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Source Data Location Plan
	Protocol Title:
	

	Protocol Number:
	

	Site Name:
	

	Principal investigator:
	

	Department:
	


Source data are defined as: all information in original records and certified copies of original records of clinical findings, observations, or other activities in a clinical trial necessary for the reconstruction and evaluation of the trial.
The location of participants’ source data may vary at each site, e.g. source data may be kept in a worksheet or in the medical records or in the Case Report Form (data may be recorded directly into the sponsor’s CRF if predefined in the protocol or other document).

In order for monitors to conduct source data verification (SDV), they must be aware of what constitutes source data at each site. The PI (or their delegate) normally works with the sponsor’s representative (e.g. monitor) to develop the source data location plan. 

1. Review your protocol for key data points and work out where you will first record/obtain this data, what is the source data, what is the source document (there should be only one source at any time for any data item.)

2. Determine where source data/documents will be stored.

3. File the source data identification log in the study folder.

4. Update the table as required to record new/updated information.
	Source data location plan (to be adapted for each trial)

	Source data/ document
	Location
	Type of record (paper/film/electronic)
	Comments

	Progress notes of study visits 
	e.g. Participant medical records
	Electronic
	

	PICF: original ink signatures and copies
	e.g. Site file/participant folder with a scan copy in medical records (EMR)
	Paper
	

	Documentation of consenting procedure
	e.g. Participant medical records
	Electronic
	

	Inclusion & exclusion criteria
	
	
	

	Randomisation number
	
	
	

	Demographics
	
	
	

	Medical history incl correspondence (e.g. GP, family)
	
	
	

	Physical examinations
	
	
	

	Prescribing of study drug including correct dosage
	
	
	

	Prescriptions
	
	
	

	Vital signs
	
	
	

	Height & weight
	
	
	

	Questionnaires 
	
	
	

	ECG
	
	
	

	Pharmacy records
	
	
	

	Pathology results (external not for clinical care)
	
	
	

	Radiology records (local)
	
	
	

	Pathology results (external source for clinical care)
	
	
	

	Pathology results (local)
	
	
	

	Radiology results (external source for clinical care)
	
	
	

	Radiology results (external source not for clinical care)
	
	
	

	Concomitant medication checks 
	
	
	

	Adverse events
	
	
	

	Serious adverse events
	
	
	

	<insert other study specific procedures/ source data>
	
	
	


I confirm that the source documentation for this study is as listed in this source document plan. 

	Principal Investigator Name:


	

	Principal Investigator Signature:
	

	Date:
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