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	Remote Trial Site Close-out Checklist



	Trial Short Title / Site:
	Date Checklist Completed:




	King’s Health Partners Clinical Trials Office 
Remote Investigator and Trial Site Close-out Checklist


Trial Details
	Trial Title:
	

	Site Investigator Name:
	

	Department:
	

	Site:
	

	(Co-) Sponsor(s):
	

	EudraCT Number:
	

	IRAS Number:
	

	MATTS Number:
	


PART 1
The CRA should complete Part 1 based on the information provided by the site during the remote close out. The PI signature should be obtained on the finalised checklist prior to Sponsor sign off.

Contact Summary
	Date of Close-out Contact(s):
	

	Checklist Produced on:
	

	Follow-up Correspondence Sent:
	

	Trial Site Staff Present:
	

	Monitoring Team Present:
	


Site Subject Recruitment Status

	
	Confirmed

	Entered Screening:
	

	Dropped Screening:
	

	Entered Treatment:
	

	Dropped Treatment due to AEs:
	

	Dropped Treatment due to Other:
	

	Completed Treatment:
	

	Entered Follow-up:
	

	Dropped Follow-up:
	

	Completed Follow-up: 
	

	Number of SAEs:
	


	1. INVESTIGATOR SITE FILE (ISF) CHECKS
	Yes
	No
	N/A*

	1.1. Has all pertinent correspondence been filed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	1.2. Are all relevant versions of the protocol filed? (List all versions present.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	1.3. Are the Ethics Committee approval documents and EOT notification (if applicable) present for all applicable versions of the protocol and associated documents? (List all approvals.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	1.4. Are the MHRA approval documents and EOT notification (if applicable) present for all applicable versions of the protocol versions and associated documents? (List all approvals.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	1.5. Are the local R&D approval letters present for all applicable versions of the protocol and associated documents? (List all approvals)
	 FORMCHECKBOX 


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	1.6. Is the signed site agreement and any subsequent amendments to the agreement present?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	1.7. Has the Principal Investigator signed the completed Delegation of Duties log? (The log should cover the entire period of the trial at a site. Please send a scanned signed copy to KHP-CTO.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

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


	1.8. Are all curriculum vitae/GCP training information present in the ISF for all trial staff for the duration of the trial? (To be updated as per Sponsor requirements.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	1.9. Are all applicable versions of the PIS/ICF and GP letters present? (List all versions and ensure all are localised)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	1.10. Are all the original signed patient consent forms filed? (List all subjects.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	2. CRF / DATA COMPLETENESS
	Yes
	No
	N/A

	2.1. Are all the CRFs complete with no outstanding queries?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	2.2. Has the PI signed off all final CRFs for each subject? (Please note that the database cannot be locked without all CRFs being signed off).
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	2.3. If applicable, are all the completed original paper CRFs available for archiving?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	3. PHARMACOVIGILANCE 
	Yes
	No
	N/A

	3.1. Have all SAEs been followed until conclusion or acceptable resolution? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	3.2. Have all the SAE reports, including all follow up reports, been filed in the site file? (A line-listing of all SAEs at site should be filed in the ISF)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	4. PHARMACY (If applicable)
	Yes
	No
	N/A

	4.1. Have arrangements been made for the destruction or return of all remaining IMP according to the protocol? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	4.2. Has a remote review of Pharmacy File documentation been completed? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	4.3. Have arrangements been made for the Pharmacy File to be stored with the ISF or a file note completed in the ISF to state where the documentation will be archived? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	5. MONITORING
	Yes
	No
	N/A

	5.1. Has monitoring of CRFs and trial documentation been completed as defined in the trial-specific monitoring plan? (If not, please indicate reasons for deviation and what proportion of data was monitored.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	5.2 Has the Site Initiation Report been fully signed and filed? (Ensure a fully signed report is filed and scanned to the KHP-CTO if not already received)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	5.3 Has the Monitoring Visit Log and visit follow-up correspondence been filed in the ISF? (Ensure a scanned copy of the log is sent to the KHP-CTO.)
	
	
	

	Comments:

	5.4 Have all previous action points from last monitoring visit been closed and appropriately filed? (Please indicate status of previous outstanding actions below & list any outstanding actions in Part 2.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	5.5 Has the possibility of further data and documentation queries from the coordinating centre after site closure been discussed with the Investigator?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	6 R&D
	Yes
	No
	N/A

	6.1 Have the R&D department been informed regarding the closure of the trial at the site and been provided with copies of any required documentation? (Please print and file evidence that the R&D department has been informed and provide a copy to the Sponsor.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	7 LABORATORY
	Yes
	No
	N/A

	7.1 Have arrangements for the destruction/ongoing storage of any biological samples or other required diagnostic information been documented? (Ensure a MTA is in place for transfer of samples if applicable)
	
	
	

	Comments:
	
	
	

	7.2 Have arrangements for the destruction or return of remaining trial laboratory supplies been made?
	
	
	

	Comments:
	
	
	

	7.3 Are laboratory certifications and normal ranges filed for the duration of the trial?
	
	
	

	Comments:
	
	
	

	8 ARCHIVING
	Yes
	No
	N/A

	8.1 Have arrangements been made for the archiving of the ISF and all hard copy trial-related documentation? (Note: It is important that if the PI leaves the Trust that the R&D department is contacted to arrange transfer of responsibilities for the trial documentation).
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	8.2 Have arrangements been made for archiving of all electronic trial-related documentation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	Note: All documents and patient notes to be retained as per local policy post study closeout and should be retained until the Sponsor(s) authorise destruction.

	9 POST SITE CLOSURE
	Yes
	No
	N/A

	8.1. In addition to items in section 5.3, are there any other outstanding actions to be completed? (Please provide details and proposed timelines for completion by listing outstanding actions in Part 2.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

	Note: There is the possibility that there may be further data and documentation queries after site closure that will need to be addressed.

Please notify the Sponsors of other audits or inspections.


*NA : Not Applicable / Not done

Copy of the ISF checklist and any supporting information should be archived in the ISF. 
A signed copy of this form must be filed in the ISF & TMF.
	By signing below, the Principal Investigator confirms that the above checklist is accurate and that the site’s files will be ready for archiving once the actions listed in Part 2 have been completed.



	Site PI Name:
	     

	Signature:
	
	Date:       /  /    


	Form completed by: 

Function:

Date
dd/mmm/yy
Form reviewed by:

Function:

Date
dd/mmm/yy

	Signature:

Signature:



Trial Details:

	Trial Title:
	

	Site Investigator Name:
	

	Department:
	

	Site:
	

	(Co-) Sponsor(s):
	

	EudraCT Number:
	

	IRAS Number:
	

	MATTS Number:
	


PART 2

	Follow-up action to be completed prior to archiving
	Name of person responsible for completing the task
	Timeline for completion of the task
	Comments (if applicable)
	Sign and date to confirm the task has been completed
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