QA08.2 Source data verification form


Page __ of __

	Sponsor
	

	Investigational product
	

	Protocol number
	

	Principal Investigator
	

	Study site
	

	Participant study ID & initials
	
	Date of birth 
	


	Monitor
	

	Date
	


Adapt tables as per CRFs and monitoring plan 
Baseline

	Document/page
	Data/check point
	Verifiable?
	Discrepancies between source data and CRF

	
	e.g. Demographics
	
	

	
	e.g. Randomization #
	
	

	
	e.g. Medical Hx
	
	

	
	e.g. Informed consent
	
	

	
	e.g. Physical exam
	
	

	
	e.g. Eligibility
	
	

	
	e.g. Lab test
	
	

	If data not verifiable, describe issue
	


Visit x
	Document/page
	Data/check point
	Verifiable?
	Discrepancies between source data and CRF

	
	e.g. Physical exam
	
	

	
	e.g. IP dosing
	
	

	
	e.g. Vital signs
	
	

	
	e.g. ECG
	
	

	
	e.g. PK profile
	
	

	
	e.g. Con meds
	
	

	
	e.g. AEs
	
	

	
	e.g. diary
	
	

	If data not verifiable, describe issue
	


	Overall SDV review
	Yes
	No
	Not relevant
	Not checked

	Informed consent correct?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Eligibility criteria satisfied?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	IP dispensed as per protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	AEs document correctly?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	SAEs documented correctly?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Samples collected, recorded and shipped correctly?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Withdrawal criteria interpreted correctly?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Missed visits documented correctly? List below.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments


	Action items 
	Target completion date

	
	

	
	

	
	


_____________________________________________________________________________

Monitor:  Name
Signature/
date [sign off when finalised]
_____________________________________________________________________________
Reviewer:  Name
Signature
/date [sign off when finalised]

