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Source Data / CRF Audit Tool
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS TEMPLATE TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.northyorksresearch.nhs.uk/sops.html and/or Q-Pulse
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Source Data / CRF Audit Tool
	Study Number:
	  
	
	Study Title:
	  


	EudraCT/REC Reference:
	  


Source Data – the following should be verified as present in the patient record:

	Subject ID


	
	
	
	
	
	
	
	

	Assessment against inclusion / exclusion criteria


	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Evidence of medical review


	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Prior interview


	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Consent process


	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Completed consent form


	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Patient Information Sheet


	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Visit(s) recorded


	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Ongoing consent


	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Adverse events


	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Concomitant medication


	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Other source documents easily identified


	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No


CRFs – the following should be verified on the Case Report Forms (CRFs):
	Subject ID


	
	
	
	
	
	
	
	

	Subject ID completed

	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Date of visit recorded

Schedule of events adhered to


	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No

	All data fields legible

Corrections initialled and dated


	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No

	Date of consent

Inclusion/Exclusion criteria

Date of randomisation


	Yes/No
Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

	Medical History

Concomitant medication

Dose/frequency

Start date

End date

Indication


	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No

	Physical examination

Vital signs


	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No

	Pathology sign off

Review of investigations


	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No
	Yes/No
Yes/No

	Adverse events(s)

Start date

End date

Severity

Causality

Medical review


	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No
	Yes/No
Yes/No

Yes/No

Yes/No

Yes/No

Yes/No


Name of person completing Audit:                                                                         Signature:

Designation:      

PI Review Date:                                                                                                      Signature:
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