version number and date of current reference safety information)?
	|_|
	|_|
	|_|

	Comments: 

	Investigational Medicinal Product (IMP) / Pharmacy
	
	
	

	17. Have all IMP procedures been reviewed (to include but not limited to receipt, storage, dispensing, accountability, return and destruction)?
	|_|
	|_|
	|_|

	Comments:  

	18. Has the IMP been received at site and have storage conditions been checked?
	|_|
	|_|
	|_|

	Comments: 

	19. Have all procedures for allocating treatment or patient numbers been reviewed (e.g. IVRS)?
	|_|
	|_|
	|_|

	Comments: 

	Trial Equipment and Supplies
	
	
	

	20. Does the site have all staff, facilities and equipment to perform the trial according to the Trial protocol?
	|_|
	|_|
	|_|

	Comments: 

	21. Are all other Trial materials on site (e.g. CRF, test strips etc)?
	|_|
	|_|
	|_|

	Comments: 

	22. Have all protocol-specific procedures and materials been explained?
	|_|
	|_|
	|_|

	Comments: 

	23. Have collection, handling and storage procedures of any samples to be taken for the trial been reviewed? Please state version and date of the laboratory manual if applicable.
	|_|
	|_|
	|_|

	Comments: 

	Trial Documentation and Quality Assurance
	
	
	

	24. Have the monitoring requirements as defined in the Monitoring Plan (give version number and date) been explained (this should include details regarding frequency of visits and the need for Investigator/designate availability)?
	|_|
	|_|
	|_|

	Comments: 

	25. Have the Investigator responsibilities regarding contractual obligations been discussed?
	|_|
	|_|
	|_|

	Comments: 

	26. Have the Trial site responsibilities regarding audits / inspections been discussed? 
	|_|
	|_|
	|_|

	Comments: 

	27. Is the Investigator aware of their responsibility to maintain documentation including correspondence in the ISF/TMF? 
	|_|
	|_|
	|_|

	Comments: 

	28. Have arrangements been made for appropriate cover during any Investigator or other site staff absences?
	|_|
	|_|
	|_|

	Comments: 

	29. Have the archiving arrangements for the Trial been discussed?
	|_|
	|_|
	|_|

	Comments: 

	30. Considering the above information and the Initiation Visit Checklist; do the Trial site and its staff meet all required standards to be able to conduct this trial appropriately?
	|_|
	|_|
	|_|

	Comments:

	31. Has the Trial been uploaded in to MATTS and the Trial status updated?
	|_|
	|_|
	|_|

	Comments: 

	32. Are there any action(s) required or any follow-up needed (provide details below)?
	|_|
	|_|
	|_|

	Comments: 




	Narrative

	



	
Form completed by: 
Function: 
	Date
	

	
	dd/mmm/yy



Form reviewed by: 
Function: 

	Date
	

	
	dd/mmm/yy



Form reviewed by Investigator: 
	Date
	

	
	dd/mmm/yy



	
Signature:




Signature:



Signature:



A copy of this form and any supporting information should be provided to the Investigator for inclusion in the TMF/ISF. 
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