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Waiver of Consent Documentation Checklist
*Requests for waiver of consent documentation are reviewed on a case-by-case basis and are not to be viewed as an option for most research.  These exceptions to the requirements are heavily scrutinized by Harrison IRB to confirm that all requirements are met. 

Date:
     





Reviewer: 
     




Protocol: 
     




Sponsor:
     




Waiver of Consent Documentation 
Federal regulations allow an IRB to waive the requirement for the investigator to obtain a singed consent form for some or all of the subjects if specific requirements are met (45 CFR 46.117(c).  

In cases in which the documentation requirement is waived, Harrison IRB requires a written statement of the information that would be provided to the subjects. 


 FORMCHECKBOX 

Written Statement Attached




 FORMCHECKBOX 

NA
When granting waivers of the requirement to obtain written documentation of the consent process, the IRB considers having the investigator to provide subjects with a written statement regarding the research. 
 FORMCHECKBOX 

Confirm Consent Process





 FORMCHECKBOX 

NA

Note:  This regulation does not involve waiver of the informed consent process.  45 CFR 46.117 allows the investigator to alter the requirements for written documentation of informed consent via a “short form” document which does not include all of the required elements.  
	Criteria required to Waive Documentation of Consent (in addition to Waiving or Altering the Consent Process)
	Yes
	No
	NA
	Comments

	1.  That the only record linking the subject and the research would be the consent document.   
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2.  The principal risk is potential harm resulting from a breach of confidentiality. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3.  Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4.  The research is not FDA-regulated
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.  The research presents no more than minimal risk of harm to subjects 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	6.  The research involves no procedures for which written consent is normally required outside of the research context.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


Comments: 
     

























Primary Reviewer Signature: 









Date of Review: 
     









****************************Harrison IRB Internal Use Only*****************************
 FORMCHECKBOX 

Reviewed 


Date of Review: 





 FORMCHECKBOX 

The entire consent has been waived under 45 CFR 46.116(d)

 FORMCHECKBOX 

The research does not qualify for Waiver of Consent Documentation.

 FORMCHECKBOX 

Further Action(s) Required: 








Reviewed by: 










Additional Comments: 
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