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Source Document List
	Sponsor Trial Reference:
	
	Site:
	

	Principal Investigator:
	
	Version no:
	


Examples added in italics below – review and delete before finalising

* These items may not be delete/amended
** note if paper, electronic or with the aid of a worksheet
	
	Name of assessment
-delete/revise/add according to your study specific needs
	Responsible

Team to ensure source information is recorded/

uploaded/

filed/printed in place

	Output/Content of Source Document- revise according to your study specific needs

	Type of Source Document- select as applicable:

Medical records in hospital- please specify if in Cerner or other type of medical records. 

Source worksheets/paper CRFs- please specify if needed and cannot/will not be captured in medical records.    
	Location of Source

Document 

(physical department/

electronic location) 


	1
	Informed Consent* 
	Trial staff
	Informed Consent form


	A copy of the signed consent form/s to be filed in Investigator site file and patient’s medical records 
	

	2
	Informed Consent Procedure
	Trial staff
	Record of consent procedure
	Medical records in hospital, 

source worksheets/paper CRFs
	

	3
	Inclusion and exclusion criteria*
	Trial staff
	Inclusion/exclusion checklist 
	Medical records in hospital, 

source worksheets/paper CRFs
	

	4
	Confirmation of eligibility* 
	Trial staff
	Confirmation of eligibility 

signed by relevant investigator 
	Medical records in hospital, 

source worksheets/paper CRFs
	

	5
	Date of study visit

	Trial staff 

	Date of Visit and number/type of visit to be recorded 
	Medical records in hospital,

source worksheets/paper CRFs
	

	6
	Dates of inpatient care
	Trial staff
	
	Medical records in hospital 

source worksheets/paper CRFs
	

	7
	Demographic data
	Trial staff
	
	Medical records in hospital, 

source sheets/paper CRFs
	

	8
	Smoking/Alcohol History
	Trial staff
	
	Medical records in hospital, 

source worksheets/paper CRFs
	

	9
	Medical History
	Trial staff
	
	Medical records in hospital, 

source worksheets/paper CRFs 
	

	10
	Physical examination
	Trial staff
	
	Medical records in hospital, 

source worksheets/paper CRFs
	

	11
	Vital signs:

blood pressure/heart rate
	Trial staff
	
	Medical records in hospital,
 Source worksheets/paper CRFs
	

	12
	Oral temperature


	 Trial staff
	
	Medical records in hospital,

 source worksheets/paper CRFs
	

	13
	Weight
	Trial staff
	
	Medical records in hospital,

 source worksheets/paper CRFs
	

	14
	Height
	Trial staff
	
	Medical records in hospital, 

source worksheets/paper CRFs
	

	15
	Pregnancy test (urine or serum) 
	Trial staff 
	Lab report 


	Medical records in hospital, 

source worksheets/paper CRFs
	

	16
	Haematology 
	Trial staff
	Lab report 


	Medical records in hospital, 

source worksheets/paper CRFs
	

	17
	Biochemistry 
	Trial staff 
	Lab report 


	Medical records in hospital, 

source worksheets/paper CRFs
	

	18
	Urinalysis:

Urea &Electrolytes
	Trial staff
	Lab report 


	Medical records in hospital, 

source worksheets/paper CRFs
	

	19
	Virology 
	Trial staff
	Lab report 


	Medical records in hospital, 

source worksheets/paper CRFs
	

	20
	 X-ray
	Trial staff
	X-ray report 
	Medical records in hospital, 

source worksheets/paper CRFs
	

	21
	ECG
	Trial staff
	ECG output in Medical note
	Medical records in hospital, 

source worksheets/paper CRFs
	

	22
	Bone chemistry
	Trial staff
	Lab report 


	
	

	23
	Chimerism samples
	Trial staff
	Lab report 


	
	

	24
	Tissue typing
	Trial staff
	Lab report 


	Medical records in hospital,
source worksheets/paper CRFs
	

	25
	Donor Venesection 
	Trial staff
	
	Medical records in hospital, 

source worksheets/paper CRFs
	

	26
	Disease status at transplant
	Trial staff
	
	Medical records in hospital, 

source worksheets/paper CRFs
	

	27
	Transplant conditioning chemotherapy
	Trial staff
	Drug chart/ Chemocare system
	Medical records in hospital, 

source worksheets/paper CRFs
	

	28
	Concomitant medication
	Trial staff
	Drug chart/log including start & end date/ongoing
	Medical records in hospital,  

source worksheets/paper CRFs
	

	29
	IMP administration: 

Start & Stop time, Dose and volume of IMP,  


	Trial staff
	
	Medical records in hospital, 

source worksheets/paper CRFs
	

	30
	PCR
	Trial staff
	Lab report 


	
	

	31
	Research sample analysis:

specify name of samples


	Trial staff
	Lab reports
	Medical records in hospital, 

source worksheets/paper CRFs
	

	32
	PK samples:

date, time volume
	Trial staff
	
	
	

	33
	PK results:
	Trial staff
	
	
	

	34
	Adverse events
	Trial staff
	Adverse event log including categories, start & end date/ongoing
	Medical records in hospital, 

source worksheets/paper CRFs
	

	35
	Date of Last Visit 
	Trial staff
	
	Medical records in hospital, 

source worksheets/paper CRFs
	

	36
	Trial Completion Status
	Trial staff
	Confirmation of end date and reason (study completed, participant withdrawn consent, investigator withdrawn participant) 
	Medical records in hospital, 

source worksheets/paper CRFs
	


	Principal Investigator:
	
	RGIT Monitor:
	

	Signature:  
	
	Signature:  
	

	Date:
	
	Date:
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