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	Date of Audit: 
	IRB Number: 
	Protocol #: 
	Sponsor: 

	Protocol Title: 

	Principal Investigator, MD
	Sub-Investigator:
	Study Coordinator: 

	Subject ID:                         MR#:
	DOB:
	Gender:
	Subject Enrolled:
	Subject Complete:
	Subject Dropped:                         

	
	Observations/Comments 
	Recommendations
	Corrective Action

	 Appropriate consent signed/ HIPPA


	
	
	

	Consent documented in source


	
	
	

	Inclusion criteria


	
	
	

	Exclusion criteria


	
	
	

	Adequate source documentation


	
	
	

	 Protocol adherence 


	
	
	

	CRF completion


	
	
	

	Missed/out-of-window visits


	
	
	

	Diagnostic procedures complete per protocol


	
	
	

	 Lab tests complete per protocol


	
	
	

	Subject questionnaire

completion


	
	
	

	Concomitant meds


	
	
	

	Drug Accountability 


	
	
	

	Protocol deviations/violations


	
	
	

	Deviations/violations sent to IRB


	
	
	

	 AEs SAEs appropriate documented


	
	
	

	SAEs submitted to IRB


	
	
	

	19. AE/SAEs reported in continuing review
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