	TPL024 Source Data Location List 

*Please complete this form with ALL source data points (not just those listed below). If source data is located in EPR please give a precise location.


	Protocol Number:
	P0

	Study Title:
	

	Principle Investigator:
	

	Site:
	


	SOURCE DOCUMENT
	Source LOCATION
	Respective CRF entry points

	
	Electronic Source e.g. EMR
	CRF
	Site File
	

	Informed Consent Form 
	
	
	
	· Signed and Dated Informed Consent


	Patient Demographics
	
	
	
	· Patient demographics
      Date of Birth, Sex

	Patient identifier
	
	
	
	· Study patient unique identifier



	Medical history
	
	
	
	· Medical history


	Concomitant medications
	
	
	
	· Concomitant medications

	Inclusion/exclusion criteria
	
	
	
	· Evaluation of inclusion/exclusion criteria 
· Eligibility

	Clinical Examination
	
	
	
	· Date of examination

· Physical examination

· Vital signs

· Body weight, height, BMI, 

	SOURCE DOCUMENTS
	Source LOCATION
	Respective CRF entry points

	
	Electronic Source e.g. EMR
	CRF
	Site File
	

	List any specific Medical Tests/questionnaires completed as Individual entries and the time points at which these are to be completed
	
	
	
	· Date of Study

· List what the test values are, note if medical interpretation required

	AE/SAEs/SUSARS
	
	
	
	· Date of AE/SAE

· AE/SAE Details e.g. nature, severity, outcome, causality

	Randomisation
	
	
	
	· 

	Start and stop date of study medication or device
	
	
	
	· 

	Study medication doseage
	
	
	
	· 

	Laboratory documents
	
	
	
	· Please indicate if they are completed locally and require a PI/Co Investigator signature

	Patient Discharge data
	
	
	
	· 

	Follow up
	
	
	
	· 

	End of study
	
	
	
	· 


Principal Investigator:





Name………………………………………...
Signature…………………………………….        Date…………….……………………………
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