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	Source Data Verification of safety assessments compliance, reportable events, and DLTs verified against the eCRF carried out prior to the SRC. (Data not verified for any reason will be in the colour RED and the reason highlighted below)

	Patient Trial ID: 
Location: - 
	<<Visits to be inputted across the top as per protocol >>
	
	
	
	
	
	
	
	

	AEs and SAEs 
	
	
	
	
	
	
	
	
	

	Bloods – List each group and whether SDV required or not
	
	
	
	
	
	
	
	
	

	IMAGING  (safety and efficacy) (Verified: Yes/No)
	
	
	
	
	
	
	
	
	

	ECG/ECHO  (Verified: Yes/No)
	
	
	
	
	
	
	
	
	

	DLTs if appropriate 
	
	
	
	
	
	
	
	
	

	DLTs – Death (Occurrence: Yes/No)
	
	
	
	
	
	
	


	
	
	

	TEAEs (Verified : Yes/No)
	
	
	
	
	
	
	
	
	

	IMP Dose Escalation 
	
	
	
	
	
	
	
	
	

	Any other important Data
	
	
	
	
	
	
	
	
	

	Non-compliances and/or Protocol Deviations (Yes/No)-  


	If Yes provide detail (type, seriousness, root cause, reported, escalated, CA/PA):  

	Comments(Include any unverified data and the reason) : 





	Unreported SAEs found during SDV Yes/No 

	

	Presence of events for escalated SRC consideration/ Events of special alert (Yes/No)
	

	Accountability Logs 
(enter details of logs reviewed, any discrepancies noted, or if no discrepancies)
	
Log Name 


	
Discrepancies: Yes/No



	Additional Data monitored during visit (confirm if review was satisfactory or if there were discrepancies)
	Yes/No

	Informed Consent
	

	

	Eligibility: Inclusion Criteria
	

	

	Eligibility: Exclusion Criteria
	

	

	Concomitant Medications
	

	




	Monitor Name:
	

	Monitor Signature:
	

	Date:
	

	Current Protocol: 
	

	Updates to the current document required (Yes/No)
	 If Yes, Provide Details (e.g SRC decision, Stakeholders decision)






Colour Code
Yes – 
No – 
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