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	Consent Compliance Checklist 
Investigator Self-Assessment 




Study start date:      

Study Title:      
Study end date:      


IRB #:      
Principal Investigator:      
This document should be completed periodically by a member of the study team to help ensure informed consent is properly obtained and documented for each study participant who is enrolled. 

CHA considers each person who signs an informed consent form (ICF) to be enrolled, regardless of whether they complete the study. 
	
	Issue
	Comments
	Printed name of person verifying information

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	The number of participants who signed ICFs is not greater than the IRB-approved sample size/enrollment.
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	Consent was obtained from each participant prior to the start of any study procedures.
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	Original ICF (not photocopy) signed and dated by each participant on file.
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	Valid IRB-approved ICFs were used.
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	All pages of each ICF are on file for each participant.
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	All yes/no, checkboxes, etc., in the ICFs are completed and/or initialed.
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	ICFs are free of any handwritten changes or corrections.
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	Each participant/participant representative signed his/her own ICF. 
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	The participant/participant’s representative received a signed and dated copy of the ICF.
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	The participant's/participant representative’s receipt of a copy of the ICF is documented, e.g., enrollment log, note to file.
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	An IRB-approved study representative obtained consent for all participants.
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	An IRB-approved study representative signed/dated the ICF at the same time as the participant/participant’s representative (i.e., same date on ICF).
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	If a Short Form Consent was used, a witness signed and dated the ICF.
	     
	     

	
	MINORS 
	
	

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	For each minor enrolled, signed permission from parent(s)/guardian(s) on file.
	
	

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	For each minor enrolled, assent documented.
	
	

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	Consent is obtained from enrolled minors that reach age 18 years during the study.
	     
	     

	
	
	
	

	
	WAIVER OF CONSENT 
	
	

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	Waiver of the requirement to obtain consent and/or alteration of consent process on file.  
	     
	     

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No*
 FORMCHECKBOX 
 N/A
	Wavier of documentation (signature requirement) on file.
	     
	     


* For any box checked “No,” the Principal Investigator must consider whether the issue needs to be reported to the IRB. If the Principal Investigator decides to not report the issue to the IRB, his/her rationale should be documented in a signed memo to the study file.
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