COMPLETION INSTRUCTIONS

1. The purpose of the Source Records Location List is to define what is considered to be a source record(s), the methods of data capture and their location prior to starting the trial.

2. The Source Records Location List should be:
(i) Customised according to the clinical trial;
(ii) Acknowledged by the Principal Investigator (PI); and
(iii) Completed prior to screening the first participant

3. It would be recommended to specify the name of the essential record in the ‘comments’ column, where applicable (e.g., eligibility checklist, SAE tracking log, etc).

4. The Source Records Location List should be updated whenever there are any changes, where applicable. If so, the changes should be acknowledged by the PI.


	Source Record
	Method of Data Capture
	Source Record Location*
	Comments
(e.g., name of essential record)

	Signed Informed Consent Document
	|_| Electronic
|_| Paper
	
	

	Documentation of informed consent
	|_| Electronic
|_| Paper
	
	

	Demographics
	|_| Electronic
|_| Paper
	
	

	Medical History
	|_| Electronic
|_| Paper
	
	

	Concomitant Medications
	|_| Electronic
|_| Paper
	
	

	Physical Examination
	|_| Electronic
|_| Paper
	
	

	Height
	|_| Electronic
|_| Paper
	
	

	Weight
	|_| Electronic
|_| Paper
	
	

	Vital Signs
	|_| Electronic
|_| Paper
	
	

	ECG
	|_| Electronic
|_| Paper
	
	

	Screening assessments (please specify)
	|_| Electronic
|_| Paper
	
	


	Screening assessments (please specify)
	|_| Electronic
|_| Paper
	
	


	Screening assessments (please specify)
	|_| Electronic
|_| Paper
	
	


	Laboratory Test Results
	|_| Electronic
|_| Paper
	
	

	Eligibility assessment
	|_| Electronic
|_| Paper
	
	

	Randomisation
	|_| Electronic
|_| Paper
	
	

	Prescribing the Investigational Products (IP)
	|_| Electronic
|_| Paper
	
	

	Administering the Investigational Product (IP)
	|_| Electronic
|_| Paper
	
	

	Investigational Product (IP) Accountability
	|_| Electronic
|_| Paper
	
	

	Efficacy Assessments (please specify)

	|_| Electronic
|_| Paper
	
	

	Safety Assessments (please specify)
	|_| Electronic
|_| Paper
	
	

	Adverse Events (AEs)
	|_| Electronic
|_| Paper
	
	

	Serious Adverse Events (SAEs)
	|_| Electronic
|_| Paper
	
	

	Diary Cards
	|_| Electronic
|_| Paper
	
	

	Questionnaires (please specify)
	|_| Electronic
|_| Paper
	
	

	Patient Reported Outcomes / PRO (please specify)

	|_| Electronic
|_| Paper
	
	

	Clinical Outcome Assessments / COA (please specify)

	|_| Electronic
|_| Paper
	
	

	Other source records (please specify)
	|_| Electronic
|_| Paper
	
	

	Other source records (please specify)
	|_| Electronic
|_| Paper
	
	

	Other source records (please specify)
	|_| Electronic
|_| Paper
	
	




SOURCE RECORDS LOCATION LIST

	PROTOCOL REF.
	

	PRINCIPAL INVESTIGATOR (PI)
	

	INVESTIGATOR SITE
	



SOURCE RECORDS LOCATION LIST

	[bookmark: _Hlk206148235]PROTOCOL REF.
	

	PRINCIPAL INVESTIGATOR (PI)
	

	INVESTIGATOR SITE
	




Version Date: <DD MMM YYYY>		Page ___ of ___


*Indicate the number corresponding to the appropriate option (e.g., if document is found in Participant’s Binder, indicate ‘3’):
1 - Participant’s Medical Records	2 - Case Report Form	3 - Participant’s Binder		4 - Pharmacy Binder	5 - Investigator Site File	6 - Others (please specify in comments column)	


Version Date: <DD MMM YYYY>		Page ___ of ___


ACKNOWLEDGEMENT BY THE PRINCIPAL INVESTIGATOR (PI)
I hereby acknowledge that the source records are as listed in the Source Records Location List for this clinical trial.
	  


	
	

	Name
	Signature
	Date [DD MMM YYYY]



