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CONSENT CHECKLIST ADDENDUM FOR TRANSITIONING TO THE REVISED COMMON RULE 
Direction:  This checklist should be used in conjunction with previously approved consent forms that are being revised to meet the new required elements denoted in the Revised Common Rule.   .  

Place a √ next to the new required elements that are now, or that already have been, incorporated into the Informed Consent Process and/or Document.  If the element is not applicable indicate NA.  If indicating NA it is strongly recommend that you also provide clarifying comments.  
	INFORMED CONSENT CHECKLIST – ADDENDUM FOR TRANSITIONING TO 

REVISED COMMON RULE
	PI √

	Requirements Per 45 CFR 46.116

	Regulatory
Reference
	NEW GENERAL REQUIREMENTS
	

	(a)(4)
	The prospective subject or the LAR will be provided with the information that a reasonable person would want to have in order to make an informed decision about whether to participate, and will be given an opportunity to discuss that information
	

	(a)(5)(i)
	Consent must begin with a concise and focused presentation of the key information that is most likely to assist a prospective subject or LAR in understanding the reasons why one might or might not want to participate in the research.  This part of the informed consent must be organized and presented in a way that facilitates comprehension.  
	

	(a)(5)(ii)
	Informed consent as a whole presents information in sufficient detail relating to the research, and is be organized and presented in a way that does not merely provide lists of isolated facts, but rather facilitates the prospective subject's or LAR's understanding of the reasons why one might or might not want to participate
	

	
	NEW BASIC ELEMENTS
	

	(b)(9)
	One of the following statements if the research involves the collection of identifiable private information (IPI) or identifiable biospecimens (IB)


(i)  A statement that identifiers might be removed from the IPI or IB and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the LAR, if this might be a possibility;    OR


(ii) a statement that the subject's information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies
	

	
	NEW  -  ADDITIONAL ELEMENTS



	(c)(7)
	A statement that the subject's biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit  (ADA)
	

	(c)(8)
	A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions
	

	(c)(9)
	For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e. sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen). 
	


	Additional / Clarifying Comments from PI:    
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