Good Clinical Practices

Individual Subject Data Accuracy Checklist
Protocol No.: 

       Brief Title:____________________________
Date Reviewed: __________________

Subject No/Identifier.:
     

             Date of Birth: ____/____/____
Reviewer: 
_____________
	Checklist: Entry Criteria
	Yes
	No
	N/A
	Comments

	[List protocol specific inclusion/exclusion criteria]
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Consent obtained prior to study entry?
Date Subject Signed___/___/___



Were all required signatures and dates completed on the signature page?
	
	
	
	

	Most current consent form used

CF #___    Effective Period__/__/__ to__/__/__


	
	
	
	

	Subject identifier/cross index
	
	
	
	

	Eligibility maintained
	
	
	
	

	[List tests, medications, etc.]
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Checklist: AEs/ Unanticipated Problems
	Yes
	No
	N/A
	Comments

	Have any AEs relating to the following occurred?

     Death

     Life Threatening

     Requires/prolongs hospitalization

     Results in persistent or significant 

       disability/incapacity

     Relates to congenital/anomaly/birth defect
	
	
	
	

	If yes, were the IRB and sponsor notified?
	
	
	
	

	Have all other AEs reported by subject been documented in the CRF?
	
	
	
	

	Have any unanticipated problems been identified?
	
	
	
	

	If yes, were the RSRB and sponsor notified?
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