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	CASE REPORT FORM

	
	Subject number:
	
	

	
	Subject initials:
	
	

	

	Name of study protocol


	
	Instructions for CRF completion:
	

	
	1.
	Write with black or blue ink ball-point pen.
	

	
	2.
	Write clearly and legibly.
	

	
	3.
	Write only in text fields.
	

	
	4.
	Complete all fields; write also if information is missing. Use e.g. the following codes:

· ND = not done

· UNK = unknown

· NA = not applicable
	

	
	5.
	Data reported on the CRF, that are derived from source documents, should be consistent with the source documents or the discrepancies should be explained.
	

	
	6.
	When making corrections on CRFs:

· Draw a single line over the original entry leaving the original text legible.

· Record the new entry above or below the old one.

· The correction must be dated and initialled by the person who made the correction. 
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