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	King’s Health Partners Clinical Trials Office
Remote Monitoring - Contact Comment Form

	Short Study Title: 
	

	IRAS Number:
	

	Investigator (Site Name):
	

	MATTs Number:
	

	

	Date of Contact:
	

	Type of Contact:
	

	Reason for Contact:
	

	KHP-CTO Staff Name:
	

	Study Site Staff Name:
	

	General Overview
Outline the purpose of the call, a brief summary of contact including any issues raised and any corrective actions required. 

Participant status
Update on patient status since the previous visit/contact. Which participants are ongoing, have there been any withdrawals or participants LTFU?

	
	Confirmed

	Recruitment/Randomised Target:
	

	Entered Screening:
	

	Dropped Screening:
	

	Randomised/Entered Treatment Phase:
	

	Dropped Treatment due to Adverse Events:
	

	Dropped Treatment due to Other:
	

	Completed Treatment Phase:
	

	Entered Follow-up:
	

	Dropped Follow-up:
	

	Completed Follow-up: 
	

	Number of SAEs at Site To Date:
	



Informed Consents
Any participant consented since the last visit? Ask site to tell you the versions of the ICF and PIS were used, the dates signed and who signed.


IMP 
Are patients returning IMP? Is site checking IMP compliance? Do they know if IMP stock is OK? 

Serious Adverse Events
Any SAEs since previous visit? Have SAEs been reported to the KHP-CTO within the correct timelines? Are SAEs recorded correctly in EDC? Are there any action items required on the SAE forms?

Protocol Deviations
Any deviations since previous visit and have been logged on the deviation log? Have site sent the log to CRA? List any action items. Be mindful of extra protocol deviations during this time e.g. telephone visits.

Patient SDV
Was any patient SDV conducted? If so refer to the remote SDV tracker. Summarise action items.


Investigator Site File
Any amendment approvals since the previous visit and do site have all the correct documentation? List any items sent to site for filing.

Amendments
Please list any amendments/approvals obtained since the last visit.

CVs and GCPs
Any CVs and GCPs reviewed? Did site send CVs/GCPs/Delegation Log/Training Log to CRA? List any action items.

Previous Action Items and AOB
Any other business discussed?  List the action items from the previous visit and if they were resolved or still outstanding.


	Signed: 
	
	Date: 
	

	Name and Job Title:
	

	Reviewed by signed: 
	
	Date:
	

	Name and Job Title:
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